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Text proposed by the Commission Amendments by Parliament

Amendment by Eva-Britt Svensson

Amendment 51
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 Titles VII on 
Authorisation and Title VIII on 
Restrictions,

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

Amendment by Eva-Britt Svensson

Amendment 52
Recital 2 a (new)

(2a) 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

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 Eva-Britt Svensson

Amendment 53
Recital 2 b (new)

(2b) Women, like men, accumulate 
synthetic chemicals during their lifetime, so 
by the time a woman becomes pregnant she 
has acquired a cocktail of unwanted 
chemicals, to which the unborn child is 
unwillingly exposed.

Or. en
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Amendment by Marta Vincenzi

Amendment 54
Recital 12

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

(12) The authorisation provisions provide 
for authorisations, of limited duration, for 
the placing on the market and use of 
substances of very high concern to be 
granted by the Commission where no 
suitable alternative substances or 
technologies 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 for the principle of substitution to be linked to the granting of authorisation.

Amendment by Marta Vincenzi

Amendment 55
Recital 34 a (new)

(34a) Better coordination of resources at 
Community level will contribute to 
increasing the scientific knowledge 
indispensable for the development of 
alternative methods to that of 
experimentation on vertebrates. It is 
essential, for this purpose, that the 
Community continue and increase its 
efforts and take the measures necessary for 
the promotion of research and the 
development of new non-animal alternative 
methods, in particular within its Seventh 
Framework Programme for Research and 
Technological Development.

Or. en
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Justification

This recalls the Community’s duty to promote alternative methods to that of animal 
experimentation, already introduced in Directive 2003/15/EC on cosmetics.

Amendment by Marta Vincenzi

Amendment 56
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

Justification

In order to ensure a correct information

Amendment by Marta Vincenzi

Amendment 57
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, 

(52) To ensure a sufficiently high level of 
protection for human health and the 
environment, in particular to vulnerable 
populations, substances with properties of 
very high concern should be replaced by 
substances that do not pose a risk to human 
health an the environment. If this is not the 
case, uses substances with properties of 
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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. 

very high concern may only be authorised 
for a limited period of time 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.

Or. en

Justification

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

Amendment by Marie Panayotopoulos-Cassiotou

Amendment 58
Recital 79

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

(79) A Board of Appeal should be set up 
within the Agency to guarantee rights of 
appeal for any party with a legal interest 
who is affected by decisions taken by the
Agency.

Or. el

Justification

The term 'any party with a legal interest' is broader than 'economic operators'. 
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Amendment by Marta Vincenzi

Amendment 59
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 
in particular to vulnerable populations - 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 Marta Vincenzi

Amendment 60
Recital 91 a (new) 

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

Or. en

Justification

A mark to be stamped on articles would make it possible to identify and promote those 
involved in the production procedure who have complied with the requirements stemming 
from this Regulation.
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Amendment by Marie Panayotopoulos-Cassiotou

Amendment 61
Recital 93

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

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

Or. el

Justification

Close cooperation between the Agency, the Commission and the competent authorities is 
essential for effective enforcement of the legislation.

Amendment by Marie Panayotopoulos-Cassiotou

Amendment 62
Recital 101a (new) 

(101a) This Regulation applies without 
prejudice to general Council Directive 
92/85/EEC of 19 October 1992 on the 
introduction of measures to encourage 
improvements in the safety and health at 
work of pregnant workers and workers who 
have recently given birth or are 
breastfeeding (tenth individual Directive 
within the meaning of Article 16 (1) of 
Directive 89/391/EEC)1 and specific 
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)2. Directive 
98/24/EC continues to be the key legal 
instrument concerning the protection of the 
health and safety of workers from the risks 
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related to chemical agents at work. Member 
States and the social partners are urged to 
ensure the most effective implementation 
and enforcement of Directive 98/24/EC.
1. OJ L 348, 28.11.1992, p. 1.

2. OJ L 131, 5.5.1998, p. 11.

Or. el

Justification

This Regulation should also take account of the general Directive on  the safety and health at 
work of pregnant workers and workers who have recently given birth or are breastfeeding.

Amendment by Eva-Britt Svensson

Amendment 63
Article 1, paragraph.3 a (new) 

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

Or. en

Justification

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

Amendment by Eva-Britt Svensson

Amendment 64
Article 2, paragraph.2, point (d a) new
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(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 Amalia Sartori

Amendment  65
Article 2, paragraph 2 a (new) 

2 a. This Regulation shall apply to every 
substance, article and preparation imported 
into the territory of the European Union. 
The Regulation shall not in any way 
promote disparities in treatment between 
substances, articles and preparations 
produced in the European Union and 
substances, articles and preparations  
produced in third countries but introduced 
into the territory of the European Union.
The Commission shall draw up guidelines 
to ensure the application of this provision.

Or. it

Justification

The REACH system as proposed by the Commission offers a low level of protection for 
European production against unfair competition from countries outside Europe. The existing 
EU rules lay down much more strict parameters for European producers of chemical  
substances. Importers of articles into the European Union should be subject to the same rules 
as European producers. The proposed amendment calls for the establishment of a balanced 
legislative framework for both European and non-European producers.
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Amendment by Marie Panayotopoulos-Cassiotou

Amendment 66
Article 3, paragraph 29a (new)

29a.  Vulnerable populations means 
susceptible humans, including neonates, 
infants, children, pregnant women who 
have recently given birth and/or are 
breastfeeding, elderly persons and the 
disabled.

Or. el

Justification

Women who have recently given birth should also be added to the definition of 'vulnerable 
populations'.

Amendment by Marta Vincenzi

Amendment 67
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, 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 and exposures to 
these populations.
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Amendment by Amalia Sartori

Amendment 68
Article 3, point 29 a (new)

29 a. For small and medium-sized 
enterprises the definition contained in 
Commission Recommendation 
2003/361/EC of 6 May 2003 1shall apply.
_______________
1 OJ L 124, 20.5.2003, p. 36.

Or. it

Justification

In the interests of correct application of the legislation it is considered necessary to insert the 
definition of ‘small and medium-sized enterprise’, since they are particularly affected by the 
procedure. This amendment is linked to the other amendments tabled to the articles contained 
in Title I: General Issues.

Amendment by Amalia Sartori

Amendment 69
Article 5, paragraph 4, subparagraph 1 a (new)

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

Or. it

Justification

In order to make things easier for SMEs, the fee set by the Agency for the registration should 
be  commensurate with the information supplied for the purposes of registering the substance. 
This amendment is linked to the other amendments tabled to the articles contained in Title II: 
Registration of substances.



PE 359.876v01-00 12/29 AM\568623EN.doc

EN

Amendment by Marie Panayotopoulos-Cassiotou

Amendment 70
Article 5, paragraph 4a (new) 

(4a) All the data to be registered shall be 
reviewed by an independent body to ensure 
that it is complete and of due quality before 
it is submitted to the Agency and the review 
shall be submitted to the Agency together 
with the registration.

Or. el

Justification

Since, at present, there is no mandatory assessment of the quality and comprehensiveness of 
the contents of the registration file, it is of vital importance to require an independent review 
before the documents are submitted in order to ensure that the registration file is accurate.

Amendment by Marta Vincenzi

Amendment 71
Article 5 a (new)

Article 5a
Notification of low-volume substances
1. Any manufacturer or importer of a 
substance in quantities between 10 kg and 
1 tonne per year shall submit a notification 
to the Agency for that substance.
2. A notification of a substance in 
quantities between 10 kg and 1 tonne per 
year shall include all the following 
information, in the format specified by the 
Agency in accordance with Article 108, to 
the extent that the manufacturer is able to 
submit it without any additional testing:
(a) the identity of the manufacturer as 
specified in section 1 of Annex IV;

(b) the identity of the substance as specified 
in section 2.1 of Annex IV ;
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(c) the classification of the substance;
(d) any available existing information on 
physicochemical, human health or 
environmental properties of the substance.

Or. en

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 about the total 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 ca. 30,000 substances that are 
produced in quantities above 1 tonne. However, EINECS lists more than 100,000 existing 
substances.

Amendment by María Esther Herranz García

Amendment 72
Article 6, paragraph 1, point (a) 

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

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

Or. en

Justification

As the definition of article type is missing, the inclusion of this term only creates legal 
uncertainty.

Amendment by María Esther Herranz García

Amendment 73
Article 6, paragraph 1, point (c)

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

(c) the release of the substance is a  
specifically designed function of the article 
under normal and reasonably foreseeable 
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conditions of use; and

Or. en

Justification

The alternative wording is more clearly defining the scope of the provision.

Amendment by María Esther Herranz García

Amendment 74
Article 6, paragraph 1, point (d) (new)

(d) The substances are present in the article 
at concentrations equalling or exceeding 
the lowest of any of the following:

the concentrations specified in Annex I of Directive 67/548/EC, 
or
- the concentrations specified in part A and 
B of the annex II of Directive   1999/45/EC, 
when no concentration limit for the 
substance in preparations is listed in Annex 
I to Directive 67/548/EC.
- 0,1% if the substance meets the criteria in 
Annex XII.

Or. en

Justification

The lack of any quantitative criteria implies that the presence of trace amounts  of a classified 
substance has to be considered. Authorities could not check trace amounts of substances in 
the articles imported into the EC. The introduction of a threshold is a must for workability. 
Declarations are limited to substances whose concentration is above the threshold. This is in 
line with the Directive on preparations (1999/45/EC) and with the REACH project (article
13.2 and Art 53.7). Article 13.2 and 53.7 already utilise the proposed thresholds. 

Amendment by María Esther Herranz García

Amendment 75
Article 6, paragraph 5



AM\568623EN.doc 15/29 PE 359.876v01-00

EN

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

5. Paragraphs 1 to 4 shall not apply to 
substances that have already been registered 
for that use by an actor up the supply chain 
or are exempted from the obligation to be 
registered according to Annex III.

Or. en

Justification

Brings the provision in line with the registrations requirements for substances and substances 
in preparations that are applicable to EU Article producers.

Amendment by María Esther Herranz García

Amendment 76
Article 6, paragraph 2, 3, 4

2. Any producer or importer of articles 
shall notify the Agency of any substance 
contained in those articles in accordance 
with paragraph 3, if all the following 
conditions are met:
(a) the substance is present in those articles 
in quantities totalling over 1 tonne per 
producer or importer per year;
(b) the substance meets the criteria for 
classification as dangerous in accordance 
with Directive 67/548/EEC;
(c) the producer or importer knows, or it is 
made known to the producer or importer, 
that the substance is likely to be released 
under normal and reasonably foreseeable 
conditions of use, even though this release 
is not an intended function of the article;
(d) the quantity of the substance released 
may adversely affect human health or the 
environment.
3. If the conditions in paragraph 2 are met, 
the information to be notified shall include 
the following, in the format specified by the 
Agency in accordance with Article 108:
(a) the identity and contact details of the 
producer or importer;

deleted
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(b) the registration number(s) referred to in 
Article 18 (1), if available;
(c) the identity of the substance(s) as 
specified in section 2 of Annex IV;
(d) the classification of the substance;
(e) a brief description of the use(s) of the 
article;
(f) the tonnage range of the substance, 
such as 1-10 tonnes, 10-100 tonnes and so 
on.
4. The Agency may take decisions requiring 
producers or importers of articles to 
register, in accordance with this Title, any 
substance contained in those articles and 
notified in accordance with paragraph 3.

Or. en

Justification

Paragraphs 2 to 4 are neither practicable nor enforceable.  The requirements are too vague 
(e.g. "is made known" and "likely to be released".

Amendment by Marta Vincenzi

Amendment 77
Article 6 b (new) 

Article 6b
European quality mark

By …. * the Commission shall present to
the European Parliament and the Council
a report and, if appropriate, a legislative
proposal on the creation of a European
quality mark designed to identify and
promote articles which, at each stage of
the production process, have been
produced in compliance with the
requirements stemming from this
Regulation.
* Two years after the entry into force of
the present regulation.
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Or. en

Justification

A mark to be stamped on articles would make it possible to identify and promote those 
involved in the production procedure who have complied with the requirements stemming 
from this Regulation.

Amendment by Amalia Sartori

Amendment 78
Article 10, paragraph 1, subparagraph 1

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

When a substance is intended to be 
manufactured in the Community by two or 
more manufacturers and/or imported by two 
or more importers, they may form a 
consortium for the purposes of registration. 
The pooling of data shall be obligatory not 
only for data resulting from testing on 
vertebrate animals, but for all the tests 
needed for the purposes of registration.
The formation of public consortia or mixed 
public/private consortia should also be 
promoted, in order to ensure access for 
SMEs and associations thereof.

Or. it

Justification

This amendment is justified by the need to simplify the registration process, especially in 
order to reduce and rationalise the costs incurred by SMEs, and aims to ensure access to 
consortia for them and their associations, not least in order to prevent the abuse of dominant  
positions.
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Amendment by Amalia Sartori

Amendment 79
Article 10, paragraph 2

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

2. Each registrant who is a member of a 
consortium shall pay only a proportionate 
fee for registration based on the criteria 
established by the Agency.

Or. it

Justification

The Agency should establish the criteria of proportionality for the registration fee, not least in 
order to make things easier for SMEs hard hit by the impact of the new legislation, and the 
amount of the registration fee should also be based on the size of the registrants and the 
quantities produced/imported.

Amendment by Amalia Sartori

Amendment 80
Article 17, paragraph 2

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

2. Each registrant who is a member of a 
consortium shall pay only an appropriate 
share of the fee for registration.

The fee to be paid shall be proportionate 
and based on the criteria established by the 
Agency, which shall also take account of 
the quantities produced or imported.

Or. it

Justification

In order to make things easier for SMEs the Agency should also take account of the size of the 
registrants and the quantities produced/imported when setting the amount of the registration 
fee.
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Amendment by Marta Vincenzi

Amendment 81
Article 21, paragraph 1, point (a)

(a) phase-in substances classified as 
carcinogenic, mutagenic or toxic to 
reproduction, categories 1 and 2, in 
accordance with Directive 67/548/EEC and 
manufactured in the Community or 
imported, in quantities reaching 1 tonne or 
more per year per manufacturer or per 
importer, at least once following the entry 
into force of this Regulation;

(a) phase-in substances classified as 
carcinogenic, mutagenic or toxic to 
reproduction, categories 1 and 2, in 
accordance with Directive 67/548/EEC, or 
known to be persistent and 
bioaccumulative, and manufactured in the 
Community or imported, in quantities 
reaching 1 tonne or more per year per 
manufacturer or per importer, at least once 
following the entry into force of this 
Regulation;

Or. en

Justification

The first deadline for registration of phase-in substances as suggested under REACH applies 
to chemicals produced in quantities over 1000 tonnes and CMR substances in categories 1 
and 2. In order to tackle all of the most problematic substances first, substances that are 
persistent and bioaccumulative should be added to this first phase. These properties could 
easily be identified as part of pre-registration.

Amendment by Marta Vincenzi

Amendment 82
Article 31 a (new)

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



PE 359.876v01-00 20/29 AM\568623EN.doc

EN

Consumers have the right to request the 
producer or importer for information on 
the substances present in an article 
produced or imported by him. The producer 
or importer shall respond within 15 
working days.

Or. en

Justification

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

Amendment by Marie Panayotopoulos-Cassiotou

Amendment 83
Article 52

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

The aim of this Title is to ensure the good 
functioning of the internal market while 
assuring that:
a) substances of very high concern are 

replaced by suitable substances or 
technologies with a demonstrably smaller 
risk; 
b) in the event of it being impossible to 
replace substances of very high concern 
and where the social benefits offset the 
risks, frequent checks shall also suffice, 
while continuing research into their future 
replacement. 

Or. el

Justification

Neither human health nor the environment can be protected if the aim of the Title is not to 
replace substances of very high concern. In the event of replacing particularly dangerous 
substances with suitable alternatives, it must be demonstrated that the risk they pose is 
smaller. The natural outcome of the need for preventive action is the substitution of the 
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dangerous chemical substances. 

Amendment by Amalia Sartori

Amendment 84
Article 58, paragraph 3, subparagraph 2

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

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

Or. it

Justification

There are no criteria for determining a serious and immediate risk and it is therefore 
appropriate that it should be the Commission that establishes, on the basis of criteria 
commensurate with the actual circumstances, when to suspend, modify or revoke 
authorisation during the review.

Amendment by Eva-Britt Svensson

Amendment 85
Article 70, paragraph 3 new

3. In the case of a substance that is already 
regulated in Annex XVI, and if the 
conditions laid down in Article 65 are 
fulfilled, the Commission shall prepare a 
draft amendment to Annex XVI, within 3 
months of receipt of the opinion of the 
Committee for Socio Economic analysis or 
the end of the deadline established under 
Article 68 if that Committee does not form 
an opinion, whichever is the earlier. 

Where the draft amendment is not in 
accordance with any of the opinions of the 
Agency, the Commission shall annex a 
detailed explanation of the reasons for the 
differences. 
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In case of a substance that has not been 
regulated before in Annex XVI, the 
Commission shall instead within the time 
limit specified submit a proposal to the 
European Parliament and the Council for 
amending Annex XVI.

Or. en

Justification

In the current Directive 76/769/EEC the European Parliament and the Council have a role in 
decisions on certain restrictions of chemicals such as prohibiting the use of phthalates in 
certain toys. This amendment aims to keep this procedure and not further increase the role of 
the Commission.

Amendment by Amalia Sartori

Amendment 86
Article 73, paragraph 1

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

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

Or. it

Justification

The aim of the amendment is to clarify the role of the Agency as a regulatory body that takes 
decisions as described in the Commission Communication on the operating framework for the 
European Regulatory Agencies, COM(2002) 718. The amendment is also needed to fill a 
possible legal vacuum that would lead to a situation of legal uncertainty.
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Amendment by Amalia Sartori

Amendment 87
Article 75, paragraph 1

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

1. The Management Board shall be 
composed of four representatives appointed 
by the Commission and ten members 
appointed by the Council, in consultation 
with the European Parliament, four of 
whom shall be chosen to an equal extent on 
the basis of experience in associations  
representing consumers, vulnerable 
sections of the population, industry and 
SMEs.

Or. it

Justification

The composition of the Management Board should be carefully balanced. Involvement of all 
the institutions should be guaranteed, including consultation of the European Parliament, and 
there should also definitely be members chosen on a basis of equality from among consumer 
organisations, those representing the interests of vulnerable sections of the population, 
industry (large-scale industry) and SMEs: in other words all the entities concerned by the 
impact of the legislation. The reference to vulnerable sections of the population takes its lead 
from the amendments tabled by Hiltrud Breyer, and identifies groups particularly exposed, 
such as: babies, small children, pregnant women, nursing mothers and the elderly. 

Amendment by Amalia Sartori

Amendment 88
Article 117

Notwithstanding Articles 115 and 116, 
information received by the Agency under 
this Regulation may be disclosed to any 
government or body of a third country or an 
international organisation in accordance with 
an agreement concluded between the 
Community and the third party concerned 
under Regulation (EC) No 304/2003 of the 
European Parliament and of the Council1 or 

Notwithstanding Articles 115 and 116, 
information received by the Agency under 
this Regulation may be disclosed to any 
government of a third country or an 
international governmental organisation in 
accordance with an agreement concluded 
between the Community and the third party 
concerned under Regulation (EC) No 
304/2003 of the European Parliament and of 

  
1 OJ L 63, 6.3.2003, p. 1.
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under Article 181a (3) of the Treaty, 
provided that both the following conditions 
are met:
(a) the purpose of the agreement is

cooperation on the implementation 
or management of legislation 
concerning chemicals covered by 
this Regulation;

(b) the third party protects the 
confidential information as mutually agreed.

the Council1 or under Article 181a (3) of the 
Treaty, provided that both the following 
conditions are met:
(a) the purpose of the agreement is 

governmental cooperation on the 
implementation or management of 
legislation concerning chemicals 
covered by this Regulation;

(b) the third party protects the 
confidential information as mutually agreed.

Or. it

Justification

In order to prevent fraudulent use of information and ensure security in the transmission of 
data, it should be clearly stated that Article 117 - Cooperation - only concerns national and 
international governmental institutions.

Amendment by Amalia Sartori

Amendment 89
Article 122, subparagraph 1 a (new)

The Agency shall be authorised by the 
Member States to initiate controls and 
activities and shall lay down guidelines for 
harmonising the system of controls and 
making it more efficient.

Or. it

Justification

Management of the REACH system depends on harmonised implementation of its provisions 
     

1 OJ L 63, 6.3.2003, p. 1.
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throughout the common market and on an efficient system of controls. For this reason the 
Agency should be in a position to ask Member States to carry out controls or other activities. 

Amendment by Amalia Sartori

Amendment 90
Article 123, paragraph 1

1. The Member States shall lay down the 
provisions on penalties applicable for 
infringement of the provisions of the present 
Regulation and shall take all measures 
necessary to ensure that they are 
implemented. The penalties provided for 
must be effective, proportionate and 
dissuasive. The Member States shall notify 
those provisions to the Commission no later 
than eighteen months after entry into force 
of this Regulation and shall notify it without 
delay of any subsequent amendment 
affecting them.

1. The Member States shall lay down, on the 
basis of a series of guidelines drawn up by 
the Agency, the provisions on penalties 
applicable for infringement of the provisions 
of the present Regulation and shall take all 
measures necessary to ensure that they are 
implemented. The penalties provided for 
must be effective, proportionate and 
dissuasive. The Member States shall notify 
those provisions to the Commission and the 
Agency no later than eighteen months after 
entry into force of this Regulation and shall 
notify it without delay of any subsequent 
amendment affecting them. 

Or. it

Justification

Leaving the system of sanctions to the discretion of the Member States would lead to a series 
of differing sanction systems within the EU. Only harmonised sanction systems and their 
implementation will help to attain the objectives of REACH and guarantee that the sanctions 
are effective.

Amendment by Eva-Britt Svensson

Amendment 91
Article 125

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

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

where appropriate, with Community acts 
adopted in implementation of this 
Regulation.

Or. en

Justification

Since the scope of this Regulation is so broad - covering the production as well as the sale 
and import of products, a new wording is proposed to avoid problems in relation to other 
types of legislation such as workers' health.

Amendment by María Esther Herranz García

Amendment 92
Annex III, paragraph 8

8. Minerals, ores, or substances occurring in 
nature if they are not chemically modified 
during their manufacturing, unless they 
meet the criteria for classification as 
dangerous according to Directive 67/548;

8. Minerals, ores, substances occurring in 
nature, and materials derived from them by 
mineralogical processes (as defined in 
Council Directive 2003/96/EC1) or physical 
transformation processes;

Or. en

Justification

The basic raw materials for the organic chemicals sector (natural gas, crude oil, coal) are 
exempt from the obligation to register. If classified as dangerous according to 67/548, the 
need for a registration is disproportionate in respect of minerals, ores and substances 
occurring in nature.
The handling of ores is exclusively professional and they are never encountered by the 
general public. Potential risks to the environment arising from minerals and ores are 
addressed under the IPPC Directive, and potential health risks under existing EU workplace 
legislation.
Mineralogical and physical transformation processes of minerals and ores do not change the 
chemical composition of these materials. The materials derived from these processes are 
other mineral based materials and should be exempted from registration as well.  The term 
“Chemically modified” is not defined and therefore leads to legal uncertainty.

  
1 OJ L 283/51, 31.10.2003, p. 51
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Amendment by Eva-Britt Svensson

Amendment 93
Annex V, point 6.4.1. (a) (new)

COLUMN 1
6.4.1.a. In vitro cytogenicity study in
mammalian cell
COLUMN 2
6.4.1.a. The study does not need to be
conducted
- if adequate data from an in vivo
cytogenicity test are available or
- the substance is known to be
carcinogenic category 1 or 2.

Or. en

Justification

Reintroduction of a test for substances between 1-10 tonnes per year in line with what the 
Commission had foreseen in its draft proposal. The reintroduction of this test gives a better 
indication whether a substance is mutagenic (a property of very high concern). The wording 
is taken directly from Annex VI. If this amendment is adopted, the corresponding part in 
Annex VI needs to be deleted.

Amendment by Eva-Britt Svensson

Amendment 94
Annex V, point 7.1.1. (a) (new) Article 3, indent 3 a (new)

COLUMN 1
7.1.1 a. Growth inhibition study on
algae

COLUMN 2
7.1.1. a. The study does not need to be
conducted if:
– the substance is highly insoluble (water
solubility < 10 μg/l); or
– the substance is unlikely to cross
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biological membranes (MW > 800 or
molecular diameter > 15 A).

Or. en

Justification

Reintroduction of a test for substances between 1-10 tonnes per year in line with what the 
Commission had foreseen in its draft proposal. The reintroduction of this test gives a better 
indication about the acute toxicity of the substance. The wording is taken directly from Annex 
VI. If this amendment is adopted, the corresponding part in Annex VI needs to be deleted.

Amendment by Eva-Britt Svensson

Amendment 95
Annex V, point 7.1.1. (a) (new) 

COLUMN 1
7.1.a Degradation
7.1a.1. Biotic
7.1a.1.1. Ready biodegradability

COLUMN 2
7.1a. The simulation studies (Annex VII,
7.2.1.2 to 7.2.1.4.) shall be proposed by the
registrant or may be required by the
competent authority of the evaluating
Member State in accordance with
Article 39, 40 or 44 if the chemical safety
assessment according to Annex I indicates
the need to investigate further the
degradation of the substance. The choice of
the appropriate test(s) depends on the
results of the safety assessment.
7.1a.1.1. The study does not need to be
conducted if the substance is inorganic.

Or. en

Justification

Reintroduction of a test on biodegradability for substances between 1-10 tonnes per year in 
line with what the Commission had foreseen in its draft proposal. If this test is not 
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reintroduced, a key property of very high concern would not be assessed for two thirds of the 
substances under REACH. The wording is taken directly from Annex VI. If this amendment is 
adopted, the corresponding part in Annex VI needs to be deleted.


