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Text proposed by the Commission Amendments by Parliament

Draft legislative resolution

Amendment by Jonas Sjöstedt

Amendment 110
Legal Base

Having regard to the Treaty establishing the 
European Community, and in particular 
Article 95 thereof,

Having regard to the Treaty establishing the 
European Community, and in particular, 
Article 95 thereof and Article 175(1) thereof 
in relation to Title VII on Authorisation 
and Title VIII on Restrictions,

Or. en

Justification

The Regulation is based on Article 95 which concerns the internal market. The primary 
objective of the titles on authorisation and restriction of the Regulation is to protect the 



PE 357.816v01-00 2/92 AM\565896EN.doc

EN

environment; therefore the appropriate legal base for them is Article 175(1) of the Treaty.

Text proposed by the Commission Amendments by Parliament

Amendment by Dorette Corbey

Amendment 111
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 movement of substances, on 
their own, in preparations and in articles, is 
an essential aspect of the internal market,
and a clear and strong system of 
registration, evaluation and authorisation 
of chemicals based on a phase-out of 
dangerous substances through substitution 
of safe alternatives can contribute
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.

Or. en

Justification

Just by itself the internal market will not improve human health and the environment. For that 
a strong policy is needed to phase out the most dangerous substances as soon as possible and 
replace them with safe alternatives.

Amendment by Jonas Sjöstedt

Amendment 112
Recital 3 a (new)

(3a) Nevertheless, for certain parts of the 
Regulation, ensuring a high level of 
environmental protection is the main 
objective and Article 175(1) is the legal 
base.

Or. en
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Justification

Article 175(1), which concerns environmental protection, is added as a legal base and this 
needs to be reflected also in the recitals.

Amendment by Carl Schlyter, Caroline Lucas, Hiltrud Breyer, Frédérique Ries and Chris 
Davies

Amendment 113
Recital 4

(4) To preserve the integrity of the internal 
market and ensure a high level of protection 
for human health, especially the health of 
workers and the environment, it is necessary 
to ensure that substances manufactured in 
the Community comply with Community 
law, even if they are exported.

(4) To preserve the integrity of the internal 
market and ensure a high level of protection 
for human health, especially the health of 
workers and that of other vulnerable 
populations, and the environment, it is 
necessary to ensure that substances 
manufactured in the Community comply 
with Community law, even if they are 
exported.

Or. en

Justification

The European Parliament considered that ´protecting the health of children against 
environment-related diseases is an essential investment with a view to ensuring adequate 
human and economic development´ (Paulsen Report on European Environment and Health 
Strategy) and asked for specific restrictions on chemicals for high-risk sections of the 
population (Ries report on European Environment and Health Action Plan). REACH should 
be seen as a special opportunity to protect the health not just of workers but also of those who 
are most vulnerable to chemical exposure. (Carl Schlyter, Caroline Lucas, Hiltrud Breyer)

On 23 February 2005, the European Parliament adopted a resolution on the European 
Environment and Health Action Plan 2004-2010 (A6-0008/2005) in which it called "on the 
Commission to ensure that all risk assessments that will be undertaken should specifically 
address the risks for foetuses, infants and children, where there is potential exposure of these 
particularly vulnerable groups". (Frédérique Ries, Chris Davies)
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Amendment by Dorette Corbey

Amendment 114
Recital 4

(4) To preserve the integrity of the internal 
market and ensure a high level of protection 
for human health, especially the health of 
workers, and the environment, it is necessary 
to ensure that substances manufactured in 
the Community comply with Community 
law, even if they are exported.

(4) To preserve the integrity of the internal 
market and ensure a high level of protection 
for human health, especially the health of 
workers, and the environment, it is necessary 
to ensure that all substances that are 
manufactured or placed on the market in the 
Community comply with Community law, 
even if they are exported.

Or. en

Justification

REACH must apply to all substances, regardless of their place of production, to ensure the 
protection of human health, the environment and workers as well as a level playing field for 
industry.

Amendment by Frédérique Ries and Chris Davies

Amendment 115
Recital 5

(5) The assessment of the operation of the 
four main legal instruments governing 
chemicals in the Community (Council 
Directive 67/548/EEC of 27 June 1967 on 
the approximation of the laws, regulations 
and administrative provisions relating to the 
classification, packaging and labelling of 
dangerous substances, Council Directive 
88/379/EEC of 7 June 1988 on the 
approximation of the laws, regulations and 
administrative provisions of the Member 
States relating to the classification, 
packaging and labelling of dangerous 
preparations (in the meantime replaced by 
Directive 1999/45/EC of the European 
Parliament and of the Council of 31 May 
1999 concerning the approximation of the 
law, regulations and administrative 
provisions of the Member States relating to 
the classification, packaging and labelling of 

(5) The assessment of the operation of the 
four main legal instruments governing 
chemicals in the Community (Council 
Directive 67/548/EEC of 27 June 1967 on 
the approximation of the laws, regulations 
and administrative provisions relating to the 
classification, packaging and labelling of 
dangerous substances, Council Directive 
88/379/EEC of 7 June 1988 on the 
approximation of the laws, regulations and 
administrative provisions of the Member 
States relating to the classification, 
packaging and labelling of dangerous 
preparations (in the meantime replaced by 
Directive 1999/45/EC of the European 
Parliament and of the Council of 31 May
1999 concerning the approximation of the 
law, regulations and administrative 
provisions of the Member States relating to 
the classification, packaging and labelling of 
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dangerous preparations), Council Regulation 
(EEC) No 793/93 of 23 March 1993 on the 
evaluation and control of the risks of 
existing substances and Council Directive 
76/769/EEC of 27 July 1976 on the 
approximation of the laws, regulations and 
administrative provisions of the Member 
States relating to restrictions on the 
marketing and use of certain dangerous 
substances and preparations identified a 
number of problems in the functioning of 
Community legislation on chemicals, 
resulting in disparities between the laws, 
regulations and administrative provisions in 
Member States directly affecting the 
functioning of the internal market in this 
field.

dangerous preparations), Council Regulation 
(EEC) No 793/93 of 23 March 1993 on the 
evaluation and control of the risks of 
existing substances and Council Directive 
76/769/EEC of 27 July 1976 on the 
approximation of the laws, regulations and 
administrative provisions of the Member 
States relating to restrictions on the 
marketing and use of certain dangerous 
substances and preparations identified a 
number of problems in the functioning of 
Community legislation on chemicals, 
resulting in disparities between the laws, 
regulations and administrative provisions in 
Member States directly affecting the 
functioning of the internal market in this 
field and a failure to protect public health 
and the environment in a precautionary 
manner.

Or. en

Justification

There should be a recognition that REACH is filling the gaps in knowledge related to the 
protection of public health and the environment.

Amendment by Alessandro Foglietta, Adriana Poli Bortone, Cristiana Muscardini and Sergio 
Berlato

Amendment 116
Recital 6a (new)

(6a) Chemical substances produced in third 
countries and imported into the European 
Union are not in the main subject to 
existing Community legislation on the 
protection of health and the environment 
and it is necessary to take every possible 
step to boost European production and 
ensure a high level of protection.

Or. it
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Justification

Existing EU rules set far stricter parameters for European producers of chemical substances 
than for producers outside the Community. The risk to health and the environment of having 
differing regulations for European and non-European products should be considered. 

Amendment by Dorette Corbey

Amendment 117
Recital 7 a (new)

(7a) The objective of the new system to be 
established by this regulation is to deal with 
the most dangerous substances as a matter 
of priority. Prioritisation should be based 
on the expected risk a substance poses to 
human health and the environment and the 
level and the duration of exposure. Hazard 
evaluation and risk assessment must also 
take into account the effects of substances 
on foetal development and the health of 
women and children.

Or. en

Justification

It should be very clear that with REACH the most dangerous substances should be dealt with 
first with the aim of replacing them with safer alternatives.

Amendment by Alessandro Foglietta, Adriana Poli Bortone, Cristiana Muscardini and Sergio 
Berlato

Amendment 118
Recital 8a (new)

(8a) Management of the risks of substances 
should concern in equal measure both the 
chemical substances manufactured in the 
European Union and imported substances 
manufactured in third countries, in order 
to prevent non-European production being 
favoured and boosted by the excessive 
burdens imposed on European 
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manufacturers.

Or. it

Justification

There is a risk that the REACH system, in the form proposed by the Commission, will favour 
the importation of certain articles, substances and preparations that are not subject to the 
rules with which the equivalent products manufactured in the European Union have to 
comply. The less comprehensive controls required on imported products makes them cheaper, 
allows a wider range of raw materials to be used and provides no guarantee as to the 
protection of health and the environment.

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.

Amendment by Anja Weisgerber

Amendment 119
Recital 10

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

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

Or. de

Justification

Related to the amendment proposed to Article 38.

Amendment by Dorette Corbey

Amendment 120
Recital 12
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(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 specific period, where no safer 
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.

Or. en

Justification

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

Amendment by Dan Jørgensen, Åsa Westlund and Riitta Myller

Amendment 121
Recital 12

(12) The authorisation provisions provides 
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 uses is 
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 if 
no suitable alternatives or technologies are 
available and the use can be justified for 
socio-economic reasons.

Or. en

Justification

This recital should reassert the objective of the authorisation procedure. Authorisation will 
only be capable of providing the high level of protection required if it replaces substances of 
very high concern with suitable alternative substances or technologies wherever this is 
possible.  Maintaining the notion of ‘adequate control’ will support continued use and release 
of substances of very high concern to the environment, irrespective of the socio-economic 
necessity deriving from their use and irrespective of whether safer alternatives are available.
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Amendment by Ria Oomen-Ruijten, Thomas Ulmer, Miroslav Mikolášik, Françoise 
Grossetête, Péter Olajos, Bogusław Sonik, Antonios Trakatellis, Renate Sommer and Erna 

Hennicot-Schoepges

Amendment 122
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.

Or. en

Justification

Communication to the end user of necessary information and advice to enable them to safely 
use and manage their risk safely and effectively is essential.

Linked to amendments to recitals 41, 41a, 42 and 43.

Amendment by Johannes Blokland

Amendment 123
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 

(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 in the case of substances of very high 
concern or when they do so in quantities 
exceeding a certain volume, to enable them 
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take the necessary risk management 
measures in accordance with their 
assessment of the risks of their substances.

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.

Or. nl

Justification

In the case of substances of very high concern, the risks must be assessed even where the 
volume is less than 1 tonne per year. Even in small quantities, these substances may cause 
considerable damage to the environment and health (Blokland priority package).

Amendment by Johannes Blokland

Amendment 124
Recital 19

(19) Scientific research and development 
normally takes place in quantities below 1 
tonne per year, there is no need to exempt 
such research and development because 
substances in those quantities do not have to 
be registered in any case. However, in order 
to encourage innovation, research on 
products and process oriented research and 
development should be exempted from the 
obligation to register for a certain time 
period where a substance is not yet intended 
to be placed on the market to an indefinite 
number of customers because its application 
in preparations or articles still requires 
further research and development performed 
by a limited number of known customers.

(19) Scientific research and development 
normally takes place in quantities below 1 
tonne per year, there is no need to exempt 
such research and development in the case 
of substances of high concern, concern or 
low concern, because these substances in 
those quantities do not have to be registered 
in any case. Substances of very high 
concern, however, must be exempted as 
these substances have to be registered. 
However, in order to encourage innovation, 
research on products and process oriented 
research and development should be 
exempted from the obligation to register for 
a certain time period where a substance is 
not yet intended to be placed on the market 
to an indefinite number of customers 
because its application in preparations or 
articles still requires further research and 
development performed by a limited number 
of known customers.

Or. nl
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Justification

In the case of substances of very high concern, the risks must be assessed even where the 
volume is less than 1 tonne per year. Even in small quantities, these substances may cause 
considerable damage to the environment and health. As these substances do fall under 
REACH, exemptions must be applied for in respect of scientific research and scientific 
development using them (Blokland priority package).

Amendment by Anja Weisgerber

Amendment 125
Recital 19 a (new)

(19a) The incorporation of substances into 
large-scale production processes and the 
modification of technical methods are 
complex processes. Important knowledge 
concerning substances is acquired in this 
way, which should be taken into account in 
the drawing up of the registration dossier, 
for example in relation to the use of the 
substance. For many substances, a 
registration dossier can therefore only be 
drawn up taking account of such 
information. In order to encourage 
innovation, a transitional period should 
therefore be set in respect of the 
registration of new substances.

Or. de

Justification

Related to the introduction of a new Article 19a.

Amendment by Satu Hassi

Amendment 126
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 

(20) Since producers and importers of 
articles should be responsible for their 
articles, it is appropriate to impose a 
registration requirement on hazardous
substances in articles.
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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.

Or. en

Justification

Articles represent a primary source of exposure to chemicals. The use of hazardous 
substances in articles should be subject to the registration requirements.

Amendment by Carl Schlyter, Caroline Lucas and Hiltrud Breyer

Amendment 127
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 in
articles.

Or. en

Justification

Articles represent a primary source of exposure to chemicals. The use of substances in 
articles should be subject to the registration requirements

Linked to the amendments to Articles 5 and 6 by the same Members.
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Amendment by Dorette Corbey

Amendment 128
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 in
articles. In the case of substances which are 
likely to be released from articles in 
sufficiently high amounts or over a longer 
period of time, 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.

Or. en

Justification

Intended or unintended release cannot be controlled before but only after registration. In 
addition to exposure to high doses it is also necessary to look at relatively low exposure over 
a longer period of time.

Amendment by Johannes Blokland

Amendment 129
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 and the degree of 
concern, because, on the basis of data on 
use and hazard, these provide an indication 
of the potential for exposure of man and the 
environment to the substances, and the 
hazard associated with this exposure, and 
should be described in detail.

Or. nl
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Justification

Volume is one of the aspects which gives an indication of the likelihood of exposure of man 
and the environment to a particular substance. A better picture of this exposure can be 
obtained by combining the degree of concern with the volume. On the basis of data on use 
and hazard, the likelihood of exposure of man and the environment can be assessed more 
effectively. If the degree of concern is used, the highest-risk substances can be tackled first 
(Blokland priority package).

Amendment by Christofer Fjellner

Amendment 130
Recital 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.

.

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.

If there are risk assessments based on 
practical use of the substance in question, 
they should be taken into account.

Or. sv

Justification

It is important to take account of the experience actually gained over the hundreds of years 
that certain chemicals have been used.

Amendment by Carl Schlyter, Caroline Lucas and Hiltrud Breyer. 

Amendment 131
Recital 24 a (new)

(24a) A notification requirement for 
substances in very low tonnages is desirable 
in order to know what substances are 
actually being produced and what is known 
about them.

Or. en
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Justification

A simple notification requirement for substances between 10 kg and 1 tonne per year should 
be added to REACH so as to finally have an understanding of the total quantities of existing 
substances that are actually being produced and the knowledge available on them. Under 
REACH in its current form, we would only know about c. 30 000 substances that are 
produced in quantities above 1 tonne.

However, EINECS lists more than 100 000 existing substances.

Amendment by Guido Sacconi

Amendment 132
Recital 26 a (new)

(26a) In the light of the particular 
circumstances of small- and medium-sized 
enterprises (SMEs) Member States should 
adopt measures to provide special - and if 
needs be financial - assistance to such 
enterprises for conducting the tests needed 
to collect the information required under 
this Regulation.

Or. it

Justification

The possibility should be envisaged of Member States providing SMEs with special 
assistance, including financial assistance if necessary.

Amendment by Carl Schlyter, Caroline Lucas and Hiltrud Breyer. 

Amendment 133
Recital 31

(31) In order to provide a harmonised, 
simple system, all registrations should be 
submitted to the Agency. To ensure a 
consistent approach and efficient use of 
resources, it should perform a completeness 
check on all registrations and take 
responsibility for any final rejections of 
registrations.

(31) In order to provide a harmonised, 
simple system, all registrations should be 
submitted to the Agency. To ensure that 
submissions are consistent, complete and of 
good quality, an independent audit should 
be performed prior to the submission to the 
agency. The agency should take 
responsibility for any final rejections of 



PE 357.816v01-00 16/92 AM\565896EN.doc

EN

registrations.

Or. en

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 of Member States found that only 31% of safety data 
sheets were fully accurate, it is vital that an independent audit is performed prior to the 
submission to ease the task of the Agency.

Amendment by Chris Davies

Amendment 134
Recital 33 a (new)

(33a) The sharing and/or joint submission 
of information from tests on vertebrate 
animals and other information that may 
prevent animal testing should be obligatory 
to ensure that duplication of tests on 
animals does not take place.

Or. en

Justification

It should be obligatory to share data from animal tests and other information that may 
prevent animal testing in order to meet the information requirements under this Regulation, to 
ensure that duplication of tests does not take place. This ensures consistency with Article 
24(5) second subparagraph (for non-phase-in substances), and the statement that 'data 
sharing will be obligatory' with respect to animal testing on page 10 of the Explanatory 
Memorandum.

Amendment by Caroline Lucas, Carl Schlyter and Hiltrud Breyer

Amendment 135
Recital 34 a (new)

(34a) In order to promote non-animal 
testing, the Commission, Member States 
and industry should allocate more 
resources to the development, validation 
and acceptance of non-animal tests. A part 
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of the fees paid to the Agency should be 
allocated for that purpose.

Or. en

Justification

The Explanatory Memorandum lists 'promotion of non-animal testing' as an objective of the 
proposal, but the text does not include any measures to achieve that aim.  Specifically, there 
are no references to increasing funding for projects designed to replace animal tests.

Amendment by Thomas Ulmer, Elisabeth Jeggle, Erna Hennicot-Schoepges

Amendment 136
Recital 34 a (new)

(34a) In accordance with the objective of 
promoting non-animal test methods, the 
Commission, the Member States and the 
industry should increase the resources and 
efforts devoted to speeding up the 
development and validation of such 
alternative test methods.

Or. de

Justification

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

Amendment by Chris Davies

Amendment 137
Recital 37 a (new)

(37a) In order to strengthen the 
competitiveness of Community industry and 
to ensure that the present Regulation 
applies as efficiently as possible, it is 
appropriate to make provision for the 
sharing of data between registrants on the 
basis of fair compensation.
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Or. en

Amendment by Chris Davies

Amendment 138
Recital 39 a (new)

(39a) If (a) potential registrant(s) and/or 
participant(s) in a SIEF fail to pay their 
share of the cost of a study involving tests 
on vertebrate animals or another study that 
may prevent animal testing, they should not 
be able to register their substance.

Or. en

Justification

In order to ensure compliance with the obligation to share data from animal tests and to 
prevent duplicate testing, (a) potential registrant(s) and/or participant(s) in a SIEF must not 
be allowed not to pay their share of the cost and subsequently to carry out duplicate animal 
tests.

Amendment by Chris Davies

Amendment 139
Recital 40 a (new)

(40a) If the owner of a study involving tests 
on vertebrate animals or another study that 
may prevent animal testing fails to make 
the study available to the Agency and/or 
other potential registrants, he should not be 
able to register his substance.

Or. en

Justification

In order to ensure compliance with the obligation to share data from animal tests and to 
prevent duplicate testing, it must not be possible for the owner of a study involving tests on 
vertebrate animals to withhold that study from other participant(s) in a SIEF in order to gain 
a competitive advantage.
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Amendment by Caroline Lucas, Carl Schlyter and Hiltrud Breyer

Amendment 140
Recital 40 a (new)

(40a) Failure to make data from vertebrate 
animal tests or other data that can prevent 
animal testing available to the Agency 
and/or other potential registrants should 
result in the study owner(s) forfeiting their 
right to register the substance concerned.

Or. en

Justification

Mandatory sharing of vertebrate animal test data should be linked to penalties. In case of 
refusal to share data to avoid duplicate animal testing, Registrants and/or potential 
registrants refusing to share a study that could prevent animal testing with the Agency and/or 
other registrants should not be authorised to register the substance concerned.

Amendment by Ria Oomen-Ruijten, Thomas Ulmer, Miroslav Mikolášik, Eija-Riitta Korhola, 
Péter Olajos, Bogusław Sonik, Antonios Trakatellis, Renate Sommer and Erna Hennicot-

Schoepges

Amendment 141
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.

Or. en

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.
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Amendment by Frédérique Ries

Amendment 142
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 via the most appropriate 
means possible; this is also indispensable for 
those professionals to meet their 
responsibility as regards the use of 
substances and preparations and the 
management or elimination of risks.

Or. fr

Justification

An appropriate and cohesive system of communication, focusing on risks and dangers, will 
provide consumers with the information and advice they need to manage the risks associated 
with a substance or preparation completely safely and efficiently.

Amendment by Guido Sacconi, Chris Davies and Jonas Sjöstedt 

Amendment 143
Recital 41 a (new)

(41a) The development of an appropriate 
and coherent system of communication will 
provide consumers with the information 
and advice necessary to enable them to 
manage in a safe and effective way the 
risks associated with the use of chemical 
substances, preparations or products 
derived from them. The possibility should 
also be assessed of providing additional 
information via websites in order to 
respond to the right of consumers to be 
informed about the products they use.

Or. en
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Justification

Slightly revised formulation of amendment 9 in draft report.

Amendment by Ria Oomen-Ruijten, Thomas Ulmer, Miroslav Mikolášik, Péter Olajos, 
Bogusław Sonik, Antonios Trakatellis, Renate Sommer and Erna Hennicot-Schoepges

Amendment 144
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 
using, for example, websites and 
educational campaigns, should be pursued 
to fulfil the 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.

Or. en

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.
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Linked to amendments to Recitals 69 and 70 and Article 73-2i a.

Amendment by Ria Oomen-Ruijten, Thomas Ulmer, Miroslav Mikolášik, Péter Olajos, 
Bogusław Sonik, Antonios Trakatellis, Renate Sommer and Erna Hennicot-Schoepges

Amendment 145
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.

Or. en

Justification

Linked to the amendments to Recitals 16, 41 and 43.

Amendment by Ria Oomen-Ruijten, Thomas Ulmer, Miroslav Mikolášik, Péter Olajos, 
Bogusław Sonik, Antonios Trakatellis, Renate Sommer and Erna Hennicot-Schoepges

Amendment 146
Recital 43

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

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

Or. en

Justification

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

Amendment by John Bowis, Ria Oomen-Ruijten

Amendment 147
Recital 44

(44) The requirements for undertaking 
chemical safety assessments by downstream 
users should also be prescribed in detail to 
allow them to meet their obligations.

(44) The requirements for undertaking 
chemical safety assessments by downstream 
users should also be prescribed in detail to 
allow them to meet their obligations. The 
downstream user shall report the risks as 
highlighted in the chemical safety 
assessment by the most effective and 
relevant means possible for the user of the 
substance or preparation at a given point in 
the supply chain/life cycle and provide 
advice on safe use for consumers.

Or. en

Justification

To ensure that the most appropriate means are used (labelling, websites, Safety Data Sheet, 
etc) to communicate risks at the most appropriate time, e.g. at the time of production, 
distribution, use or disposal.

Amendment by Chris Davies

Amendment 148
Recital 47

(47)  A significant number of animals would 
have to be used in testing to fulfil the more 
demanding information requirements in 
respect of certain substances, if those 

(47)  A significant number of animals would 
have to be used in testing to fulfil the 
information requirements in Annexes V to 
VIII, if those information requirements were 
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information requirements were 
automatically applied. Significant costs for 
enterprises may be associated with testing. It 
is therefore necessary to ensure that 
generation of such information is tailored to 
real information needs; to this end 
evaluation should require Member States to 
prepare decisions and the Agency to decide 
on the programmes of testing proposed by 
manufacturers and importers for such 
substances. The Member State in which the 
manufacture takes place or the importer is 
established should be responsible for the 
evaluation of testing proposals.

automatically applied. Significant costs for 
enterprises may be associated with testing. It 
is therefore necessary to ensure that 
generation of such information is tailored to 
real information needs; to this end 
evaluation should require Member States to 
prepare decisions and the Agency to decide 
on the programmes of testing proposed by 
manufacturers and importers. The Member 
State in which the manufacture takes place 
or the importer is established should be 
responsible for the evaluation of testing 
proposals.

Or. en

Justification

In order to prevent animal testing and save costs for industry, and as data from animal tests 
should only be provided if necessary for the safety assessment of a substance, testing 
proposals involving tests on vertebrate animals to fulfil the information requirements in 
Annexes V to VIII in respect of all substances should be evaluated.

Amendment by Chris Davies

Amendment 149
Recital 47 a (new)

(47a) In order to prevent animal testing, 
any testing proposal involving tests on 
vertebrate animals for the provision of 
information required under this Regulation 
should be open for comment by 
stakeholders for a 90-day period. The 
competent authority should take such 
comments into account when examining 
the testing proposal and drafting its 
decision.

Or. en

Justification

Experience from the United States High Production Volume Chemicals Programme has 
shown that such a procedure makes a significant contribution to preventing animal testing.
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Amendment by Caroline Lucas, Carl Schlyter and Hiltrud Breyer

Amendment 150
Recital 47 a (new)

(47a) To prevent animal testing and save 
costs, stakeholders should have a 90-day 
period during which they may comment on 
testing proposals that include vertebrate 
animal tests. Comments received during 
this period should be taken into account by 
the competent authorities.

Or. en

Justification

The High Production Volume (HPV) chemicals programme in the United States has proven 
the positive effect a stakeholder commenting period can have towards preventing animal tests 
and saving costs.

Amendment by Caroline Lucas, Carl Schlyter and Hiltrud Breyer

Amendment 151
Recital 47 b (new)

(47b) To prevent animal testing and save 
costs, the European Centre for the 
Validation of Alternative Methods 
(ECVAM) should be consulted by the 
competent authorities when considering 
testing proposals that include vertebrate 
animal tests.

Or. en

Justification

Expert up-to-date knowledge, experience and information on the development of alternative 
tests should be provided to the competent authorities when evaluating testing proposals, given 
the rapid advances in this field of science.
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Amendment by Chris Davies

Amendment 152
Recital 47 b (new)

(47b) In order to prevent animal testing, the 
competent authority should consult the 
European Centre for the Validation of 
Alternative Methods (ECVAM) in drafting 
its decision on a testing proposal involving 
tests on vertebrate animals submitted by (a) 
registrant(s).

Or. en

Justification

In view of ongoing developments in the field of alternative test methods, the competent 
authorities should consult experts with up-to-date knowledge, experience and information on 
alternative tests.

Amendment by Anja Weisgerber

Amendment 153
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 it. The Agency
should plan and provide resources to this 
end. If a risk equivalent to the level of 
concern arising from the use of substances 
subject to authorisation arises from the use 
of isolated intermediates on site, Member 
States should also be allowed to require 
further information, when justified.

Or. de
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Justification

Related to the amendment to Article 38.

Amendment by Guido Sacconi, Ria Oomen-Ruijten, Chris Davies and Carl Schlyter

Amendment 154
Recital 50

(50) Collective agreement among Member 
State authorities on their draft decisions 
provides the basis for an efficient system 
that respects the principle of subsidiarity, 
while maintaining the internal market. If one 
or more Member States or the Agency do 
not agree to a draft decision, it should be 
made subject to a centralised procedure. The 
Agency should take the decisions following 
from the application of these procedures.

(50) Agreement within the Agency's 
Member State Committee on a draft 
decision provides the basis for an efficient 
system that respects the principle of 
subsidiarity, while maintaining the internal 
market. If one or more Member States or the 
Agency do not agree to a draft decision, it 
should be made subject to a centralised 
procedure. The Agency should take the 
decisions following from the application of 
these procedures.

Or. en

Justification

Revised formulation of amendment 11 of draft report.

Amendment by Dorette Corbey

Amendment 155
Recital 52

(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 

(52) To ensure a sufficiently high level of 
protection for human health and the 
environment, substances with properties of 
very high concern should be replaced by 
substances that do not pose a risk to human 
health and the environment. If this is not 
the case, substances with properties of very 
high concern may only be authorised for a 
limited period of time not exceeding 3 years
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 
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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. 

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.

Or. en

Justification

 In order to encourage substitution, rules should be clear to companies and users.

Amendment by Frédérique Ries, Chris Davies

Amendment 156
Recital 52

(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 alternatives 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 
authorities 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, in particular of 
vulnerable populations, and the 
environment, substances with properties of 
very high concern should be treated in a 
precautionary manner and should only 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 alternatives 
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 
authorities should ensure a high level of 
protection throughout the internal market, it 
is appropriate that the Commission should 
be the granting authority.

Or. en
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Justification

Specific attention needs to be paid to vulnerable populations in authorisation. Furthermore, 
the authorisation procedure will only provide the high level of protection required if it 
replaces substances of very high concern with safer alternative substances or technologies 
wherever possible.

Amendment by Carl Schlyter, Caroline Lucas and Hiltrud Breyer

Amendment 157
Recital 52

(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, in particular of 
vulnerable populations, and the 
environment, substances with properties of 
very high concern should only be authorised 
if enterprises show that the benefits to 
society from the use of the substance 
significantly 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.

Or. en

Justification

Specific attention needs to be paid to vulnerable populations in authorisation. 

The authorisation requirement will only provide the high level of protection required if it 
replaces substances of very high concern with safer alternative substances or technologies 
wherever possible. This is in line with similar Community legislation (e.g. biocides, 
hazardous substances in electrical and electronic equipment, workers’ health legislation). To 
retain the alternative aim of 'adequate control' of risks is to endorse continued use and 
release of substances of very high concern even when safer alternatives are available.
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Amendment by Dan Jørgensen, Åsa Westlund and Riitta Myller

Amendment 158
Recital 52

(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 alternatives 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 
authorities 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, in particular of 
vulnerable populations, 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 alternatives 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 
authorities should ensure a high level of 
protection throughout the internal market, it 
is appropriate that the Commission should 
be the granting authority

Or. en

Justification

The European Parliament has previously considered that ´protecting the health of children 
against environment-related diseases is an essential investment with a view to ensuring 
adequate human and economic development´, (Report on European Environment and Health 
Strategy A5-0193/2004 Marit Paulsen).

Amendment by Dorette Corbey

Amendment 159
Recital 53 a (new)

(53a) An essential condition for 
authorisation of a hazardous substance is 
that no safer alternatives exist. An 
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authorisation should be limited in time and 
will act as an incentive to develop safer 
alternatives and to boost innovation.

Or. en

Justification

REACH should boost continuous  environmental  innovation by developing safer alternatives.

Amendment by Dorette Corbey

Amendment 160
Recital 61 a (new)

(61a) This Regulation should contribute to 
the prevention of occupational diseases 
related to exposure to and the use of 
chemicals. The European Union should 
invest in detoxification methods to cure 
professional diseases related to chemicals.

Or. en

Justification

REACH will have to lead to better protection of workers.

Amendment by Ria Oomen-Ruijten, Thomas Ulmer, Miroslav Mikolášik, Eija-Riitta Korhola, 
Péter Olajos, Bogusław Sonik, Antonios Trakatellis, Renate Sommer and Erna Hennicot-

Schoepges 

Amendment 161
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 
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 

(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 in order that the 
general public and all interested parties 
have confidence in the safety of the 
chemical substances and preparations they 
use. It should also be central to 
coordinating communication on REACH 
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and regulatory capacities, transparency and 
efficiency.

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.

Or. en

Justification

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

Amendment by Frédérique Ries

Amendment 162
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 
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.

(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 so that the 
public and all the parties concerned have 
confidence in the safety of the substances 
and preparations they use. It should also 
play a pivotal role in coordinating 
communication around REACH and in its 
implementation. 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 and sound 
communication skills, transparency and 
efficiency.

Or. fr
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Justification

An appropriate and cohesive system of communication, focusing on the objectiveness and 
scientific relevance of the information provided, will provide consumers with the information 
and advice they need to manage the risks associated with a substance or preparation 
completely safely and efficiently.

Linked to the amendment to Recital 41.

Amendment by Frédérique Ries

Amendment 163
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 respect, a centre of excellence 
should be created within the Agency, 
specialised in communication of the risks 
and dangers associated with certain 
substances and preparations.

Or. fr

Justification

It is important to provide for the creation within the Agency of a centre specialised in 
communication of the risks and dangers associated with a substance or preparation.

Linked to the amendments to Recitals 41 and 69. 

Amendment by Ria Oomen-Ruijten, Thomas Ulmer, Miroslav Mikolášik, Françoise 
Grossetête, Eija-Riitta Korhola, Péter Olajos, Bogusław Sonik, Antonios Trakatellis, Renate 

Sommer and Erna Hennicot-Schoepges

Amendment 164
Recital 70

(70) The structure of the Agency should be 
suitable for the tasks that it should fulfill. 

(70) The structure of the Agency should be 
suitable for the tasks that it should fulfil. 
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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.

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.

Or. en

Justification

Linked to amendments to Recitals 41a and 69 and Article 73-2i a.

Amendment by Chris Davies

Amendment 165
Recital 73

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

(73) The Management Board should have 
the necessary powers to establish the budget, 
check its implementation, set the structure 
and amount of the fees, draw up internal 
rules, adopt financial regulations and appoint 
the Executive Director. In line with the 
objective to promote non-animal testing, 
part of the fee should be allocated to the 
development of non-animal test methods.

Or. en

Justification

In order to achieve the objective of this Regulation to promote non-animal testing, it is 
necessary to make available more resources for the development of non-animal test methods 
that can be used to meet the information requirements of this Regulation.

Amendment by Thomas Ulmer, Elisabeth Jeggle

Amendment 166
Recital 73

(73) The Management Board should have 
the necessary powers to establish the budget, 
check its implementation, set the structure 

(73) The Management Board should have 
the necessary powers to establish the budget, 
check its implementation, set the structure 



AM\565896EN.doc 35/92 PE 357.816v01-00

EN

and amount of the fees, draw up internal 
rules, adopt financial regulations and appoint 
the Executive Director.

and amount of the fees, draw up internal 
rules, adopt financial regulations and appoint 
the Executive Director. In accordance with 
the objective of promoting non-animal test 
methods, appropriate funding should be 
provided under the Research Framework 
Programme for the development of 
alternative methods.

Or. de

Justification

In order to promote non- animal test methods, appropriate funding should be provided under 
the Seventh Research Framework Programme for the development of alternative methods that 
may be used in order to meet the information requirements laid down in this regulation.

Amendment by Chris Davies

Amendment 167
Recital 77 a (new)

(77a) In order to promote non-animal 
testing, the Agency should have a mandate 
to develop and implement a policy for the 
development, validation and legal 
acceptance of non-animal test methods and 
to ensure their use in intelligent stepwise 
risk assessment to meet the requirements of 
this Regulation. To this end, the Agency 
should include a Committee for Alternative 
Test Methods, consisting of experts from 
the European Centre for the Validation of 
Alternative Methods (ECVAM), animal 
welfare organisations and other relevant 
stakeholders, to ensure the broadest 
possible appropriate scientific and 
technical expertise which is available 
within the Community.

Or. en

Justification

The objective of this Regulation to promote non-animal testing should be included in the 
mandate and work of the Agency to ensure its effective implementation. Therefore a 
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Committee should be established in the Agency consisting of relevant experts to carry out the 
tasks related to the development of alternative test methods and their application.

Amendment by Carl Schlyter, Caroline Lucas and Hiltrud Breyer

Amendment 168
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.

Or. en

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 by Frédérique Ries and Chris Davies

Amendment 169
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/EC only if it 
meets the criteria for classification as a 
carcinogenic, mutagenic or toxic for 

(89) Resources should be focused on 
substances of the highest concern.  A 
substance should therefore be added to 
Annex I of Directive 67/548/EC if it meets 
the criteria for classification as a 
carcinogenic, mutagenic or toxic for 
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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.

reproduction categories 1, 2 or 3, as a 
respiratory sensitiser, or recognised by 
authoritative scientific studies as a threat to 
human health and the environment.
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.

Or. en

Justification

Many health endpoints have not at this present time been fully identified or do not have 
scientific protocols to test for non-standard effect, for example many neuro-developmental 
disorders.  There should always be the possibility to add a substance if it is considered to be a 
threat to human health.

Amendment by Dorette Corbey

Amendment 170
Recital 90 a (new)

(90a) REACH should enable citizens, 
workers and consumers to trust that any 
product brought onto the market in the 
Community is safe and that there is no risk 
of being exposed to chemicals in quantities 
or mixtures that present a risk to their 
health or to the environment.

Or. en

Justification

Products on sale should be safe for consumers. That is the guarantee REACH has to give.

Amendment by Frederika Brepoels, Anja Weisgerber

Amendment 171
Recital 91
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(91) Community citizens should have access 
to information about chemicals to which 
they may be exposed, in order to allow them 
to make informed decisions about their use 
of chemicals. A transparent means of 
achieving this is to grant them free and easy 
access to basic non-confidential data held in 
the Agency’s database, including brief 
profiles of hazardous properties, labelling 
requirements and relevant Community 
legislation including authorised uses and risk 
management measures.

(91) Community citizens should have access 
to information about chemicals to which 
they may be exposed, in order to allow them 
to make informed decisions about their use 
of chemicals. A transparent means of 
achieving this is to grant them, in their own 
language (on condition that it is an official 
language of the EU), free and easy access to 
basic non-confidential data held in the 
Agency’s database, including brief profiles 
of hazardous properties, labelling 
requirements and relevant Community 
legislation including authorised uses and risk 
management measures.

Or. nl

Justification

The aims of REACH include protecting human health and the environment. It is enormously 
important that members of the public should be able to obtain information about chemicals in 
a language comprehensible to them.

Amendment by Anne Ferreira and Marie-Noëlle Lienemann

Amendment 172
Recital 91

(91) Community citizens should have access 
to information about chemicals to which 
they may be exposed, in order to allow them 
to make informed decisions about their use 
of chemicals. A transparent means of 
achieving this is to grant them free and easy 
access to basic non-confidential data held in 
the Agency’s database, including brief 
profiles of hazardous properties, labelling 
requirements and relevant Community 
legislation including authorised uses and risk 
management measures.

(91) Community citizens should have access 
to information about chemicals to which 
they may be exposed, in order to allow them 
to make informed decisions about their use 
of chemicals. A transparent means of 
achieving this is to grant them free and easy 
access to basic non-confidential data held in 
the Agency’s database, including brief 
profiles of hazardous properties, labelling 
requirements and relevant Community 
legislation including authorised uses and risk 
management measures. The Agency and 
Member States should allow access to 
information in accordance with Directive 
2003/4/EC and Regulation (EC) 1049/2001 
on Public Access to Environmental 
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Information and the with the UN/EEC 
Convention on Access to Information, 
Public Participation in Decision-Making 
and Access to Justice in Environmental 
Matters (the 'Aarhus Convention'), to 
which the European Community is a party 
signatory.

Or. fr

Amendment by Guido Sacconi and Chris Davies

Amendment 173
Recital 100 a (new)

(100a) Waste, as defined in Directive 
75/442/EEC and the amendments thereto, 
is not a substance, preparation or article 
within the meaning of Article 3 of this 
Regulation.

Or. xm

Justification

Makes it clear that waste does not fall within the scope of the REACH Regulation. (Guido 
Sacconi)

Waste, by definition, is excluded from REACH because it is neither a substance nor a 
preparation. (Chris Davies)

Amendment by Bogusław Sonik, Eija-Riitta Korhola, Christofer Fjellner, Anders Wijkman 
and Miroslav Ouzký

Amendment 174
Recital 104 a (new)

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

Or. en

Justification

Including waste or secondary raw materials in the scope of REACH would impose 
disproportionate requirements on recycling or recovery without bringing any additional 
benefit to human health or the environment.  In addition, waste and materials used for 
secondary raw materials should be excluded from REACH because they are adequately 
regulated by, and would be contrary to the environmental objectives of, EC waste legislation.

Amendment by Liam Aylward

Amendment 175
Title I, Chapter 1, Article 1, paragraph 1

(1) This Regulation lays down provisions on 
substances within the meaning of 
Article 3(1). These provisions shall apply to 
the manufacture, import, placing on the 
market or use of such substances on their 
own, in preparations or in articles, if so 
stated.

(1) This Regulation lays down provisions on 
substances within the meaning of Article 
3(1). These provisions shall apply to the 
import and placing on the market of such 
substances on their own or in preparations, if 
so stated, or in articles, if the required 
functioning of the article requires release 
of the substance. Except as set forth in 
Article 6, these provisions shall not apply to 
articles as defined in Article 3(3).

Or. en

Justification

More appropriate and enforceable legislation for substances manufactured but not placed on 
the market (solely exported, internal R&D, certain intermediates): the administrative burden 
for registration should be avoided to ensure the competitiveness of EU industry. Substances 
manufactured and used are controlled under appropriate Health, Safety and Environmental 
Legislation, e.g. Chemical Agents for manufacturing / and IPPC Legislation. Necessary 
information for worker and environmental protection is therefore available in-house and 
ready for inspection by authorities on request.

Articles are not covered by REACH because REACH focuses on substances. However, in 
order to avoid confusion, articles as such should be expressly outside the scope of REACH, 
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except for Article 6. Articles (as manufactured products) are already extensively and 
exhaustively covered by other EU legislation (such as the General Product Safety Directive, 
the Product Liability Directive and workers’ protection legislation. In addition, substances 
that are placed on the EU market for purposes of being incorporated or included in articles 
would of course remain under the scope of REACH.

Amendment by Dorette Corbey + Anne Ferreira and Marie-Noëlle Lienemann

Amendment 176
Title I, Chapter 1, 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.

Or. xm

Justification

In view of the considerable number of chemicals and uses which will not be covered by 
REACH provisions -including an estimated 70,000 substances produced at less than 1 tonne 
per annum - a general principle of Duty of care is needed to define the responsibility of 
industry for the safe handling and use of ALL chemicals. It is intended to apply 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.  These specific provisions will also ensure 
legal certainty for companies to fulfil their duty of care. Linked to amendment on Recital 20. 
(Corbey)

Linked to the reintroduction of the duty of care. The REACH system does not cover all 
chemical substances. Around 70 000 substances are potentially excluded from the scope of
the Regulation (being of a quantity of under 1 tonne). It follows that the overriding need to 
protect human health and the environment dictates that a general duty of care be imposed on 
manufacturers of chemical products and their downstream users, with this involving proving 
safety of use. (Ferreira and others)

Amendment by Dan Jørgensen, Åsa Westlund and Riitta Myller

Amendment 177
Title I, Chapter 1, Article 1, paragraph 3

3. This Regulation is based on the principle 3. Manufacturers, importers and 
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that it is up to manufacturers, importers 
and downstream users to ensure that they 
manufacture, place on the market, import 
or use such substances that do not 
adversely affect human health or the 
environment. Its provisions are 
underpinned by the precautionary 
principle.

downstream users shall ensure that 
substances do not adversely affect human 
health or the environment by providing the 
necessary information and measures, taken 
in the individual case, in relation to the 
manufacture, import, placing on the 
market or use of substances, on their own, 
in preparations or in articles. Such 
measures shall be based on the 
precautionary principle and when selecting 
substances for production and use, 
manufacturers and downstream users shall 
select the safest available substance.
The obligations in paragraph 1 apply to the 
extent that they are not considered 
unreasonable when account is taken of the 
benefits of the action for health or the 
environment as compared to the costs of 
taking action.
Manufacturers, importers and downstream 
users shall keep such records of their 
chemicals use as are necessary in relation 
to their duty of care. Such records shall be 
kept and communicated in a transparent 
manner as long as the substance is 
manufactured, imported, placed on the 
market or used.

Or. en

Justification

REACH deals only with some chemicals and some uses. Therefore it is considered important 
to place a general duty of care on all chemical manufacturers and users. This would just 
codify the voluntary commitments of the chemicals industry (e.g. responsible care 
programme).

The statement in Article 1(3) of the REACH proposal could have been made already in 
relation to the existing chemicals legislation, but REACH also introduces new elements that 
represent a shift of responsibility to the industry, in particular the requirements about data 
for existing chemicals, chemical safety reports, authorisation and the classification and 
labelling inventory. Article 1(3) is therefore correct as a statement, but it is not a duty of care 
obligation that adds anything to the other requirements in REACH.
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Amendment by Dorette Corbey

Amendment 178
Title I, Chapter 1, Article 1, paragraph 3

3. This Regulation is based on the principle 
that it is up to manufacturers, importers 
and downstream users to ensure that they 
manufacture, place on the market, import 
or use such substances that do not 
adversely affect human health or the 
environment. Its provisions are 
underpinned by the precautionary 
principle.

3. 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.

Or. en

Justification

It is a requirement and not a principle. Each and every company should be responsible for the 
products produced and placed on the market. Since in the present regulation risks are only 
determined for 10 000 out of the 100 000 phase-in substances, there should be a principle to 
ensure that sufficient care is taken to assess the risks of the other substances.

Amendment by Ria Oomen-Ruijten, Thomas Ulmer, Miroslav Mikolášik, Françoise 
Grossetête, Eija-Riitta Korhola, Anja Weisgerber, Bogusław Sonik, Antonios Trakatellis, 
María del Pilar Ayuso González, Cristina Gutiérrez-Cortines, Renate Sommer and Erna 

Hennicot-Schoepges

Amendment 179
Title I, Chapter 1, Article 1, paragraph 3

3. This Regulation is based on the principle 
that it is up to manufacturers, importers and 
downstream users to ensure that they 
manufacture, place on the market, import or 
use such substances that do not adversely 
affect human health or the environment. Its 
provisions are underpinned by the 
precautionary principle.

3. This Regulation is based on the principle 
that it is up to manufacturers, importers and 
downstream users to ensure that they 
manufacture, place on the market, import or 
use such substances that do not adversely 
affect human health or the environment
under normal or reasonably foreseeable 
conditions of use. Its provisions are 
underpinned by the precautionary principle.

Or. en

Justification

It is consistent with the definition of 'safe product' as defined in the General Product Safety 
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Directive (2001/95/EC) and is necessary to define the framework and the limits to which the 
subject of this Regulation applies.

Amendment by Jonas Sjöstedt

Amendment 180
Title I, Chapter 1, Article 1, paragraph 3 a (new)

3a. This regulation aims at a high level of 
protection and is based on the principles 
that preventive action shall be taken, that 
environmental damage shall as a priority 
be rectified at source and that the polluter 
shall pay.

Or. en

Justification

This text is similar to that found in the Treaty establishing the European Community, Article 
174.2 of which lays down the basic principles of environmental legislation. REACH is an 
important part of this legislation.

Amendment by Ria Oomen-Ruijten, Guido Sacconi, Chris Davies, Carl Schlyter, María 
Sornosa Martínez and María Isabel Salinas García

Amendment 181
Title I, Chapter 1, Article 1, paragraph 3 a and 3 b (new)

3a. 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 
make all efforts that may reasonably be 
required of him to prevent, limit or remedy 
such effects.
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3b. Any manufacturer, importer or 
downstream user that provides, in the 
pursuit of his profession or business, a 
substance or preparation or an article 
containing such a substance or preparation 
to a manufacturer, importer or downstream 
user should, to the extent this may 
reasonably be required, ensure adequate 
communication and information exchange, 
including where appropriate technical 
assistance, reasonably necessary to prevent, 
limit or remedy adverse effects on human 
health or the environment.

Or. en

Justification

Introduces the principle of duty of care.

Amendment by Anne Ferreira and Marie-Noëlle Lienemann

Amendment 182
Title I, Chapter 1, Article 1, paragraph 3 a (new)

3a. each manufacturer, importer or 
downstream user shall use the information 
at his disposal, or information which it can 
reasonably be considered should be at his 
disposal, to fulfil his obligations under the 
provisions herein above. The information 
exchange and communication referred to 
herein above must in all cases comprise the 
following elements: 
(i) the information needed for the purpose 
of compliance with this Regulations; 

(ii) a description of the minimum measures 
needed to prevent or limit the harmful 
effects on human health and the 
environment of reasonably foreseeable 
operations involving a substance, a 
preparation or a product containing a 
substance or a preparation.
(iii) any manufacturer, importer or 
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downstream user shall keep updated 
registers containing the information 
referred to in paragraph 1, including the 
name under which the substances are 
marketed or the preparations or articles 
containing these substances, preparations, 
the chemical identity of the substances, the 
composition of the preparations and, if 
needs be, chemical safety reports and any 
other information needed to comply with 
this Regulation.
Any manufacturer, importer or 
downstream user must, at the request if the 
competent authority of the Member State in 
which he is established, allow that 
authority access to the registers referred to 
in paragraph (iii) of this Article.

Or. fr

Justification

The adequate keeping of registers by the companies involved in the production and placing on 
the market of chemical substances is an essential to implementation and verification of 
compliance with the requirements of the REACH System. This clause simply makes public the 
requirements on good practice and does not entail any additional cost to the industry.

Amendment by Anne Ferreira and Marie-Noëlle Lienemann

Amendment 183
Title I, Chapter 1, Article 1, paragraph 3 b (new)

3b. The responsibilities stemming from this 
Regulation and incumbent on 
manufacturers, importers and downstream 
users hinge around the legitimate 
confidence of users in adequate 
information, based on the latest scientific 
knowledge at the time the substance, 
preparation or product was placed on the 
market, and disseminated the entire length 
of the supply chain.
On this basis, manufacturers, importers 
and downstream users shall take the 
requisite steps to prevent the manufacture, 
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import, placing on the market or use in 
preparations or products of substances 
harmful to human health or to the 
environment. The selection of substances 
for production and use by manufacturers 
and downstream users shall be based on 
the safest option available bearing in mind 
the costs involved and the performance 
required.

Or. fr

Justification

Insofar as the REACH proposal does not cover all chemical substances (e.g. substances of 
under 1 tonne per year), the precautionary principle applies - both to compensate for the lack 
of information and to provide for measures to reduce risk. The precautionary principle 
ensures that the chemical substances manufacturers produce and make available basic safety 
information on all the chemical substances used, regardless of whether they are registered or 
not. This amendment would consolidate the voluntary undertakings by the chemical industry.

Amendment by Carl Schlyter, Caroline Lucas and Hiltrud Breyer

Amendment 184
Title I, Chapter 1, Article 1, paragraph 3 a (new)

3a. Manufacturers, importers and 
downstream users shall ensure that the 
necessary information is generated and the 
necessary measures are taken in order to 
avoid damage to human health or to the 
environment from the manufacture, import, 
placing on the market or use of substances 
on their own, in preparations or in articles 
under reasonably foreseeable use and 
conditions.
3b. Manufacturers, importers and 
downstream users shall keep records that 
are necessary to comply with paragraph 3a. 
These records shall be made available to 
the competent authorities and the Agency 
on request.

Or. en
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Justification

REACH does not deal with all chemicals. Up to 70 000 chemicals are potentially excluded 
from REACH (those below 1 tonne). It is important for the protection of human health and the 
environment to place a general duty of care on chemical manufacturers and downstream 
users to document safe use. This had been foreseen in the White Paper and  in  the draft 
submitted to the internet consultation, and was supported by Council and Parliament. 
However, in REACH, the duty of care has been downgraded from a legal obligation to an 
unenforceable principle. This amendment seeks to restore the legally binding provision.

Amendment by María Sornosa Martínez, María Isabel Salinas García and Inés Ayala Sender

Amendment 185
Title I, Chapter 1, Article 1, paragraph 3 a (new)

(3a) The implementation and operation of 
the provisions of this Regulation must in no 
case involve an increase in the 
bureaucratic and administrative burden on 
small- and medium-sized enterprises.

Or. es

Justification

The increase in red tape for SMEs arising from implementation of the Regulation must be 
kept to a minimum.

Amendment by María Sornosa Martínez, María Isabel Salinas García and Inés Ayala Sender

Amendment 186
Title I, Chapter 1, Article 1, paragraph 3 b (new)

(3b) In implementing this Regulation, the 
European Union shall establish 
mechanisms for providing aid and support 
to small- and medium-sized enterprises.

Or. es

Justification

In order to facilitate implementation of the provisions of this Regulation, and given its 
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complexity, mechanisms need to be envisaged for aid and support to SMEs to enable its 
application in practice.

Amendment by Dorette Corbey

Amendment 187
Title I, Chapter 1, Article 1 a (new)

Article 1 a (new)
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 the necessary measures in order to 
avoid damage to health and the 
environment.
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 ensure adequate communication 
and information exchange, including 
where appropriate technical assistance, in 
order to avoid damage to health and the 
environment.
3. Record-keeping:
(a) All manufacturers, importers or 
downstream users shall use the information 
they have at their disposal or which they 
can reasonably be expected to have at their 
disposal to comply with information 
requirements under paragraph 2. 
In this regard the information exchange 
and communication referred to in 
paragraph 2 shall in any case include the 
following data:
(i) data reasonably needed to permit 
compliance with the obligations pursuant 
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to this regulation;
(ii) 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.
(b) 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 obligation pursuant to 
this Regulation.
(c) All manufacturers, importers or 
downstream users shall, upon request of 
the competent authorities of the Member 
State in which they are located, give those 
authorities access to the records referred to 
in paragraph 2 of this article.

Or. en

Justification

In view of the considerable number of chemicals and uses which will not be covered by 
REACH provisions - including an estimated 70 000 substances produced at less than 1 tonne 
per annum - a general principle of duty of care is needed to define the responsibility of 
industry for the safe handling and use of ALL chemicals. It is intended to apply 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.  These specific provisions will also ensure 
legal certainty for companies to fulfil their duty of care.

Amendment by Liam Aylward

Amendment 188
Title I, Chapter 1, Article 2, paragraph 1, point (c)
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1. This regulation shall not apply to: 1. This regulation shall not apply to:
(c) non-isolated intermediates (c) intermediates

Or. en

Justification

All intermediates should be exempt from the scope of REACH. Intermediates are 
manufactured for industrial use only and there is specific legislation dealing with the 
environmental and public and worker health aspects of their manufacture and control: 

• Council Directive 98/24/EC of 7 April 1998 on the protection of the health and safety 
of workers from the risks related to chemical agents at work (fourteenth individual 
Directive within the meaning of Article 16(1) of Directive 89/391/EEC); 

• Directive 96/82/EC on the control of major accident hazards involving dangerous 
substances;

• International/EC regulations concerning the transport of dangerous goods.

Linked to amendments to Articles 14, 15, 16 and 18 by the same Member.

Amendment by Dorette Corbey

Amendment 189
Title I, Chapter 1, Article 2, paragraph 1, point (c a) and (c b) (new)

(ca) waste, as defined in Directives 
75/442/EEC and 91/689/EEC
(cb) food and feed, as defined in Regulation 
(EC) No. 178/2002

Or. en

Justification

Much waste is important raw material for several industries. The inclusion of waste in 
REACH could represent a serious threat to the recycling sector.
Food and feed should also be excluded from REACH as their safety is already ensured by 
existing Community legislation.

Amendment by Alessandro Foglietta, Adriana Poli Bortone, Cristiana Muscardini and Sergio 
Berlato

Amendment 190
Title I, Chapter 1, Article 2, paragraph 1, point (c a) (new)
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(ca) substances used for product and 
process orientated research and 
development at all levels in the supply 
chain.

Or. en

Justification

Producers and importers are currently not required to register substances used for R&D.
This should be extended to include downstream users of substances. 
Scientific research and development should be totally excluded from REACH throughout the 
proposal and at all levels of the supply chain in the interests of promoting innovation 
throughout Europe.

Amendment by Alessandro Foglietta, Adriana Poli Bortone, Cristiana Muscardini and Sergio 
Berlato

Amendment 191
Title I, Chapter 1, Article 2, paragraph 1, point (c b) (new)

(cb) substances used on their own or in a 
preparation or in an article and for which 
the environmental or human health aspects 
are covered in the legislation as listed in 
Annex Ic;

Or. en

Justification

In order to reduce the burden of double procedures and double reporting, the scope of 
REACH has to be clearly separated from regulatory areas that are already sufficiently and 
adequately covered by specific Community legislation. Only the uses and impacts on human 
health and the environment that are adequately covered by the other Community legislation 
should be exempt from the overall scope of REACH.

Amendment by Philippe Busquin + Ria Oomen-Ruijten, Thomas Ulmer, Miroslav Mikolášik, 
Péter Olajos, Antonios Trakatellis, Renate Sommer and Erna Hennicot-Schoepges

Amendment 192
Title I, Chapter 1, Article 2, paragraph 1, point (c a) (new)

(ca) waste for recycling, as defined in 
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Directive 91/156/EEC, Annex IIB

Or. en

Justification

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

Amendment by Bogusław Sonik, Eija-Riitta Korhola, Christofer Fjellner, Anders Wijkman, 
Karl-Heinz Florenz, Thomas Ulmer, Anja Weisgerber, Elisabeth Jeggle, Miroslav Ouzký + 

Horst Schnellhardt + Alessandro Foglietta, Adriana Poli Bortone, Cristiana Muscardini, 
Sergio Berlato + Marcello Vernola, Amalia Sartori, Guido Podestà, Giuseppe Castiglione, 

Renato Brunetta, Lorenzo Cesa, Gianni De Michelis and Miroslav Mikolášik

Amendment 193
Title I, Chapter 1, Article 2, paragraph 1, point (c a) (new)

(ca) Substances, preparations or articles 
which are waste as defined in Council 
Directive 91/156/EEC of 18 March 19911

amending Directive 75/442/EEC on waste, 
or which are secondary raw materials 
extracted from waste for recovery 
operations or as a source of energy, as per 
article 3 1 (b) in Council Directive 
91/156/EEC of 18 March 1991.
1OJ L 78, 26.3.1991, p. 32

Or. xm

Justification

Including waste or secondary raw materials in the scope of REACH would put 
disproportionate requirements on recycling or recovery without bringing any additional 
benefit to human health or the environment.  In addition, waste and materials used for 
secondary raw materials should be excluded from REACH because they are adequately 
regulated by, and would be contrary to the environmental objectives of, EC waste legislation. 
(Sonik and others)

Waste and materials used as secondary raw materials or as a source of energy in recovery 
operations as defined in the Waste Framework Directive or according to European Standards 
should be excluded from the scope of REACH because they are adequately covered by the 
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community legislation on waste.

Furthermore, the risks to human health and the environment from the recovery processes as 
defined in Annex IIA from the Waste Framework Directive are adequately controlled under 
Council Directive 1996/61 on Integrated Pollution Prevention and Control that requires 
those installations to obtain an operating permit. Directive 91/156/EEC introduces the 
concept of “secondary raw materials extracted from waste. (Foglietta and others +  
Schnellhardt)

Avoids dual legislation on the same area and discouraging recycling and recovery. The 
sectoral legislation on waste is in keeping with the provisions of REACH in terms of human 
health and environmental protection. Moreover, waste is exempted from authorisation and 
restrictions, but not from registration. The registration of waste serves no purpose, and it 
should be exclude from the scope of REACH. In the same way, secondary raw materials are 
already regulated by Directive 91/156/EEC. This amendment is linked to the other 
amendments to Articles under Title I: General Issues (Vernola and others)

Amendment by Bogusław Sonik, Eija-Riitta Korhola, Christofer Fjellner, Anders Wijkman 
and Miroslav Ouzký

Amendment 194
Title I, Chapter 1, Article 2, paragraph 1, point (c a) (new)

(ca) Substances that remain in 
preparations and articles manufactured 
with recycled preparations or articles.

Or. en

Justification

Imposing the REACH requirements on recycled paper would jeopardise the EC’s efforts to 
increase paper recycling.  In addition, substances remaining in recycled paper (after being 
recycled) originate from virgin paper production and conversion. Hence these substances 
have already been subject to the REACH requirements during the first production/converting 
operation and have been assessed for use in paper production and conversion. It would 
create an unnecessary workload to analyse, register, assess and notify these substances again 
for a virtually similar use.

Amendment by Dagmar Roth-Behrendt and Anne Laperrouze 

Amendment 195
Title I, Chapter 1, Article 2, paragraph 1, point (c a) (new)
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(ca) substances, preparations or articles 
that are waste as defined in 
Directive 75/442/EEC. 

Or. xm

Justification

Waste should be excluded from the scope of REACH as it is already covered by specific 
pieces of Community legislation. This does not, however, remove the requirement for a 
manufacturer or importer of a substance to consider the waste stage in the chemical safety 
assessment (see Amendment 4 on Annex I, paragraph 0.2). (Dagmar Roth-Behrendt)

Avoids dual legislation. The sectoral legislation on waste is in keeping with the provisions of 
REACH in terms of human health and environmental protection. Moreover, waste is exempted 
from authorisation and restrictions, but not from registration. The registration of waste serves 
no purpose, and it should come within the scope of REACH. (Anne Laperrouze)

Amendment by Holger Krahmer, Jorgo Chatzimarkakis

Amendment 196
Title I, Chapter 1, Article 2, paragraph 1, point (c a) (new) and (c b) (new)

(ca) substances to be classed as waste 
within the meaning of Council Directive 
75/442/EEC;
(cb) substances produced or imported in 
quantities of less than 10 tonnes per year 
per manufacturer or importer.

Or. de

Justification

1. Duplication of provisions should be avoided.  The specific regulation on waste is 
commensurate with the REACH provisions in respect of the protection of human health and 
the environment. Waste should therefore be excluded from the whole of the REACH system.

2. Substances in quantities below a threshold of 10 tonnes per year may be completely 
excluded from the scope of the REACH requirements. This will alleviate the burden on SMEs 
and focus rules on substantial flow volumes.
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Amendment by Horst Schnellhardt

Amendment 197
Title I, Chapter 1, Article 2, paragraph 1, point (c a) (new)

(ca) naturally occurring raw materials 
which are not publicly marketed and which 
are solely used in professional applications 
in installations that fall under Directive 
96/61/EC;

Or. de

Justification

Organic and anorganic primary raw materials contain, in their natural form, CMR 
substances. These highly variable materials are solely used for professional applications in 
the production of substances or preparations. Furthermore, rules on the installations 
concerned are laid down in the legislation on integrated pollution prevention and control 
(Directive 96/61/EC) together with the relevant EU legislation in the fields of health and 
safety at work and the environment. Reservations about the use of natural primary raw 
materials are therefore adequately taken into account in existing legislation.

Amendment by Dagmar Roth-Behrendt

Amendment 198
Title I, Chapter 1, Article 2, paragraph 1, point (c a) (new)

(ca) the transport of substances and 
preparations by rail, road, inland waterway, 
sea or air.

Or. en

Justification

There is already a significant amount of transport legislation and this should not be 
duplicated by REACH. It was never the aim of REACH to change any rules in the transport 
sector - accordingly it should be excluded for reasons of clarity.

Amendment by Robert Sturdy

Amendment 199
Title I, Chapter 1, Article 2, paragraph 1, point (c a) (new)
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(ca) waste for final disposal, as defined in 
Directive 91/156/EEC, Annex IIA 

Or. en

Justification

Inclusion of secondary raw materials in the scope of REACH would discourage recycling of 
some metal alloys. REACH should make it clear that materials defined as waste should be 
outside of the scope of REACH. This would also ensure that there would not be a duplication 
of effort on waste legislation.

Amendment by Thomas Ulmer, Elisabeth Jeggle, Anja Weisgerber

Amendment 200
Title I, Chapter 1, Article 2, paragraph 1, points (c a), (c b), (c c) and (c d) (new)

(ca) food or feed in accordance with 
Regulation (EC) No 178/2002;
(cb) food additives in accordance with 
89/107/EEC;
(cc) flavourings in accordance with 
Directive 88/388/EEC;
(cd) feed additives in accordance with 
Regulation (EC) No 1831/2003.

Or. de

Justification

By incorporating this exemption from the scope of REACH, it is possible to dispense with all 
of the various exemptions in the chapters on registration and authorisation.

Amendment by Holger Krahmer and Jorgo Chatzimarkakis

Amendment 201
Title I, Chapter 1, Article 2, paragraph 1, point (c a) (new) 

(ca) Substances used in reaction to 
unforeseen problems that would result in 
quality deteriorations or a halt to 
production, on condition that: 
(i) prior registration is not possible because 
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of urgency, and 
(ii) subsequent registration takes place if a 
repetition of the substance use is likely, and
(iii) the unforeseen use respects existing 
legislation on workers’ safety.

Or. en

Justification

Unforeseen problems with process chemicals may require immediate reactions so as to avoid 
suboptimal or even a halt to production ('trouble-shooting'). The concept of prior registration 
for substance uses can only be respected under the assumption that all possible problems and 
the required responses are foreseeable. This is not the case. An exemption for 'trouble-
shooting' is therefore required, which, however, should be kept within strict boundaries so as 
not to become a loophole in the REACH system. The three cumulative conditions set will 
ensure this.

Amendment by Ria Oomen-Ruijten, Thomas Ulmer, Miroslav Mikolášik, Eija-Riitta Korhola, 
Péter Olajos, Anja Weisgerber, Antonios Trakatellis, Renate Sommer, Erna Hennicot-

Schoepges + Marcello Vernola, Amalia Sartori, Guido Podestà, Giuseppe Castiglione, Renato 
Brunetta, Lorenzo Cesa, Gianni De Michelis, Miroslav Mikolášik and Anne Laperrouze

Amendment 202
Title I, Chapter 1, Article 2, paragraph 1 a (new) 

(1a) This Regulation shall not apply to the 
extent that a substance is used:
- in medicinal products for human or 
veterinary use within the scope of Council 
Regulation (EEC) No 2309/931, Regulation 
(EC) No 726/2004 of the European 
Parliament and of the Council, Directive 
2001/82/EC of the European Parliament 
and of the Council2 and Directive 
2001/83/EC of the European Parliament 
and of the Council3;
- in foodstuffs within the scope of 
Regulation 178/2002/EC and Council 
Directive 88/388/EEC of 22 June 1988 on 
the approximation of the laws of the 
Member States relating to flavourings for 
use in foodstuffs and to source materials 
for their production, including food 
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additives within the scope of Council 
Directive 89/107/EEC and flavourings 
within the scope of as defined in 
Commission Decision 1999/217/EC. 
- in feedingstuffs within the scope of 
Council Regulation 1831/2003, including 
additives within the scope of Council 
Directive 70/524/EEC
- in animal nutrition within the scope of 
Council Directive 82/471/EEC4
- in medical devices
- in food-contact materials within the scope 
of Council Directive 89/109/EEC
- in plant protection products within the 
scope of Council Directive 91/414/EEC
- in biocidal products within the scope of 
Council Directive 98/8/EC
1 OJ L 214, 24.8.1993, p.1.
2OJ L 311, 28.11.2001, p. 1.
3 OJ L 311, 28.11.2001, p. 67.
4OJ L 213, 21.7.1982, p. 8.

Or. xm

Justification

For reasons of simplification and consolidation, one provision should list all the exemptions 
from the scope. These exemptions are mostly spread in the text (see Articles 4, 8 and 53) and 
partly closely linked to exempted provisions (for example, a foodstuff is a preparation made 
of food ingredients and food additives. Food additives are exempted from Registration, but 
not food ingredients or processing aids. There is no reason to apply different rules to them).

Linked to amendments to Articles 4, 8 and 53-5. (Oomen-Ruijten and others + Anne 
Laperrouze)

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 Articles under Title I: General Issues (Vernola and others)

Amendment by Martin Callanan 

Amendment 203
Title I, Chapter 1, Article 2, paragraph 1 a, 1 b, 1 c (new)
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1a. The provisions in Titles II, III, V and 
VI shall not apply to the extent that a 
substance is manufactured or imported for 
use in the following end products or to the 
extent that a substance is used in them:
(a) medicinal products for human or 
veterinary use within the scope of 
Regulation (EC) No 726/2004, Directive
2001/82/EC and Directive 2001/83/EC;
(b) food as defined in Regulation (EC) No 
178/2002 including:
(i) food additives in foodstuffs within the 
scope of Directive 89/107/EEC;
(ii) flavouring in foodstuffs within the 
scope of Commission Decision 
1999/217/EC;
(c) animal feed; including
(i) additives in feeding stuffs within the 
scope of Regulation (EC) No 1831/2003 on 
additives for use in animal nutrition; and
(ii) animal nutrition within the scope of 
Directive 82/471/EEC;
(d) food contact materials within the scope 
of Regulation (EC) No 2004/1935;
(e) cosmetic products within the scope of 
Directive 76/768/EEC;
(f) medical devices within the scope of 
Directives 90/358/EEC, 93/42/EEC or 
98/79/EC;
(g) plant protection products within the 
scope of Directive 91/414/EEC;
(h) biocidal products within the scope of 
Directive 98/8/EC;
1b. The provisions in Title VII shall not 
apply to the uses of substances set out in 
paragraph 2a (new) and, in addition, to the 
following uses:
(a) uses as on-site isolated intermediates or 
transported isolated intermediates;
(b) use as motor fuels covered by Directive 
98/70/EC;
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(c) use as fuel in mobile or fixed 
combustion plants of mineral oil products 
and use as fuel in closed systems.
1c. The provisions in Title IV and X shall 
not apply to preparations listed in points (a) 
to (f) of paragraph 2a or to substances in 
those preparations.

Or. en

Justification

A number of substances which are already regulated under other Community legislation are 
given exemptions from various requirements of REACH.  For example, cosmetic products, 
food contact materials, biocidal and plant protection products, and medical devices are 
already regulated in specific Community legislation and therefore should be exempted from 
the obligation to register.  At present, exemptions to various requirements are scattered 
throughout the text, and in particular:
• in Title II, Chapter 1, Article 4, paragraph 1
• in Title VII, Chapter 1, Article 53, paragraphs 5 and 6.
As a result, the scope of the exemptions is difficult to determine and is sometimes unclear.  
The proposed amendment, suggested by the Committee on Industry, Research and Energy, 
pulls all the exemptions together in one place, under a new Title I, Chapter I, Article 2.  This 
consolidation and clarification:
• avoids unnecessary administration by ensuring that REACH does not duplicate existing 

legislation;
• improves workability by making it easier for a manufacturer or importer to determine 

what is covered and avoids possible confusion and errors. 

Amendment by Dagmar Roth-Behrendt

Amendment 204
Title 1, Chapter 1, Article 2, paragraph 1 a, 1 b (new)

1a. The provisions of the Titles of this 
Regulation on Registration, Evaluation, 
Data sharing, Information in the supply 
chain,  Downstream users and 
Authorisation shall not apply to the extent 
that a substance is used in or as:
(a) medicinal products for human or 
veterinary use within the scope of 
Regulation (EEC) No 2309/93, 
Directive 2001/82/EC of the European 
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Parliament and of the Council and 
Directive 2001/83/EC of the European 
Parliament and of the Council;
(b) food within the scope of Regulation 
(EC) No 178/2002, including in:
- food additives in foodstuffs within the 
scope of Council Directive 89/107/EEC, 
and in
- flavourings in foodstuffs within the scope 
of Commission Decision 1999/217/EC;
(c) feed, including: 
- additives in feeding stuffs within the scope 
of Regulation (EC) No 1831/2003 on 
additives for use in animal nutrition; and
- animal nutrition within the scope of 
Directive 82/471/EC;
(d) plant protection products within the 
scope of Directive 91/414/EEC;
(e) biocidal products within the scope of 
Directive 98/8/EC;
(f) medical devices within the scope of 
Directives 90/385/EEC, 93/42/EEC or 
98/79/EC;
(g) food contact materials within the scope 
of Regulation 2004/1935/EC.
1b. This Regulation shall apply without 
prejudice to Community workplace 
legislation.

Or. en

Justification

All exemptions from the scope of the Regulation should be collected in Article 2 so that 
enterprises which will not have to apply REACH do not have to study the whole proposal but 
will quickly be able to decide whether they have any obligations. 

In order to avoid duplication of work for enterprises and authorities, all those substances 
used in products governed by specific Community legislation (such as pesticides,  medical 
devices and food contact materials) should be exempt from the scope of the titles on 
Registration, Evaluation, Authorisation, Information in the supply chain and Downstream 
user obligations . 

Instead of reference to some of the individual relevant directives on workplace legislation, it 
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is appropriate to ensure with a general reference that all existing legislation in this field 
prevails.

Amendment by Holger Krahmer, Jorgo Chatzimarkakis 

Amendment 205
Title I, Chapter 1, Article 2, paragraph 2 

2. This Regulation shall apply without 
prejudice to:

deleted

(a) Council Directive 89/391/EEC;
(b) Directive 90/394/EEC;
(c) Council Directive 98/24/EC;
(d) Community legislation on the carriage 
of dangerous substances and dangerous 
substances in preparations by rail, road, 
inland waterway, sea or air.

Or. de

Justification

Intended to ensure that provisions in two areas (health and safety at work and transport law) 
are not to be applied in parallel. The proposal for a regulation requires that provisions are 
simultaneously applied to the same matter.

Amendment by Dagmar Roth-Behrendt

Amendment 206
Title I, Chapter 1, Article 2, paragraph 2 (d)

(d) Community legislation on the carriage 
of dangerous substances and dangerous 
substances in preparations by rail, road, 
inland waterway, sea or air.

deleted

Or. en

Justification

Consequence of amendment to Article 2, paragraph 1, point (ca) new.
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Amendment by Jonas Sjöstedt

Amendment 207
Title I, Chapter 1, Article 2, paragraph 2, point (d) a (new) 

(da) Community legislation on the 
environment.

Or. en

Justification

REACH does not aim to harmonise the provisions concerning the protection of workers (see 
points (a), (b) and (c)) and Community legislation on the transportation of dangerous 
substances. REACH provides information on substances that will support the operation of 
worker protection and transport legislation, which operate unchanged. The same is true for 
environmental legislation which should therefore be added. 

Amendment by Ria Oomen-Ruijten, Thomas Ulmer, Miroslav Mikolášik, Eija-Riitta Korhola, 
Péter Olajos, Anja Weisgerber, Antonios Trakatellis, Renate Sommer, Erna Hennicot-

Schoepges and Anne Laperrouze

Amendment 208
Title I, Chapter 1, Article 2, paragraph 2 a (new) 

2a. Other substances than those excluded 
from the scope of the Regulation under 
Article 2 above are exempted from the 
scope of Titles II, VI, VII and VIII, as 
specified in each such Title, because their 
human health and environmental effects 
are adequately addressed by other 
Community legislation. The list of 
substances so exempted may be revised by a 
Decision of the Commission, adopted in 
accordance with the procedure referred to 
in Article 130(3), on the basis of a 
Recommendation from the Agency or at the 
Commission’s initiative.

Or. en

Justification

This general clause establishes (1) the criteria for exemption ('adequacy', as often referred to 
in the explanatory memorandum) and (2) a mechanism for the easy adaptation of the list of 
exclusions/exemptions to these criteria (to resolve conflicts between REACH and sectorial 
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legislation that could be discovered at a later stage and to take account of the evolution of 
sectorial EU legislation). This was also the approach chosen in Council Directive 92/32/EEC 
(7th amendment of the Dangerous Substances Directive).

Amendment by Alessandro Foglietta, Adriana Poli Bortone, Cristiana Muscardini and Sergio 
Berlato

Amendment 209
Title I, Chapter 1, Article 2, paragraph 2 a (new) 

(2a) This Regulation applies to every 
substance, article and preparation imported 
into the European Union.
This Regulation applies on the basis of just 
and fair competition between entities 
manufacturing substances, articles and 
preparations in Member States and entities 
that manufacture substances, articles and 
preparations in third countries and import 
them, in whatever form, into the European 
Union.
Where the application of this Regulation is 
liable to give rise to conditions more 
favourable to such imports than to the 
European-manufactured substances, 
preparations and articles, the Commission 
shall adopt all the requisite measures to re-
establish equal treatment.

Or. it

Justification

There is a risk that the REACH system, in the form proposed by the Commission, will favour 
the importation of certain articles, substances and preparations that are not subject to the 
rules with which the equivalent products manufactured in the European Union have to 
comply. The less comprehensive controls required on imported products makes them cheaper, 
allows a wider range of raw materials to be used and provides no guarantee as to the 
protection of health and the environment. 

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. 
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Amendment by Guido Sacconi 

Amendment 210
Title I, Chapter 1, Article 2, paragraph 2 a (new)

(2a) This Regulation is without prejudice to 
the prohibitions and restrictions laid down 
in Council Directive 76/768/EEC, as 
amended, concerning: 
a) the prohibition of animal testing of 
finished cosmetic products and the 
ingredients or combinations of ingredients 
thereof; and 
b) the marketing of cosmetic products of 
which some or all of the ingredients, or the 
final formulation, have been tested on 
animals.
To the extent that substances used only as 
cosmetic ingredients are covered by this 
Regulation, no animal testing shall be 
permitted for the purposes of any 
assessment required by this Regulation 
with regard to such substances.

Or. en

Justification

Replaces amendment 18 by the rapporteur by making it clear that the purpose is to prevent 
animal testing on cosmetics which has been banned under the 7th modification of the 
cosmetics directive from being reintroduced through REACH.

Amendment by Marcello Vernola, Amalia Sartori, Guido Podestà, Giuseppe Castiglione, 
Renato Brunetta, Lorenzo Cesa, Gianni De Michelis and Miroslav Mikolášik

Amendment 211
Title I, Chapter 1, Article 2, paragraph 2 a (new)

(2a) This Regulation applies 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 
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are produced in third countries but 
imported into the European Union.
The European Commission shall set out 
guidelines for ensuring this rule is applied.

Or. it

Justification

The REACH system in the form proposed by the Commission offers limited protection for 
European production 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 by Dagmar Roth-Behrendt and Chris Davies

Amendment 212
Title I, Chapter 1, Article 2, paragraph 2 a (new)

2a. The present Regulation is without 
prejudice to the prohibitions and 
restrictions laid down in Council Directive 
76/768/EEC, as amended, concerning:
(a) the testing on animals of the final 
formulation of cosmetic products or some 
or all of the ingredients thereof; and 
(b) the marketing of cosmetic products 
some or all of the ingredients of which, or 
the final formulation thereof, have been 
tested on animals.
To the extent that substances used as 
cosmetics ingredients are covered by this 
Regulation, no testing on animals shall be 
permitted for the purposes of any 
assessment required by this Regulation 
with regard to such substances.

Or. en

Justification

This amendment aims to safeguard the 7th amendment of the Cosmetics Directive with its 
provisions on banning animal testing and the marketing of products based on animal testing.
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Amendment by Bogusław Sonik, Eija-Riitta Korhola, Christofer Fjellner, Anders Wijkman 
and Miroslav Ouzký

Amendment 213
Title I, Chapter 2, Article 3, paragraph 1

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

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

Or. en

Justification

The proposal uses a definition of substance that is based on legislation that mainly aims at 
regulating man-made chemicals.  Thus, the proposal’s definition of ‘substance’ exempts from 
its requirements impurities 'deriving from the process used'.  It should be made clear that this 
exemption extends to impurities occurring in nature.

As a practical matter, it will be extremely difficult for paper and tissue paper manufactures to 
comply with the requirements of the proposed REACH Regulation for each and every of the 
natural impurities that are co-extracted with the cellulose from wood.

Amendment by Jonas Sjöstedt

Amendment 214
Title I, Chapter 2, Article 3, paragraph 1

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

1. Substance means a chemical element and 
its compounds in the natural state or 
obtained by any manufacturing process, 
including any additives necessary to 
preserve its stability and any impurity 
deriving from the process used, but 
excluding any solvent which may be 
separated without affecting the stability of 
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the substance or changing its composition; the substance or changing its composition.
Substances shall include articles 
containing a substance either on its own or 
in a preparation where that substance is 
intended to be released under normal and 
reasonably foreseeable conditions of use;

Or. en

Justification

An article which intentionally releases a substance such as an ink cartridge or a fire 
extinguisher must be subject to suitable requirements. The same provisions should apply to 
these substances regardless of the fact that they are within a container or package and then 
released. If this is not amended this category of products will be subject to less demands than 
other articles.

Amendment by Ria Oomen-Ruijten, Thomas Ulmer, Miroslav Mikolášik, Eija-Riitta 
Korhola, Anja Weisgerber, Antonios Trakatellis, Renate Sommer, Erna Hennicot-Schoepges, 

Philippe Busquin + Holger Krahmer, Jorgo Chatzimarkakis

Amendment 215
Title I, Chapter 2, Article 3, paragraph 2

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

2. Preparation means a mixture or solution 
composed of two or more substances; 
metallic alloys are special types of 
preparations that need to be assessed on the 
basis of their own specific intrinsic 
properties;

Or. xm

Justification

Metallic alloys are considered in current EU legislation to be “preparations” since they are 
composed of two or more substances (metals). However, the individual substances are melted 
together to form an alloy with a new crystalline structure from which they cannot be 
separated by mechanical means and which has completely different properties from the initial 
substances. When the alloy cools down to room temperature its new crystalline structure and 
specific properties are retained.

Alloys, being preparations, do not have to be registered but the safety of the use of metals in 
alloys (by far the major use of metals) does need to be assessed. In order to determine 
correctly the potential risk when dealing with alloys, they should be evaluated on the basis of 
their own new intrinsic properties and not according to the potential dangers of the individual 
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substances they are composed of. Due to this, the European Commission has been requested, 
in the directive on dangerous preparations (1999/45/EC), to investigate the need for a 
specific method of classification of alloys, taking into account their particular chemical 
properties.

Although it is acknowledged in Annex I a of the REACH proposal that alloys are “special 
preparations”, this is not specified in the legislative part of the draft text. Without the 
recognition that they are special preparations, the almost 30,000 commercial alloys would be 
evaluated incorrectly since they would be assessed according to the properties of their 
individual components. This would result in inaccurate information being passed along the 
supply chain. The development and communication of accurate information about the risks of 
substances and preparations is one of the primary objectives of the REACH proposal and is 
essential to the duty of care of producers of alloys. (Oomen-Ruijten and others)

In the Commission proposal on REACH as it now stands, metal alloys are treated as 
'preparations', as they consist of two or more substances (metals). However, in an alloy the 
individual substances melt together to form a new, indivisible crystal lattice, from which they 
can no longer be separated by mechanical means and which has completely different 
properties to the original substances. The process of cooling to room temperature lastingly 
establishes the new structure and specific properties of the alloy (Krahmer and others).

Amendment by Ria Oomen-Ruijten, Thomas Ulmer, Miroslav Mikolášik, Eija-Riitta Korhola, 
Anja Weisgerber, Antonios Trakatellis, Renate Sommer, Erna Hennicot-Schoepges and 

Philippe Busquin

Amendment 216
Title I, Chapter 2, Article 3, paragraph 2 a (new)

2a. Metallic alloy means a metallic 
material, homogeneous on a macroscopic 
scale, consisting of two or more elements so 
combined that they cannot readily be
separated by mechanical means;

Or. en

Justification

The UN has agreed a definition of metallic alloys within the context of the Globally 
Harmonised System for Chemical Classification and Labelling (GHS) approved by the UN 
Economic and Social Council Subcommittee of Experts on the GHS in December 2002 and 
published in March 2003. This definition should be included in REACH as a new definition.

The Commission has agreed that there is a need for a Technical Guidance Document (TGD), 
to be prepared by industry in consultation with the Commission and Member States, for the 
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assessment of "metals", i.e. metals, alloys and inorganic metal compounds. A TGD cannot be 
referred to in the legislation, but there should be a clear link between the legislation and the 
materials to which the TGD applies. Inorganic metal compounds and metals are "substances" 
as defined in Article 3, but alloys are not defined.

Amendment by Robert Sturdy

Amendment 217
Title I, Chapter 2, Article 3, paragraph 2 a (new)

(2a) Naturally occurring means substances 
occurring in nature that are unprocessed, 
processed only by manual, gravitational or 
mechanical means, or by dissolution in 
water, or by flotation, or by heating solely 
to remove water, or are extracted from air 
by any means, without chemical change in 
the substance.

Or. en

Justification

To improve workability, REACH should also include a definition of "naturally occurring".

Amendment by Liam Aylward and Avril Doyle

Amendment 218
Title I, Chapter 2, Article 3, paragraph 3

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

3. Article means a man-made object 
containing or composed of substance(s) 
and/or preparation(s) which during 
production is given a specific shape, surface 
or design relevant for its end use function;

Or. en

Justification

The Commission’s proposed definition is a significant departure from the definition the EU 
has historically applied to define an article. It is essential to reliably distinguish between 
substances/preparations and finished products; the currently proposed phrase 'determining 
its end-use function to a greater degree than its chemical composition does' would create 
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confusion. The amendment to the definition would better reflect what is meant in the context 
of this Regulation.

Amendment by Jorgo Chatzimarkakis and Holger Krahmer

Amendment 219
Title I, Chapter 2, Article 3, paragraph 3

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

3. Article means an object composed of one 
or more substances or preparations which 
during production is given a specific shape, 
surface or design determining its end use 
function to a greater degree than its chemical 
composition does. Complex products 
composed of more than one article are a 
collection of articles. Duties concerning 
articles arising from this Regulation apply 
to articles when they are sold between 
separate legal entities;

Or. en

Justification

Clarity is needed as to what constitutes an article, in particular as regards complex products 
that are in fact a collection of articles. The proposed clarification would ensure that measures 
are taken as early as possible in the supply chain to address the duties of REACH, and 
prevent obligations from being pushed downstream.

Amendment by Chris Davies and Frédérique Ries

Amendment 220
Title I, Chapter 2, Article 3, paragraph 8 a (new)

'producer of an article' means a natural or 
legal person who

- manufacturers and sells under his own 
brand

- resells under his own brand a product 
being produced by another supplier, a 
reseller not being regarded as the producer 
if the brand of the manufacture appears on 
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the product

- on a professional basis imports into the 
Community market; 

Or. en

Justification

REACH operates with definitions for producers/importers and downstream users of chemical 
substances. There is a need to include workable definitions for importers and producers of 
articles, which will also deal with the practicalities of REACH obligations for own label 
producers. In order to ensure workability the producer definition should be based on the 
wording used in existing EU directives.

Amendment by Anja Weisgerber, Elisabeth Jeggle, Thomas Ulmer

Amendment 221
Title I, Chapter 2, Article 3, paragraph 12

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

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

Or. de

Justification

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

Amendment by Anja Weisgerber, Elisabeth Jeggle, Thomas Ulmer

Amendment 222
Title I, Chapter 2, Article 3, paragraph 13 a (new)

13a. Exposure category means the 
classification of exposure scenarios 
according to categories, which are 
determined on the basis of the properties of 
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substances and exposure data;

Or. de

Justification

The introduction of exposure categories enables obligations on downstream users to be 
lightened. Possible criteria for categorisation involve bringing together uses of substances 
with comparable exposure patterns (level, frequency, duration and route of exposure). With 
the help of exposure categories, individual uses may be assigned to groups for which a 
standard exposure assessment is possible. This means that assessment of individual phases in 
the life cycle of a product may be dispensed with, as only actual exposure is a crucial factor 
in risk evaluation.

Amendment by Holger Krahmer

Amendment 223
Title I, Chapter 2, Article 3, paragraph 13 a (new)

13a. Exposure category means 
categorisation according to a group of uses. 
An exposure category comprises the 
following parameters:

• type of exposure: oral, dermal, 
inhalation, environment, closed system

• duration of exposure: single - rare, 
frequent - lasting

• users: professional, final consumer;

Or. de

Justification

Without exposure categories that have been clearly defined and laid down, downstream users 
of chemicals will have no legal certainty and will be unable to plan with confidence. The 
regulation should therefore contain a list of exposure categories spanning all sectors, which 
covers all uses. This would not only increase the practicability of the system, but would also 
give downstream users legal certainty and to a very great extent solve the problems of 
protection of know-how.
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Amendment by Horst Schnellhardt

Amendment 224
Title I, Chapter 2, Article 3, paragraph 14, introductory part

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

14. Intermediate means a substance that is 
solely manufactured for and consumed in or 
used in chemical processing in order to be 
transformed into another substance 
(hereinafter called synthesis) either by or on 
behalf of its manufacturer or by other 
chemical manufacturers who purchase the 
intermediate for this purpose. That volume 
of the substance used as an intermediate 
shall be subject to the provisions of Title IV 
and that volume sold for specific other uses 
shall be subject to the provisions of Title II:

Or. en

Justification

Many substances are used exclusively or predominantly as intermediates in the manufacture
of other chemical substances or polymers. A chemical intermediate may be used within the 
same legal entity responsible for its manufacture and may also be sold to third parties as a 
raw material for conversion in their facilities.  In either case, when used as a chemical 
intermediate the substance is used under good manufacturing practice by the chemical 
industry under conditions to provide for human and environmental safety.

Amendment by Horst Schnellhardt

Amendment 225
Title I, Chapter 2, Article 3, paragraph 14 (c)

14 (c) transported isolated intermediate
means an intermediate not meeting the
criteria of a non-isolated intermediate and 
transported between or supplied to
other sites;

14 (c) transported isolated intermediate
means an intermediate not meeting the 
criteria of a non-isolated intermediate and 
transported between or supplied to other 
sites, whether or not ownership of the 
intermediate be transferred from one legal 
entity to another;

Or. en

Justification

Articles 3.14(i) and (ii) provide definitions for on-site isolated intermediate and for 
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transported isolated intermediate. Article 3.15 defines "site" as a single location, in which 
certain infrastructure and facilities are shared.  Neither 3.14(ii) nor (iii) make it clear 
whether transfer of ownership of the intermediate between legal entities is allowed.  If this is 
not the case, it is likely that an intermediate transferred and used within a legal entity will be 
subject to Title IV whereas the same intermediate sold to another legal entity, either on the 
same site or at a distance, will be subject to Title II.

Amendment by Bogusław Sonik, Eija-Riitta Korhola, Christofer Fjellner, Anders Wijkman 
and Miroslav Ouzký

Amendment 226
Title I, Chapter 2, Article 3, paragraph 14 a (new)

14a. Chemically unmodified substance 
means a substance whose chemical 
structure remains unchanged, even if it has 
undergone a chemical process – for 
example, where a substance has been 
chemically treated for the purpose of 
removing impurities;

Or. en

Justification

The proposal exempts from registration substances 'occurring in nature if they are not 
chemically modified during their manufacturing.'  The basic raw material used for paper and 
board production is cellulose pulp, which is of natural origin. Some of the cellulose pulp may 
be extracted by dissolving or softening the resinous material between the fibres and thus 
facilitating their separation.  REACH should make clear that this chemical process does not 
chemically modify the cellulose pulp.

Amendment by Werner Langen

Amendment 227
Title I, Chapter 2, Article 3, paragraph 19

19. Competent authority means the authority 
or authorities or bodies established by the 
Member States to carry out the obligations 
arising from this Regulation;

19. Competent authority means the central 
agency established to carry out the 
obligations arising from this Regulation;

Or. de
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Justification

In order to avoid distortion of competition in the internal market, all REACH procedures 
should be carried out by the central Chemicals Agency.

Amendment by Guido Sacconi + Ria Oomen-Ruijten, Thomas Ulmer, Miroslav Mikolášik, 
Anja Weisgerber, Bogusław Sonik, Antonios Trakatellis, Renate Sommer and Erna Hennicot-

Schoepges

Amendment 228
Title 1, Chapter 2, Article 3, point 20, introductory part

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

20.Phase-in substance means a substance 
which, over the period running from 18 
September 1981 to the date of entry into 
force of this Regulation, meets at least one 
of the following criteria:

Or. it

Justification

EINECS lists the substances on the market on 18 September 1981. Taking that date as a 
reference point would avoid producers having to prove that the substance was actually on the 
market 15 years prior to the entry into force of this Regulation.

Amendment by Dagmar Roth-Behrendt

Amendment 229
Title 1, Chapter 2, Article 3, paragraph 22

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

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

Or. en
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Justification

This amendment clarifies that product and process related research and development can 
cover substances on their own, in preparations and in articles. Linked to amendments to 
Article 4a, Article 7 and Article 34(4).

Amendment by Guido Sacconi

Amendment 230
Title 1, Chapter 2, Article 3, paragraph 22

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

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

Or. it

Justification

The proposed changes specify more clearly that product development also includes 
preparations and articles used in pilot tests under real conditions.

Amendment by Werner Langen

Amendment 231
Title I, Chapter 2, Article 3, paragraph 23

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

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

Or. de
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Justification

The ceiling of one tonne unduly restricts freedom in the area of science and research.

Amendment by Holger Krahmer

Amendment 232
Title I, Chapter 2, Article 3, paragraph 24

24. Registrant’s own use means an industrial 
or professional use by the registrant;

24. Registrant’s exposure category means 
an exposure category that covers the 
industrial or professional use by a registrant;

Or. de

Justification

See justification to the amendment proposed to Article 3(13a).

Amendment by Marcello Vernola, Amalia Sartori, Guido Podestà, Giuseppe Castiglione, 
Renato Brunetta, Lorenzo Cesa, Gianni De Michelis, Miroslav Mikolášik

Amendment 233
Title 1, Chapter 2, Article 3, paragraph 25

25. Identified use means a use of a substance 
on its own or in a preparation, or a use of a 
preparation, that is intended by an actor in 
the supply chain, including his own use, or 
that is made known to him in writing by an 
immediate downstream user and that is 
covered in the safety data sheet 
communicated to the downstream user 
concerned;

25. Identified use means a use of a substance 
expressed on the basis of the intrinsic 
chemicals of the substance itself, on its own 
or in a preparation, or a use of a preparation, 
that is intended by an actor in the supply 
chain (deletion) or that is made known to 
him in writing by an immediate downstream 
user and that is covered in the safety data 
sheet communicated to the downstream user 
concerned;

Or. it

Justification

The definition of identified use should not include 'own use' since the obligation on notifying a 
specific use often entails revealing a technical strategy and unfair exposure to competition. 
This obstacle is overcome through the reference to intrinsic properties. This amendment is 
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linked to the other amendments to the Articles under Title I: General Issues.

Amendment by Guido Sacconi

Amendment 234
Horizontal Amendment

undesirable use unsupported use
(This amendment applies to the entire 
legislative text under consideration, 
including the annexes; adoption of the 
amendment calls for technical adjustments 
to be made throughout the text)

Or. it

Justification

Replaces the concept of 'undesirable use', which is legally very unclear, with that of 
'unsupported use'. Linked to the amendment to Article 2(26) by the same author.

Amendment by Guido Sacconi

Amendment 235
Title 1, Chapter 2, Article 3, paragraph 26

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

26. Unsupported use means there is a 
restriction on use within the meaning of 
Title VIII or a decision linked to the risk of 
exposure, on non-inclusion as an identified 
use. The manufacturer and/or importer 
shall notify their upstream users of that 
decision and the reasons for it at least 18 
months prior to expiry of the periods 
referred to in Article 21(1) and (2);

Or. it

Justification

Associates the decision not to support a use with a risk-based approach and not to economic 
factors. The new definition is essential to ensuring that all the safe and identified uses of a 
substance are registered.
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Amendment by Ria Oomen-Ruijten, Thomas Ulmer, Miroslav Mikolášik, Anja Weisgerber, 
Bogusław Sonik, Antonios Trakatellis, Renate Sommer and Erna Hennicot-Schoepges

Amendment 236
Title I, Chapter 2, Article 3, paragraph 26

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

26. Unsupported use means a use by 
downstream users which the registrant can 
justifiably advise against because he 
considers it unsafe or economically 
unsustainable;

Or. en

Justification

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

Amendment by Dagmar Roth-Behrendt

Amendment 237
Title 1, Chapter 2, Article 3, paragraph 26

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

26. Undesirable use  means a use by 
downstream users which the registrant 
advises against by providing scientifically 
based arguments against the safety of this 
use;

Or. en

Justification

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

Amendment 238
Title I, Chapter 2, Article 3, paragraph 26

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

26. Undesirable exposure category means
an exposure category for use by 
downstream users which the registrant 
advises against;

Or. de

Justification

See justification to the amendment proposed to Article 3(13a).

Amendment by Guido Sacconi

Amendment 239
Title 1, Chapter 2, Article 3, paragraph 28

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

28. Per year means per calendar year. Save 
in the case of new substances, and unless 
stated otherwise, quantities per year shall 
be calculated on the basis of the average 
production volumes for the three 
immediately preceding calendar years 
during which the substance has actually 
been produced by the manufacturer;

Or. it

Justification

The aim is to introduce flexibility into the REACH system to take into account fluctuations in 
production volumes. The amendment also eliminates the risk of a company suddenly having to 
fulfil more stringent or less stringent requirements  resulting from these fluctuations in 
demand. For substances not previously manufactured, only the current year would have to be 
taken into account.
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Amendment by Robert Sturdy

Amendment 240
Title 1, Chapter 2, Article 3, paragraph 29 a (new)

29a. Tonnage Exposure Equivalent 
represents the estimated exposure of 
consumers (separate from those workers 
involved in production, manufacturing and 
transportation) to a substance, and is 
calculated by multiplying the tonnage of 
the substance manufactured or imported 
per year per manufacturer or importer by 
the percentage of the yearly tonnage that 
would result in consumer exposure to the 
substance.

Or. en

Justification

The current priority solely based upon volume cannot be considered a fair indication of 
urgency, nor of potential risk.  The very large number of minerals and ores and other 
naturally derived products will overwhelm the system during the first phase of registration.  
Thus, basing the schedule of registration strictly on the tonnage manufactured or imported 
annually will probably result in a delay in testing man-made chemicals which REACH is 
intended to cover. A definition of TEE is needed, as it is in Article 21.

Amendment by Robert Sturdy

Amendment 241
Title I, Chapter 2, Article 3, paragraph 29 a (new)

29a. waste means any substance, 
preparation or article covered by Council 
Directive 75/442/EEC.

Or. en

Justification

A definition of waste should be included to improve clarity.
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Amendment by Horst Schnellhardt

Amendment 242
Title 1, Chapter 2, Article 3, paragraph 29 a (new)

29a. chemical waste is a substance or 
preparation arising during the course of 
chemicals manufacture for which there is 
no beneficial use and which has to be 
disposed of professionally in regulated 
waste treatment installations as provided in 
other legislation. Chemical waste as 
defined above shall be excluded from the 
provisions of this Regulation.

Or. en

Justification

In contrast to the current legislation, the REACH proposals do not provide a general 
exemption for waste. It is necessary though to clarify the status of waste in the regulation and 
a definition of waste is required.

Amendment by Marcello Vernola, Amalia Sartori, Guido Podestà, Giuseppe Castiglione, 
Renato Brunetta, Lorenzo Cesa, Gianni De Michelis, Miroslav Mikolášik, Cristina Gutiérrez-

Cortines, María del Pilar Ayuso González + Alessandro Foglietta. Adriana Poli Bortone, 
Cristiana Muscardini and Sergio Berlato

Amendment 243
Title 1, Chapter 2, 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.

Or. it

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.(Vernola and others)

Small- and Medium-Sized Enterprises are liable to be penalised by the REACH System. An ad 
hoc procedure applicable to such entities should therefore be included, and it follows that the 
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definitions should include a description of the term that will be used.
This amendment is linked to the amendment introducing a new Article35a. (Foglietta and 
others)

Amendment by Liam Aylward

Amendment 244
Title 1, Chapter 2, Article 3, paragraph 29 a (new)

29a.  Low Risk/Low Exposure Industrial 
Use means an industrial use that has been 
demonstrated, to the satisfaction of the 
competent authority of the Member State in 
whose territory the industrial use occurs, as 
reducing to as low as technically possible 
the level of exposure of workers to 
substances and the discharge, emission, or 
other release of substances into the 
environment and that it will not present a 
significant risk to workers, the public or the 
environment.

Or. en

Justification

A clear definition of low risk/low exposure industrial uses is needed to ensure the clear and 
consistent application of provisions on substances of low risk/low exposure industrial usage 
in Article 57 covering the granting of authorisations. This will assist clear and transparent 
application of the Regulation so that the authorisation of substances will be carried out based 
on the assessment of risks to human health and the environment.

Amendment by Elisabeth Jeggle, Thomas Ulmer, Anja Weisgerber

Amendment 245
Title I, Chapter 2, Article 3, paragraph 29 a (new)

29a. Substance list means a list kept by the 
Agency containing, for each pre-registered 
substance, data relating to the substance, 
sections of which relating to the substance 
and its uses are published in the form of 
extracts on the Internet.
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Or. de

Justification

In order to avoid unnecessary, duplicate expenditure, particularly for small and medium-
sized companies, the Agency should bring together data relating to a substance in a substance 
list and, where necessary, request further data.

Amendment by Elisabeth Jeggle, Thomas Ulmer, Anja Weisgerber

Amendment 246
Title I, Chapter 2, Article 3, paragraph 29 b (new)

29b. Priority level means one of three levels 
to which each substance is assigned in the 
context of pre-registration and registration 
according to the criteria of toxicity, 
tonnage level and use pursuant to Annex 
IVa, and which is the crucial factor in 
determining the time frame for handling on 
the basis of risk and the volume of data 
required.

Or. de

Justification

In order, in the context of registration and more particularly pre-registration, to enable 
priority lists to be drawn up on the basis of risk, toxicity and exposure should, in addition to 
total volume, be assessed in accordance with a new Annex IVa.

Amendment by Elisabeth Jeggle, Thomas Ulmer, Anja Weisgerber

Amendment 247
Title I, Chapter 2, Article 3, paragraph 29 c (new)

29c. Use and exposure category means the 
combined categorisation of uses according 
to industrial, professional and consumer 
uses and of exposure according to the 
absorption routes for humans and the 
routes by which substances are introduced 
into the environment and according to the 
duration and frequency of exposure 
pursuant to Annex Iaa.
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Or. de

Justification

In order to enable a risk-based approach to be taken rather than merely referring to volume, 
use and exposure categories are introduced in accordance with Annex Iaa.

Amendment by Frédérique Ries and Chris Davies

Amendment 248
Title I, Chapter 2, Article 3, paragraph 29 a (new)

29a. Vulnerable populations means 
susceptible humans including neonates, 
infants, children, pregnant women, nursing 
mothers, the infirm and immuno-
compromised, elderly persons, those with 
individual genetic susceptibilities and other 
identified groups of concern.

Or. en

Justification

A definition of vulnerable population is essential to ensure that susceptible populations are 
identified and that measures can be taken accordingly to reduce the risks to and exposures of 
these populations.

Amendment by Carl Schlyter, Caroline Lucas and Hiltrud Breyer

Amendment 249
Title I, Chapter 2, Article 3, paragraph 29 a (new)

29a. Vulnerable populations means 
susceptible humans including neonates, 
infants, children, pregnant women, nursing 
mothers and elderly persons.

Or. en

Justification

A definition of vulnerable population is needed to ensure that susceptible populations are 
identified and that measures can be taken accordingly to reduce the risks to these 
populations. The definition is based on the high-risk sections of the population as used in the 
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recent resolution of the European Parliament on the European Environment and Health 
Action Plan (Ries report).

Amendment by Richard Seeber

Amendment 250
Title I, Chapter 2, Article 3, paragraph 29 a (new)

29a. Exposure means the contact of 
humans or the environment with 
substances due to the release under normal 
or reasonably foreseeable conditions of use. 
For the exposure assessment  the exposure 
shall preferably be grouped into exposure 
categories taking the different uses and 
related risk management measures into 
account. These categories may be refined 
into more specific scenarios where 
necessary to assess the exposure properly; 

Or. en

Justification

Besides the inherent properties of a substance, the use of and exposure to these substances 
are key elements for REACH. Whereas a definition of use is already given in the proposal, the 
definition of exposure is missing.

Amendment by Richard Seeber

Amendment 251
Title I, Chapter 2, Article 3, paragraph 29 b (new)

29b. Exposure category means the modes 
of exposure differentiated according to 
their route relevant to man (oral, dermal, 
inhalation), environment (air, water, soil, 
biota), the level of ability to adopt exposure 
control measures (industrial, professional, 
private) and the likely exposure in terms of 
duration, frequency and magnitude as 
described in Annex 1c. 

Or. en
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Justification

In order to be able to perform an exposure assessment for different uses, definitions of 
exposure categories and exposure scenarios are introduced as well. With the use of exposure 
categories and/or scenarios an exposure assessment can be simplified significantly (see 
attached working document as explanation). In order to be able to have a common 
understanding and structure  for these categories (especially for SMEs), it is necessary to 
describe at least the principles in an Annex to REACH and not to leave it solely to a 
description in a guidance document, as intended by the Commission. 

Amendment by Richard Seeber

Amendment 252
Title I, Chapter 2, Article 3, paragraph 29 c (new)

29c. Exposure scenario means the 
description of a specific exposure resulting 
from a certain use of a substance.

Or. en

Justification

See justification to new point 29b tabled by the same Member.

Amendment by Françoise Grossetête

Amendment 253
Title 1, Chapter 2, Article 3, paragraph 29 a (new)

29a. Plant-based product means a complex 
substance obtained by subjecting all or part 
of a plant to a physical process such as 
extraction, distillation, pressing, 
fractionating, purification, concentration 
or fermentation, the composition of which 
varies depending on the type and species of 
the plant, the conditions in which it is 
grown and harvested and the processing 
method used.

Or. fr
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Justification

It seems important to include a precise definition of plant-based product in order to outline a 
framework for exemption and ensure legal certainty.

Plant-base products are not products in chemical terms as specified in the Commission 
proposal, and a distinction should therefore be drawn between them and the other substances 
covered by REACH.


