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SHORT JUSTIFICATION

The aim of a common chemicals policy within the single European market is not a subject of 
dispute.

This aim has to be achieved in a practicable and cost-effective way so as to safeguard 
competitiveness, innovation potential, and legal certainty on the one hand and, secondly, to 
protect health and the environment.

The problems entailed in the Commission proposal lie chiefly in its economic implications: the 
proposal is too bureaucratic, elaborate, and costly.

It is becoming clear that the quantity-based approach for which the Commission has opted will 
need to be abandoned in favour of an altogether different approach, namely, to mention some 
specific examples, OSOR (one substance – one registration), a risk-based approach combined 
as and where appropriate with a quantity-based approach (instead of rigid data requirements 
corresponding to quantity thresholds, the scope of testing requirements would be determined 
according to exposure), or prioritisation according to exposure categories, in the light of the 
potential risk.

Given the increasingly likely prospect of sweeping change, it would probably not be sensible 
for each of the committees consulted to embark on exhaustive discussion of the above points. 
The new approaches, incidentally, will in turn raise new questions – not least of a legal nature 
– that will need to be considered in due course.

The Committee on Legal Affairs therefore wishes to comment only on those areas falling 
especially within its remit.

Legal aspects

The Committee approves of the choice of legal basis, Article 95 TEC, and legal instrument, a 
regulation.

Chemicals are traded across borders and can cause transboundary contamination. The goals 
laid down cannot be attained by the Member States on their own. The subsidiarity principle 
will consequently not be undermined.

The very substantial economic considerations affecting not just the chemical industry, but the 
European economy as a whole (competitive disadvantages for all products manufactured using 
chemicals) are significant – not least from the legal point of view – to the extent that they can 
involve infringement of the proportionality principle.

This applies especially when, because of stringent requirements, small volumes become 
inordinately expensive and hence to all intents and purposes impossible to produce.

Particular attention must be focused on legislative clarity and the protection of intellectual 
property.
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The new approaches being discussed may help to deal with the objections – including the legal 
misgivings – on precisely these points.

Individual matters

1) Relationship to other Community acts

The Committee is proposing that all areas already covered by other European legislation be 
removed from the scope of REACH, as defined in Article 2, so as to avert duplicate regulation 
and competition difficulties.

2) Downstream users

The Commission proposal significantly affects downstream users as well. When users are 
involved in a manufacturer’s registration procedure, they may be compelled to disclose 
formulae and trade secrets. If they wished to avoid doing so, they would have to register the 
substance themselves. The huge costs entailed go beyond acceptable limits. 

3) Position of the Agency

The position of the Agency should be strengthened so as to enable the regulation to be 
implemented consistently.

4) Legal remedies

To protect legal rights, every Agency decision must be open to challenge by the party 
concerned.

5) Animal testing

The Committee welcomes the fact that the number of animal experiments is to be reduced by 
sharing test data. On the other hand, the disclosure of data relating to tests on vertebrate 
animals constitutes a considerable encroachment on proprietary rights. The time-frame 
applying to disclosure should be lengthened to 15 years.

6) Data protection/protection of know-how

When dealing with the data to be generated, it is necessary to weigh the need for transparency 
regarding dangerous substances against data protection and proprietary rights. It must be 
ensured that confidential data will not be published or passed on and business and trade secrets 
will be protected. 

In addition, a registrant must be allowed to class particular information as confidential if its 
publication would damage him economically and would not serve the public interest.

The progress of discussions in the Commission, Council, and Parliament now needs to be 
followed carefully so as to ensure that the three institutions together will be able in the end to 
determine and implement the best possible approach. A further review may be required in due 
course.
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1 OJ C  , ..., p.  .

AMENDMENTS

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

Text proposed by the Commission1 Amendments by Parliament

Amendment 1
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 1991 
amending Directive 75/442/EEC on waste1, 
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 Directive 91/156/EEC.
1OJ L 78, 26.3.1991, p. 32

Justification

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. 

Amendment 2
Article 2, paragraph 2 a (new)

2a. This Regulation shall not apply to 
substances used:
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(a) in medicinal products for human or 
veterinary use within the meaning of 
Council Regulation (EEC) No 2309/93, 
Regulation (EC) No 726/2004 of the 
European Parliament and of the Council 
and Directives 2001/82/EC and 2001/83/EC 
of the European Parliament and of the 
Council;

(b) in foodstuffs within the meaning of 
Commission Regulation (EC) No 
1788/2002, including food additives within 
the meaning of Council Directive 
89/107/EEC and flavourings as defined in 
Commission Decision 1999/217/EC, and as 
foods in accordance with Regulation (EC) 
No 1788/2002;

(c) in animal nutrition within the meaning 
of Regulation (EC) No 1831/2003 of the 
European Parliament and of the Council, 
including feed supplements within the 
meaning of Council Directive 70/524/EEC;
(d) in animal nutrition within the meaning 
of Council Directive 82/471/EEC;

(e) in medical devices;

(f) in materials intended to come into 
contact with foodstuffs, within the meaning 
of Council Directive 89/109/EEC;

(g) in plant protection products within the 
meaning of Council Directive 91/414/EEC;

(h) in biocidal products within the meaning 
of Council Directive 98/8/EC;

(i) in cosmetic products covered by Council 
Directive 76/768/EEC;

(j) in medical appliances covered by 
Council Directive 93/42/EEC and Directive 
98/79/EC of the European Parliament and 
of the Council;

(k) in materials intended to come into 
contact with foodstuffs, within the scope of 
Regulation (EC) No 1935/2004.

Justification
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The above exceptions should apply not just to Title II, but to the entire regulation. In 
addition, substances should only be covered in so far as they are intended for a particular 
purpose. 

Amendment 3
Article 3, point 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;

Justification

Metallic alloys are considered in current EU legislation to be “preparations”. 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.

Amendment 4
Article 3, point 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;

Justification

The UN adopted a definition of metallic alloys within the context of the Globally Harmonized 
System for Chemical Classification and Labeling (GHS) in December 2002 and published it 
in March 2003. The introduction of this definition in REACH would harmonize the definitions 
in and requirements of the dangerous preparations directive (1999/45/EC), GHS and 
REACH.
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Amendment 5
Article 3, point 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 
chemical properties 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 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;

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 
linked to the other amendments to the Articles under Title I: General Issues.

Amendment 6
Article 4, paragraph 1

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

deleted

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

Justification
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Consequence of the amendment inserting a new Article 2(2a).

Amendment 7
Article 9, point (a) (x a) (new)

(xa) a certificate to the effect that the 
registrant is the owner of the original 
studies from which the summaries referred 
to in point (vi) are derived, or holds the 
written consent of the owner of the original 
studies to refer to them; 

Justification

This amendment is necessary in order to guarantee ownership rights in test data. 

Amendment 8
Article 10, paragraph 1, subparagraph 1, and subparagraph 1 a (new)

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

When a substance is intended to be 
manufactured in the Community by two or 
more manufacturers and/or imported by two 
or more importers, they may form a 
consortium for the purposes of registration. 
Data sharing shall be compulsory in 
respect of both data from tests conducted 
on vertebrate animals and all tests required 
for registration purposes.

The formation of public consortia and 
mixed public/private consortia shall also be 
fostered with a view to ensuring access by 
SMEs and SME associations.

Justification

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

Amendment 9
Article 10, paragraph 1, subparagraph 4

The members of the consortium may decide 
themselves whether to submit the 
information specified in Article 9(a)(v) and 
(b) separately or whether the one 
manufacturer or importer is to submit this 
information on behalf of the others. 

The members of the consortium may decide 
themselves whether to submit the 
information specified in Article 9(a)(v) and 
(b) separately or whether the one 
manufacturer or importer is to submit this 
information in whole or in part on behalf of 
the others. 

Justification

Particularly when drawing up the substance safety report there need to be flexible rules 
which would permit the members of the consortium to submit parts of the substance safety 
report jointly, or each member to submit his part separately. 

Amendment 10
Article 10, paragraph 1, subparagraph 4 a (new)

To support producers or importers 
participating in consortia, the Commission 
shall work out guidelines for compliance 
with competition law.

Justification

Guidelines are necessary in order to facilitate or permit both the creation of consortia by 
producers and importers, and the work of such consortia. Such guidelines are also essential 
as an incentive to the formation of consortia, since there will otherwise be considerable legal 
uncertainty. 

Amendment 11
Article 10, paragraph 2
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2. Each registrant who is a member of a 
consortium shall pay only one-third of the 
fee for registration.

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

Justification

Costs should be shared under a flexible system so as to encourage registrants to form 
consortia.

Amendment 12
Article 12, paragraph 4, subparagraph 1

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

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

Justification

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

Amendment 13
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 an appropriate share
of the fee.

Justification

Costs should be shared under a flexible system so as to encourage registrants to form 
consortia (cf. justification concerning Article 10(2)).

Amendment 14
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Article 23, paragraph 1

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

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

Justification

Deletion for clarification.

Amendment 15
Article 23, paragraph 3

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

3. Any summaries or robust study summaries 
of studies submitted in the framework of a 
registration at least 15 years previously may 
be made freely available by the Agency to 
any other registrants or potential registrants.

Justification

Making data available amounts to a considerable encroachment on proprietary rights. The 
time-frame should therefore be lengthened to at least 15 years.

Amendment 16
Article 24, paragraph 3, point (a)

(a) his identity; (a) his identity, having regard to 
Articles 115 and 116;

Justification

Helps to protect trade secrets more securely.

Amendment 17
Article 24, paragraph 5, subparagraph 1
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5. If the same substance has previously been 
registered less than 10 years earlier, the 
Agency shall inform the potential registrant 
without delay of the names and addresses of 
the previous registrant(s) and of the relevant 
summaries or robust study summaries of the 
studies, as the case may be, already 
submitted by them involving vertebrate 
animals.

5. If the same substance has previously been 
registered less than 15 years earlier, the 
Agency shall establish whether the previous 
registrant will allow his identity to be made 
known. If the previous registrant so agrees, 
the Agency shall inform the potential 
registrant without delay of the names and 
addresses of the previous registrant(s) and of 
the relevant summaries or robust study 
summaries of the studies, as the case may be, 
already submitted by them involving 
vertebrate animals.

Justification

The identity of a previous registrant constitutes confidential information within the meaning 
of Article 116.

Amendment 18
Article 25, paragraph 1

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

1. In the case of substances previously 
registered less than 15 years earlier as 
referred to in Article 24(5), the potential 
registrant shall ask the previous registrant(s) 
for the information involving tests on 
vertebrate animals he requires in order to 
register. He may ask the registrants for any
information on tests not involving vertebrate 
animals for which the previous registrants 
have made an affirmative declaration for the 
purposes of point (x) of Article 9(a).

Amendment 19
Article 25, paragraph 2
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2. The potential and the previous 
registrant(s) for the same substance shall take 
all reasonable steps to reach an agreement on 
the sharing and making available of studies 
involving any type of test. Such an 
agreement may be replaced by submission of 
the matter to an arbitration board and 
acceptance of the arbitration order.

2. The potential and the previous 
registrant(s) for the same substance shall take 
all reasonable steps to reach an agreement on 
the sharing and making available of studies 
involving any type of test on vertebrate 
animals. Such an agreement may be replaced 
by submission of the matter to an arbitration 
board and acceptance of the arbitration 
order.

Justification

Clarifies the point that data sharing under the regulation is confined to data relating to tests 
on vertebrate animals.

Amendment 20
Article 25, paragraph 5

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

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

Justification

The arrangement regarding costs should be more flexible.

Amendment 21
Article 25, paragraph 6
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6. If the previous registrant(s) fail(s) to 
inform the potential registrant and the 
Agency of the cost within the deadline set in 
paragraph 5, the Agency, on request, shall 
take the decision to make available to the 
potential registrant the summaries or robust 
study summaries, as the case may be, of the 
studies concerned as required by him. The 
previous registrant(s) shall have a claim on 
the potential registrant for 50% of the cost, 
which shall be enforceable in the national 
courts.

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

Amendment 22
Article 25, paragraph 8

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

8. The registration waiting period in 
accordance with Article 19 (1) for the new 
registrant shall be extended by a period 
corresponding to the time actually taken to 
conduct the necessary studies and make the 
requisite analyses, if the previous registrant 
so requests.

Justification

The period concerned has to correspond to the time actually taken to carry out the 
experiments and gather the relevant data.

Amendment 23
Article 46, paragraph 2
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2. Once the substance evaluation has been 
completed, the competent authority shall use 
the information obtained from this evaluation 
for the purposes of Articles 56(3) and 66(2) 
and shall transmit the information obtained to 
the Commission, the Agency and the other 
Member States. The competent authority 
shall inform the Commission, the Agency, the 
registrant and the competent authorities of 
the other Member States of its conclusions as 
to whether or how to use the information 
obtained.

2. Once the substance evaluation has been 
completed, the competent authority shall use 
the information obtained from this evaluation 
for the purposes of Articles 56(3) and 66(2) 
and shall transmit the information obtained to 
the Commission, the Agency and the other 
Member States. The competent authority 
shall inform the Commission, the Agency, the 
registrant and the competent authorities of 
the other Member States of its conclusions as 
to whether or how to use the information 
obtained. Before the drafting of the 
conclusions on the information obtained in 
the evaluation procedure, the registrants 
concerned shall be given the opportunity to 
state their opinion. The Agency shall take 
account of this opinion in its conclusions. 

Justification

The conclusions which close the evaluation procedure are likely to have a number of effects 
on producers and importers, even if they do not introduce any specific restrictions or 
authorisation measures, e.g. the requirement to adjust data in the safety data sheet. In view of 
these burdensome effects it is necessary to allow the registrants affected the right to be heard 
before the conclusions are drawn up. 

Amendment 24
Article 49, paragraph 8

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

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

Justification

Appeals pursuant to Articles 87 to 89 should not be confined to decisions under particular 
paragraphs, but should be admissible in all cases. This amendment should be taken in 
conjunction with the other amendments tabled to the articles of Title VI, Substance 
Evaluation.

Amendment 25
Article 53, paragraph 5
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5. Paragraphs 1 and 2 shall not apply to the 
following uses of substances:

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

(a) uses in plant protection products within 
the scope of Directive 91/414/EEC;

(a) uses as an on-site isolated intermediate or 
as a transported isolated intermediate;

(b) uses in biocidal products within the 
scope of Directive 98/8/EC;

(b) use as motor fuels covered by Directive 
98/70/EC of the European Parliament and of 
the Council;

(c) uses as medicinal products for human 
or veterinary use within the scope of 
Regulation (EEC) No 2309/93 and 
Directives 2001/82/EC and 2001/83/EC;

(c) uses as fuel in mobile or fixed combustion 
plants of mineral oil products and use as fuels 
in closed systems.

(d) uses as food additives within the scope 
of Directive 89/107/EEC;
(e) uses as additives in animal feedingstuffs 
stuffs within the scope of Directive 
70/524/EEC;
(f) uses as flavourings in foodstuffs within 
the scope of Decision 1999/217/EC;
(g) uses as an on-site isolated intermediate or 
as a transported isolated intermediate;
(h) use as motor fuels covered by Directive 
98/70/EC of the European Parliament and of 
the Council;
(i) uses as fuel in mobile or fixed combustion 
plants of mineral oil products and use as fuels 
in closed systems.

Justification

The justification stems from the amendment inserting a new Article 2(2a).

Amendment 26
Article 53, paragraph 5, point (g)

(g) uses as an on-site isolated intermediate or 
as a transported isolated intermediate; 

(g) uses as an on-site isolated intermediate or 
as a transported isolated intermediate even in 
manufactured/imported quantities in 
excess of 1000 tonnes per year;  

Justification

Specifies that for transported isolated intermediates, quantities in excess of 1000 tonnes per 
year also apply. This amendment is linked to the other amendments to the Articles under Title 
VII: Authorisation.
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Amendment 27
Article 53, paragraph 6

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

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

(a) uses in cosmetic products within the 
scope of Directive 76/768/EEC;

(a) uses in cosmetic products within the 
scope of Directive 76/768/EEC;

(b) uses in food contact materials within 
the scope of Directive 89/109/EEC. 

Justification

No criteria exist for the definition of endocrine disrupting properties. Criteria supplementary 
to those established in Article 54(d) and (e) must be identified on the basis of scientific 
evidence so as not to give rise to arbitrary decisions.  In addition to this, substances already 
regulated by the respective, and duly integrated, vertical regulations should be excluded from 
the scope of the REACH Directive.

Amendment 28

Article 53, paragraph 7, point (a)

(a) for substances referred to in Article 
54(d), (e) and (f), below a concentration 
limit of 0.1%;

(a) for substances referred to in Article 
54(d), and (e), below a concentration limit of 
0.1%;

Justification

Criteria supplementary to those established in Article 54(d) and (e) must be identified on the 
basis of scientific evidence so as not to give rise to arbitrary decisions. This amendment is 
linked to the other amendments to the Articles under Title VII: Authorisation. 

Amendment 29
Article 53, paragraph 7 a (new)
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7a. Paragraph 1 shall not apply where a 
substance is used on its own, in a 
preparation or in an article that conforms 
to the conditions and restrictions set out in 
Annex XVI or Annex XVII. 

Justification

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

Amendment 30
Article 56, paragraph 7

7. If, within 30 days of the referral, the 
Member State Committee reaches a 
unanimous agreement on the identification, 
the Agency may include that substance in its 
recommendations under Article 55(3). If the 
Member State Committee fails to reach a 
unanimous agreement, it shall adopt an 
opinion within 30 days of the referral. The 
Agency shall transmit that opinion to the 
Commission, including information on any 
minority view within the Committee.

7. If, within 30 days of the referral, the 
Member State Committee reaches a 
unanimous agreement on the identification, 
the Agency may include that substance in its 
recommendations under Article 55(3). The 
registrants concerned must be given the 
opportunity to express their views in 
advance.  If the Member State Committee 
fails to reach a unanimous agreement, it shall 
adopt an opinion within 30 days of the 
referral. The registrants concerned must be 
given the opportunity to express their views 
before the opinion is drafted. The Agency 
shall transmit that opinion to the 
Commission, including information on any 
minority view within the Committee, and on 
the views of the registrants concerned and 
on the reasons, where appropriate, why 
these views are not reflected in the 
opinions. 

Justification

The opinion of the Agency may under certain circumstances take place upstream of the 
comitology procedure, and thus constitutes a burdensome measure for the registrants 
concerned. It is therefore necessary to allow the registrants concerned the right to be heard 
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before the opinion is drafted. 

Amendment 31
Article 66, paragraph 1

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

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

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

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

Justification

The dossier contains a restrictive proposal and is thus a burdensome measure for the 
registrants concerned. It is therefore necessary, before drawing up the dossier, to allow the 
registrants concerned the right of consultation and to take account, when drawing up the 
dossier, of statements made by the registrants concerned. 

Amendment 32
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Article 69, paragraph 1 a (new)

1a. Before the publication of the opinions 
the Agency shall give the registrants 
concerned the opportunity to express their 
views. 

Justification

The opinions of the committees may represent a burdensome measure for the registrants 
concerned. It is therefore necessary to give the registrants concerned the opportunity to 
express their views in the hope that these may subsequently be reflected in the comitology 
procedure.  

Amendment 33
Article 69, paragraph 3

3. The Agency shall provide the Commission 
on request with all documents and evidence 
submitted to or considered by it.

3. The Agency shall provide the Commission 
on request with all documents and evidence 
submitted to or considered by it. It shall also 
submit the views of the registrants 
concerned.

Amendment 34
Article 73, paragraph 2, point (e)

(e) making publicly available information 
as to which substances are being, and have 
been evaluated within 90 days of receipt of 
the information at the Agency, in 
accordance with Article 116(1);

deleted

Justification

If an evaluation were published while it was still unfinished, the public could easily be 
induced to take a hostile attitude to a substance, and hence its manufacturer or importer, or 
damn them in advance.

Amendment 35
Article 75, paragraph 1
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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 
nominated by the Commission and ten 
members nominated by the Council, in 
consultation with the European 
Parliament, four of which must be chosen 
in equal measure on the basis of their 
experience in associations representing 
consumers, industry and SMEs.  

Justification

The composition of the Management Board should be carefully balanced. This is required by 
recital 74 of the REACH proposal. It is essential to guarantee the involvement of all the 
institutions, hence consultation of the European Parliament, and at the same time to ensure 
the permanent presence of members chosen equally from among associations representing 
consumers, industry (large firms) and SMEs, i.e. all stakeholders in the chemicals sector.

Amendment 36
Article 83, paragraph 2, subparagraph 1

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

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

Justification

The experts should be scientifically and politically independent. A procedure should be 
established for identifying independent experts. This amendment should be read in 
conjunction with the other amendments tabled to articles contained in Title IX: The Agency.

Amendment 37
Article 85, paragraph 3
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3. The Chairman, the other members and the 
alternates shall be appointed by the 
Management Board on the basis of their 
relevant experience and expertise in the field 
of chemical safety, natural sciences or 
regulatory and judicial procedures from a list 
of qualified candidates adopted by the 
Commission.

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

Justification

Given the sphere of responsibility in which the Board of Appeal will be called upon to 
operate, one of its members should be qualified to hold the office of judge.

Amendment 38
Article 87, paragraph 1

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

1. An appeal may be brought against 
decisions, conclusions and opinions of the 
Agency.

Justification

A right of appeal must exist against every decision. 

Amendment 39
Article 114, paragraph 1

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

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

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

However, the first report shall be submitted 
three years after the entry into force of this 
Regulation.
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Amendment 40
Article 114, paragraph 2

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

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

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

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

Amendment 41
Article 116, paragraph 1, introductory part

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

1. The following information shall not be 
considered as confidential, provided that the 
manufacturer or importer has raised no 
objection and no objection can be made on 
grounds of public interest:

Justification

It must be permissible in individual cases to class given information as confidential.

Amendment 42
Article 116, paragraph 1, point (j)

(j) analytical methods if requested in 
accordance with Annex VII or VIII which 
make it possible to detect a dangerous 
substance when discharged into the 
environment as well as to determine the 
direct exposure of humans;

deleted

Justification

Methods of analysis constitute confidential information and are of no significance to the 
general public. This amendment is linked to the other amendments tabled to the articles 
contained in Title XI: Information 
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Amendment 43
Article 116, paragraph 1, point (a)

(a) the trade name(s) of the substance; deleted

Justification

The trade name of a substance could constitute sensitive information where other market 
players were concerned, since it might enable market dealings between manufacturers and 
customers to be deduced. This information should be classed as confidential under paragraph 
2.

Amendment 44
Article 116, paragraph 1, point (f)

(f) any derived no-effect level (Dnel) or 
predicted no-effect concentration (Pnec) 
established in accordance with Annex I;

deleted

Justification

These values should likewise not be made accessible to competitors without due 
consideration. They do not have to be disclosed under existing law.

Amendment 45
Article 116, paragraph 1, point (i)

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

(i) the mandatory information contained in 
the safety data sheet;

Justification

The safety data sheet often contains additional information intended solely for direct 
customers, one example being more detailed indications regarding use.

Amendment 46
Article 116, paragraph 2, point (-a) (new)

(-a) the identity and address of the 
registrant and any other declarant;
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Justification

Manufacturers, importers, and downstream users will almost invariably make a declaration 
under Article 115(2). The amendment proposed would avoid that expenditure of effort.

Amendment 47
Article 116, paragraph 2, point (d a) (new)

(da) analytical methods if requested in 
accordance with Annex VII or VIII which 
make it possible to detect a dangerous 
substance when discharged into the 
environment as well as to determine the 
direct exposure of humans;

Justification

Analytical methods should be treated as confidential and do not concern the general public. 
This amendment should be taken in conjunction with the other amendments tabled to the 
articles of Title XI, Information.

Amendment 48
Article 116, paragraph 3

3. All other information shall be accessible in 
accordance with Article 115.

3. All other information shall be accessible in 
accordance with Article 115, except 
information to be treated as confidential 
under Article 7(9) and information 
compiled on given types of isolated 
intermediates under Article 47.

Justification

Registration information on product- and process-orientated research and development must 
also be equated with mandatory confidential information under Article 116(2) and may not be 
made accessible as a result of a decision taken in an isolated instance. Intermediates should 
likewise not be made public, because competitors can easily identify them.

Amendment 49
Article 120
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The competent authorities of the Member 
States shall inform the general public about 
the risks arising from substances where this is 
considered necessary for the protection of 
human health or the environment.

In accordance with the guidelines to be 
drawn up by the Agency the competent 
authorities of the Member States shall inform 
the general public about the risks arising 
from substances where this is considered 
necessary for the protection of human health 
or the environment.

Justification

The public in the Member States should be informed under standard arrangements.

Amendment 50
Article 122

Member States shall maintain a system of 
official controls and other activities as 
appropriate to the circumstances.

Member States shall maintain a system of 
official controls and other activities as 
appropriate to the circumstances in 
accordance with the guidelines to be drawn 
up by the Agency. 

Justification

To enable REACH to be implemented consistently, the Agency’s position must be 
strengthened; to that end, the Agency should be entitled to require Member States to carry out 
particular checks and activities.

Amendment 51
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. On the basis of the guidelines to be 
drawn up by the Agency, the Member States 
shall lay down the provisions on penalties 
applicable for infringement of the provisions 
of the present Regulation and shall take all 
measures necessary to ensure that they are 
implemented. The penalties provided for 
must be effective, proportionate and 
dissuasive. The Member States shall notify 
those provisions to the Commission no later 
than eighteen months after entry into force of 
this Regulation and shall notify it without 
delay of any subsequent amendment affecting 
them.
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Justification

There should be a standard penalty system, and the provisions should be enforced uniformly.

Amendment 52
Annex II, new row

EINECS no    Name/Group          CAS no EINECS no    Name/Group  CAS no 

231-096-4       Iron                       7439-89-6

Justification

Iron has been used for thousands of years without any evidence that iron presents risks to 
human health or the environment. Because iron is a high tonnage material, it is likely to have 
to undergo considerable testing under REACH, with the consequent use of a large number of 
laboratory animals. The cost of testing and registration of iron would significantly outweigh 
any potential benefits.

Amendment 53
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/EC) or physical 
transformation processes;

Justification

The handling of ores is exclusively professional and they are never encountered by the 
general public. Potential risks are already covered by IPPC Directive and the 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, as ceramic frits, are other mineral based materials should be exempted from 
registration as well. The term “Chemically modified” is not defined and therefore leads to 
legal uncertainty.

Amendment 54
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Annex III, paragraph 9

9. Natural gas, crude oil, coal. 9. Natural gas, coke oven gas, blast furnace 
top gas, basic oxygen furnace gas, crude 
oil, coal, coke.

Justification

Process gases are produced and used within closed systems. All transport is by pipe line and 
the gases are never encountered by the general public. Coke results from de-gasifying coal. 
In this process benzene, toluene and other materials are extracted from coal. Coke has fewer 
intrinsic hazardous properties and should therefore be exempted from registration.  The 
specified gases are produced as by-products in coke ovens and integrated steel mills. They 
are used to produce energy and heat. They should be treated equally with the natural energy 
sources and be exempt from registration.

Amendment 55
Recital 8

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

(8) Responsibility for the management of the 
risks of substances should lie with the 
enterprises that manufacture, import, place 
on the market or use these substances. Small 
and medium-sized enterprises should mean 
such enterprises as defined in 
Recommendation 2003/361/EC of 6 May 
2003.

Justification

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

Amendment 56
Recital 8 a (new)
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(8a) It is clear from current liability law 
that any producer, importer or downstream 
user who carries out or plans to carry out 
activities with a substance or preparation or 
with an article containing such substance 
or preparation – including its production, 
import or use – and who knows or might 
reasonably have been able to foresee that 
his activities might have a detrimental 
impact on human health or the 
environment, should take all efforts which 
may reasonably be expected of him to 
prevent, limit or remedy such effects.  

Justification

This amendment draws attention to the duty of care on the part of producers, importers and 
downstream users.
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