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Amendment by Alessandro Foglietta, Adriana Poli Bortone, Cristiana Muscardini, Sergio 
Berlato + Marcello Vernola, Amalia Sartori, Guido Podestà, Giuseppe Castiglione, Renato 

Brunetta, Lorenzo Cesa, Gianni De Michelis and Miroslav Mikolášik

Amendment 740
Article 37, paragraph -1 (new)

The scope of this Title shall be limited to 
the substances for which registration is 
required under Title II.

Or. it

Justification

The evaluation procedure is based on information obtained via registration (see, for instance, 
Article 44, which lays down a procedure for requesting further information and thus clearly 
only relates to registrants, while indicating that the Title concerning evaluation applies only 
to substances for which registration is required). There is no point in evaluating substances 
that do not have to be registered. This amendment should be taken in conjunction with the 
other amendments tabled to the articles of Title VI, Substance Evaluation.
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Amendment by Elisabeth Jeggle, Thomas Ulmer and Anja Weisgerber

Amendment 741
Article 37

Polymers are exempted from evaluation 
under this Title.

Polymers and phase-in substances 
undergoing preregistration under Articles 
26a and 26b are exempted from evaluation 
under this Title.

Or. de

Justification

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

Amendment by John Bowis and Ria Oomen-Ruijten

Amendment 742
Article 37

Polymers are exempted from evaluation 
under this Title.

Polymers and substances exempt from 
Registration are exempted from evaluation 
under this Title.

Or. en

Justification

Clarifies text.

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

Amendment 743
Article 37

Polymers are exempted from evaluation 
under this Title.

Polymers are exempted from evaluation. 

Or. it

Justification

Polymers should be completely excluded from REACH and require their own specific 
regulation.
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Amendment by Guido Sacconi, Ria Oomen-Ruijten, Chris Davies, Carl Schlyter + Françoise 
Grossetête + Werner Langen + Richard Seeber + Marcello Vernola, Amalia Sartori, Guido 

Podestà, Giuseppe Castiglione, Renato Brunetta, Lorenzo Cesa, Gianni De Michelis, Miroslav 
Mikolášik

Amendment 744
Horizontal amendment

Competent authority The Agency
(This amendment applies throughout the text 
of Title VI (Evaluation of substances). 
Adopting it will necessitate corresponding 
changes throughout)

Or. en

Justification

Seeks at strengthening the Agency's role in the evaluation of chemicals, while at the same 
time making the best possible use of the available resources, and especially of the expertise 
resources already present in the Member States.

Linked to the amendments tabled on Title VI by the same authors. This package of 
amendments will replace amendments 34 to 36 and 38 to 49 of the draft report.

Amendment by Guido Sacconi, Chris Davies, Carl Schlyter

Amendment 745
Article 38, title

Competent authority Responsibility of the Agency for dossier 
evaluation

Or. en

Justification

Seeks at strengthening the Agency's role in the evaluation of chemicals, while at the same
time making the best possible use of the available resources, and especially of the expertise 
resources already present in the Member States.

Linked to the amendments tabled on Title VI by the same authors. This package of 
amendments will replace amendments 34 to 36 and 38 to 49 of the draft report.
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Amendment by Elisabeth Jeggle, Thomas Ulmer and Anja Weisgerber

Amendment 746
Article 38, paragraph 1

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

1. For the purposes of Articles 39 to 47, the 
competent authority shall be the Agency.

Or. de

Justification

To simplify the procedure and prevent imbalances in Member States because of differing 
decentralised administration methods, evaluation of dossiers should normally be carried out 
by the Agency itself. If necessary, the Agency could ease its burden by making use of national 
authorities to provide support.

Amendment by Ria Oomen-Ruijten, Thomas Ulmer, Miroslav Mikolášik, Françoise 
Grossetête, Eija-Riitta Korhola, Anja Weisgerber, Bogusław Sonik, Renate Sommer, Erna 

Hennicot-Schoepges + Werner Langen + Richard Seeber

Amendment 747
Article 38, paragraph 1

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

1. For the purposes of Articles 39 to 46, the 
competent authority shall be the Agency.

Or. en

Justification

For reasons of simplification and concentration of the process, the Agency should be in 
charge of all evaluation tasks and should have sole decision power on all aspects of 
evaluation, for the purposes of consistency, legal certainty and efficiency. (Ria Oomen-
Ruijten & others)

To ensure consistency, legal certainty and efficiency, the Agency must be in charge of all 
evaluation issues and have sole decision-taking power on all aspects of evaluation. (Werner 
Langen) 
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Amendment by Guido Sacconi, Chris Davies and Carl Schlyter

Amendment 748
Article 38, paragraph 1

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

1. The Agency shall be responsible for the 
evaluation of the testing proposals and 
registration dossiers.

Or. en

Justification

Seeks at strengthening the Agency's role in the evaluation of chemicals, while at the same 
time making the best possible use of the available resources, and especially of the expertise 
resources already present in the Member States.

Linked to the amendments tabled on Title VI by the same authors. This package of 
amendments will replace amendments 34 to 36 and 38 to 49 of the draft report.

Amendment by Elisabeth Jeggle, Thomas Ulmer, Anja Weisgerber, Ria Oomen-Ruijten, 
Thomas Ulmer, Miroslav Mikolášik, Françoise Grossetête, Eija-Riitta Korhola, Anja 

Weisgerber, Bogusław Sonik, Renate Sommer, Erna Hennicot-Schoepges, Werner Langen 
and Richard Seeber

Amendment 749
Article 38, paragraph 2

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

deleted

Or. de

Justification

To simplify the procedure and prevent imbalances in Member States because of differing 
decentralised administration methods, evaluation of dossiers should normally be carried out 
by the Agency itself. If necessary, the Agency could ease its burden by making use of national 
authorities to provide support. (Elisabeth Jeggle and others)

For reasons of simplification and concentration of the process, the Agency should be in 
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charge of all evaluation tasks and should have sole decision power on all aspects of 
evaluation, for the purposes of consistency, legal certainty and efficiency. (Oomen-Ruijten 
and others + Seeber) 

To ensure consistency, legal certainty and efficiency, the Agency must be in charge of all 
evaluation issues and have sole decision-taking power on all aspects of evaluation. 
(Werner L. Langen) 

Amendment by Guido Sacconi, Chris Davies and Carl Schlyter

Amendment 750
Article 38, paragraph 2

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

2. The Agency shall rely, for these 
evaluations, on the organism(s) designated 
for that purpose by each Member State.

Or. en

Justification

Seeks at strengthening the Agency's role in the evaluation of chemicals, while at the same 
time making the best possible use of the available resources, and especially of the expertise 
resources already present in the Member States.

Linked to the amendments tabled on Title VI by the same authors. This package of 
amendments will replace amendments 34 to 36 and 38 to 49 of the draft report.

Amendment by Anja Weisgerber, Elisabeth Jeggle, Thomas Ulmer and Frederika Brepoels

Amendment 751
Article 38, paragraph 2 a (new) and 2 b (new)

2a. To prepare the decisions and opinions it 
alone is to adopt, the Agency may involve 
the competent authority of the Member 
State within which the manufacture takes 
place or the importer is established and 
request technical support. This shall take 
place in accordance with uniform 
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principles to be laid down by the Agency.
2b. All communication between the Agency 
and the registrant may be handled in a 
language chosen by the registrant.

Or. de

Justification

Internal market harmonisation presupposes that all decisions and opinions are adopted 
centrally: by the Agency. In the process, however, the Agency must be able to benefit from the 
expertise of Member States' competent authorities and request technical support from them in 
order to prepare its decisions and opinions. Easier communication and information exchange 
between the Agency and registrants will benefit SMEs in particular, and so communication 
with the Agency must be possible in the language of the country in which the registrant is 
headquartered, while multinationals operating in all Member States must be able to choose a 
language.

Amendment by Werner Langen

Amendment 752
Article 39

Article deleted

Or. de

Justification

There is no provision f or the submission of testing proposals: all relevant information 
concerning safe use will have been submitted when the substance was registered. There is 
therefore no need for examination by the competent authority or the Agency.

Amendment by Richard Seeber

Amendment 753
Article 39, paragraph 1

1. The competent authority shall examine 
any testing proposal set out in a registration 
or a downstream user report for provision of 
the information specified in Annexes VII 
and VIII for a substance.

1. The Agency shall examine any testing 
proposal set out in a registration or a 
downstream user report substance.

Or. en
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Justification

Adaptation of information requirements shall be applicable from volumes of 10mtpa and 
higher (see also the amendment to Article 37 and corresponding amendments in Title II)

Amendment by Cristina Gutiérrez-Cortines, María del Pilar Ayuso González and Marcello 
Vernola

Amendment 754
Article 39, paragraph 1

1. The competent authority shall examine 
any testing proposal set out in a registration 
or a downstream user report for provision of 
the information specified in Annexes VII 
and VIII for a substance.

1. The competent authority shall, in those 
cases in which the methods approved by the 
Agency do not enable an assessment of 
risk, examine any testing proposal set out in 
a registration or a downstream user report 
for provision of the information specified in 
Annexes VII and VIII for a substance. 

Or. es

Justification

The existence of systems approved by the Agency would greatly help to avoid animal 
experimentation.

Amendment by Chris Davies

Amendment 755
Article 39, paragraph 1

1. The competent authority shall examine 
any testing proposal set out in a registration 
or a downstream user report for provision of 
the information specified in Annexes VII 
and VIII for a substance.

1. The competent authority shall examine 
any testing proposal set out in a registration 
or a downstream user report for provision of 
the information specified in Annexes V to
VIII for a substance.

Or. en

Justification

Linked to Amendments of Recital 47 and Article 11 (1). In order to prevent animal testing and 
save costs for industry, and as data from animal tests should only be provided if necessary for 
the safety assessment of a substance, any testing proposals for provision of the information 
specified in Annexes V and VI should also be examined by the competent authority.
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Amendment by Caroline Lucas, Carl Schlyter and Hiltrud Breyer

Amendment 756
Article 39, paragraph 1

1. The competent authority shall examine 
any testing proposal set out in a registration 
or a downstream user report for provision of 
the information specified in Annexes VII 
and VIII for a substance.

1. The competent authority shall examine 
any testing proposal set out in a registration 
or a downstream user report for provision of 
the information specified in Annexes VII 
and VIII which involves vertebrate animal 
testing for a substance.

Or. en

Justification

Linked to the amendments on Article 11 paragraphs 1 (c) and (d) by the same authors. It 
should be clarified that all the information in Annexes VII and VIII that does not involve 
vertebrate animal testing should be included directly in the technical dossier. There is no 
reason to submit testing proposals for that information.

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

Amendment 757
Article 39, paragraph 1 a (new)

1a. In order to prevent duplication of 
animal testing, any testing proposal 
involving tests on vertebrate animals shall 
be open for comment by interested parties 
for a period of 90 days. All comments 
received shall be taken into account by the 
registrant or the downstream user, who 
shall notify the Agency whether, in the light 
of the comments received, he nonetheless 
believes that it is necessary to carry out the 
proposed test and of his reasons therefor.

Or. en

Justification

Replaces amendment 33 of the draft report.
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Amendment by Chris Davies

Amendment 758
Article 39, paragraph 1 a (new)

1a. All testing proposals involving tests on 
vertebrate animals shall be open for 
commenting by stakeholders for a 90-day 
period. Any comments received shall be 
taken into account by the competent 
authority examining the testing proposal in 
drafting its decision.

Or. en

Justification

Linked to Amendment of Recital 47a. In order to prevent animal testing, stakeholders 
(including animal welfare organisations) should have the opportunity to submit comments 
when a testing strategy involving tests on animals is proposed by (a) registrant(s). The 
competent authority should take such comments into account when examining the testing 
proposal and drafting its decision. Experience from the United States High Production 
Volume Chemicals Programme has shown that such a procedure makes a significant 
contribution in preventing animal testing.

Amendment by Thomas Ulmer, Elisabeth Jeggle and Chris Davies 

Amendment 759
Article 39, paragraph 1 b (new)

1b. Any decision as referred to in 
paragraph 2 on a testing proposal involving 
tests on vertebrate animals shall be 
prepared by arrangement with the 
European Centre for the Validation of 
Alternative Methods (ECVAM).

Or. de

Justification

In order to prevent animal testing, the competent authority, when drafting its decision on 
testing proposals involving tests on animals, should consult ECVAM experts with up-to-date
knowledge, experience and information concerning ongoing developments in the field of 
alternative test methods. (Thomas Ulmer and others)
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Linked to Amendment of Recital 47b. In order to prevent animal testing, the competent 
authority should consult ECVAM experts with up-to-date knowledge, experience and 
information on ongoing developments in the field of alternative test methods, in drafting its 
decision on testing proposals involving tests on animals. (Chris Davies) 

Amendment by Caroline Lucas, Carl Schlyter and Hiltrud Breyer

Amendment 760
Article 39, paragraph 1 b (new)

1b. The European Centre for the 
Validation of Alternative Methods 
(ECVAM) shall be consulted before a 
decision as referred to in paragraph 2 on a 
testing proposal that includes vertebrate 
animal tests is  drafted.

Or. en

Justification

Linked to the amendment introducing a new recital 47b. Given the rapid advances in the 
development of alternative tests, expert knowledge and experience should be provided to the 
competent authorities when evaluating testing proposals to prevent animal testing and save 
costs.

Amendment by Carl Schlyter, Caroline Lucas, Hiltrud Breyer + Chris Davies

Amendment 761
Article 39, paragraph 2, introductory part

2. On the basis of the examination under 
paragraph 1, the competent authority shall 
draft one of the following decisions and that 
decision shall be taken in accordance with 
the procedure laid down in Articles 48 and 
49:

2. On the basis of the examination under 
paragraphs 1, 1a and 1b, the competent 
authority shall draft one of the following 
decisions and that decision shall be taken in 
accordance with the procedure laid down in 
Articles 48 and 49:

Or. en

Justification

Linked to amendment 33 of the rapporteur and to the amendment by the same authors 
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inserting a new paragraph after Article 39, paragraph 1.

Amendment by Richard Seeber

Amendment 762
Article 39, paragraph 2

2. On the basis of the examination under 
paragraph 1, the competent authority shall 
draft one of the following decisions and that 
decision shall be taken in accordance with 
the procedure laid down in Articles 48 and 
49:

2. On the basis of the examination under 
paragraph 1, the Agency shall draft one of 
the following decisions and that decision 
shall be taken in accordance with the 
procedure in Articles 48 and 49:

(a) a decision requiring the registrant(s) or 
downstream user(s) concerned to carry out 
the proposed test and setting a deadline for 
submission of the summary of the test result, 
or the robust study summary if required by 
Annex I;

(a) a decision requiring the registrant(s) or 
downstream user(s) concerned to carry out 
the proposed test and setting a deadline for 
submission of the summary of the test   
result, or the robust study summary if 
required by Annex I;

(b) a decision in accordance with point (a), 
but modifying the conditions under which 
the test is to be carried out;

(b) a decision in accordance with point (a), 
but modifying the conditions under which 
the test is to be carried out;

(c) a decision rejecting the testing proposal. (c) a decision rejecting the testing proposal.

Any decision shall be risk based.

Or. en

Justification

Any decision requiring the registrant to carry out testing must be based on the need 
demonstrated by the registrant that the information is needed for proper risk assessment and 
risk management.

Amendment by Werner Langen

Amendment 763
Article 40, paragraph 1

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

1. The Agency may examine any registration 
in order to verify:

(a) that the information in the technical 
dossier(s) submitted pursuant to Article 9 

that the information submitted pursuant to 
Articles 9, 12 and 13 complies with the 
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complies with the requirements of 
Articles 9, 11 and 12 and with Annexes IV 
to VIII;

requirements of those articles and the 
associated annexes.

(b) that the adaptations of the standard 
information requirements and the related 
justifications submitted in the technical 
dossier(s) comply with the rules governing 
such adaptations set out in Annexes V to 
VIII and with the general rules set out in 
Annex IX.

Or. de

Justification

The Agency should be given the possibility of verifying all documents submitted, including the 
chemical safety report and safety data sheets.

Amendment by Elisabeth Jeggle, Thomas Ulmer and Anja Weisgerber

Amendment 764
Article 40, paragraph 1, point b a (new)

(ba) that the prioritisation carried out by 
the registrant under Article 9(c) complies 
with Annex IVa.

Or. de

Justification

Linked to Amendment 2 to Article 9. Registrants' own risk level classification of substances 
should be verified as part of the dossier evaluation exercise.

Amendment by Françoise Grossetête and Richard Seeber

Amendment 765
Article 40, paragraph 3

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

deleted

Or. de
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Justification

As part of a harmonised procedure, and in order to prevent any discrepancies, testing 
proposals and dossiers should be examined by the Agency, which will rely on a European 
network of evaluation agencies and institutes. However, it is also for the Agency to help 
produce dossiers and propose recommendations. (Françoise Grossetête)

Amendment by Carl Schlyter, Caroline Lucas, Hiltrud Breyer

Amendment 766
Article 40, paragraph 3

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

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

Or. en

Justification

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

Amendment by Françoise Grossetête

Amendment 767
Article 40, paragraph 3 a (new)

3a. The Agency shall draw up an annual 
plan for the evaluation of the registration 
dossiers, with particular regard to 
assessment of their overall quality. This 
plan shall be published on the Agency's 
Internet site.

Or. fr
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Justification

As part of a harmonised procedure, and in order to avoid any disparities, examination of the 
testing proposals and of the dossiers should be managed by the Agency, which will be able to 
draw on a European network of evaluation agencies and institutes. It should also fall to the 
Agency to help in the production of the dossiers and to put forward recommendations 
concerning presentation.

Amendment by Guido Sacconi, Chris Davies, Carl Schlyter and Jonas Sjöstedt

Amendment 768
Article 40, paragraph 3 a (new)

3a. The Agency shall establish an annual 
evaluation plan for registration dossiers, in 
particular to evaluate their overall quality. 
The plan shall specify, in particular, the 
minimum percentage of registration 
dossiers to be evaluated during that period.   
This percentage shall not be lower than 5% 
of the average amount of registration 
dossiers of the last three years. The plan 
shall be published on the Agency’s website.

Or. en

Justification

Seeks at strengthening the Agency's role in the evaluation of chemicals, while at the same 
time making the best possible use of the available resources, and especially of the expertise 
resources already present in the Member States.

Linked to the amendments tabled on Title VI by the same authors. This package of 
amendments will replace amendments 34 to 36 and 38 to 49 of the draft report.

In particular, this amendment covers amendment 34 in the draft report.

Amendment by Gyula Hegyi

Amendment 769
Article 40, paragraph 3 a (new)

3a. The competent authority shall verify the 
content of the registration randomly, in at 
least in 5% of the cases, in accordance with 
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paragraph 1 (a) and (b).

Or. en

Justification

There is currently no mandatory evaluation of the quality and content of the registration 
dossiers, as the Agency will only check for completeness (Article 18(2)). Given that a recent 
evaluation by Competent Authorities of Member States found that only 31% of safety data 
sheets were fully accurate, we consider it vital that an audit of at least 5% of the dossiers is 
required in order to ensure and motivate company to submit accurate information.

Amendment by Guido Sacconi, Chris Davies, Carl Schlyter, Jonas Sjöstedt + Françoise 
Grossetête

Amendment 770
Article 40, paragraph 3 b (new)

3b. The Agency shall prepare an annual 
report on the results of the evaluation of 
the registration dossiers. This report shall 
include, in particular, recommendations to 
registrants in order to improve the quality 
of future registrations. The report shall be 
published on the Agency’s website.

Or. en

Justification

Seeks to strengthen the Agency's role in the evaluation of chemicals, while at the same time 
making the best possible use of the available resources, and especially of the expertise 
resources already present in the Member States.

Linked to the amendments tabled on Title VI by the same authors. This package of 
amendments will replace amendments 34 to 36 and 38 to 49 of the draft report.

In particular, this amendment covers amendment 34 in the draft report (Guido Sacconi & 
others).

As part of a harmonised procedure, and in order to avoid any disparities, examination of the 
testing proposals and of the dossiers should be managed by the Agency, which will be able to 
draw on a European network of evaluation agencies and institutes. It should also fall to the 
Agency to help in the production of the dossiers and to put forward recommendations 
concerning presentation. (Françoise Grossetête)
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Amendment by Werner Langen

Amendment 771
Article 41, paragraph 1

1. The competent authority shall examine 
any information submitted in consequence 
of a decision taken under Articles 39 or 40, 
and draft any appropriate decisions in 
accordance with Article 39 or 40, if 
necessary.

1. The Agency shall examine any 
information submitted in consequence of a 
decision taken under Article 40, and draft 
any appropriate decisions in accordance with 
Article 40, if necessary.

Or. de

Amendment by Werner Langen and Richard Seeber

Amendment 772
Article 41, paragraph 2

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

2. Once the dossier evaluation is completed, 
the Agency shall inform the Commission, 
the registrant and the competent authorities
of the Member States on its conclusions as 
to whether or how to use the information 
obtained for the purposes of Articles 56(3) 
and 66(2).

Or. de

Justification

The evaluation process stops here unless the Agency decides, in accordance with Article 43a 
bis, that a substance evaluation is needed and justified. (Richard Seeber) 

Amendment by Anja Weisgerber

Amendment 773
Article 41, paragraph 2
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2. Once the dossier evaluation is completed, 
the competent authority shall use the 
information obtained from this evaluation 
for the purposes of Articles 43a bis (1),
56(3) and 66(2), and shall transmit the 
information obtained to the Commission, the 
Agency and the other Member States. The 
competent authority shall inform the 
Commission, the Agency, the registrant and 
the competent authorities of the other 
Member States on its conclusions as to 
whether or how to use the information 
obtained.

2. Once the dossier evaluation is 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 on its 
conclusions as to whether or how to use the 
information obtained.

Or. de

Justification

Linked to amendment to Article 38.

Amendment by Carl Schlyter, Caroline Lucas and Hiltrud Breyer

Amendment 774
Article 41, paragraph 2

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

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

Or. en

Justification

A competent authority should also be entitled to act if the chemical safety assessment is found 
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to be inadequate. This could help to ensure good quality of the chemical safety assessment  
and avoid never-ending disputes between the authorities and registrants.

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

Amendment 775
Article 41, paragraph 2

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

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

Or. en

Justification

Seeks at strengthening the Agency's role in the evaluation of chemicals, while at the same 
time making the best possible use of the available resources, and especially of the expertise 
resources already present in the Member States.

Linked to the amendments tabled on Title VI by the same authors. This package of 
amendments will replace amendments 34 to 36 and 38 to 49 of the draft report.

Amendment by Werner Langen

Amendment 776
Article 42

Article deleted

Or. de

Justification

There is no provision for the submission of testing proposals: all relevant information 
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concerning safe use will have been submitted when the substance was registered. There is 
therefore no need for examination by the competent authority or the Agency.
Furthermore, waiting for a decision by authorities for up to five years following submission of 
testing proposals is unacceptable.

Amendment by Guido Sacconi, Ria Oomen-Ruijten, Chris Davies, Carl Schlyter + Elisabeth 
Jeggle, Thomas Ulmer, Anja Weisgerber + Richard Seeber

Amendment 777
Article 42, paragraph 1

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

deleted

Or. en

Justification

Seeks at strengthening the Agency's role in the evaluation of chemicals, while at the same 
time making the best possible use of the available resources, and especially of the expertise 
resources already present in the Member States.

Linked to the amendments tabled on Title VI by the same authors. This package of 
amendments will replace amendments 34 to 36 and 38 to 49 of the draft report. (Guido 
Sacconi & others) 

Deletion of paragraph 1 is linked to Amendment 15 to Article 38. Deletion of paragraphs 3 
and 4 is linked to Amendments 5 to 7 to Articles 26 to 26b. (Elisabeth Jeggle and others) 

For reasons of simplification and concentration of the process, the Agency should be in 
charge of all evaluation tasks and should have sole decision power on all aspects of 
evaluation, for the purposes of consistency, legal certainty and efficiency. (Richard Seeber) 

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

Amendment 778
Article 42, paragraph 2

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

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



AM\565933EN.doc 21/89 PE 357.821v01-00

EN

Agency.

Or. en

Justification

Seeks at strengthening the Agency's role in the evaluation of chemicals, while at the same 
time making the best possible use of the available resources, and especially of the expertise 
resources already present in the Member States.

Linked to the amendments tabled on Title VI by the same authors. This package of 
amendments will replace amendments 34 to 36 and 38 to 49 of the draft report. (Guido 
Sacconi & others) 

Amendment by Elisabeth Jeggle, Thomas Ulmer and Anja Weisgerber

Amendment 779
Article 42, paragraph 3 and 4

3. In the case of phase-in substances, the 
competent authority shall prepare the draft 
decisions in accordance with Article 39(2):

deleted

(a) within 5 years of the entry into force of 
this Regulation for all registrations 
received within the deadline referred to in 
Article 21 (1) containing proposals for 
testing in order to fulfil the information 
requirements in Annexes VII and VIII;
(b) within 9 years of the entry into force of 
this Regulation for all registrations 
received within the deadline referred to in 
Article 21 (2) containing proposals for 
testing in order to fulfil the information 
requirements in Annex VII only;
(c) after the deadlines set in points (a) and 
(b) for any registrations containing testing 
proposals received within the deadline 
referred to in Article 21 (3).

Or. de

Justification

Deletion of paragraph 1 is linked to Amendment 15 to Article 38. Deletion of paragraphs 3 
and 4 is linked to Amendments 5 to 7 to Articles 26 to 26b.
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Amendment by Chris Davies

Amendment 780
Article 42, paragraph 3, points (a) and (b)

(a) within 5 years of the entry into force of 
this Regulation for all registrations received 
within the deadline referred to in Article 21 
(1) containing proposals for testing in order 
to fulfil the information requirements in 
Annexes VII and VIII;

(a) within 5 years of the entry into force of 
this Regulation for all registrations received 
within the deadline referred to in Article 21 
(1) containing proposals for testing in order 
to fulfil the information requirements in 
Annexes V to VIII;

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

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

Or. en

Justification

Linked to Amendments of Recital 47, Article 11 (1) and Article 39 (1).

Amendment by Richard Seeber

Amendment 781
Article 42, paragraph 3, points (a), (b) and (c)

(a) within 5 years of the entry into force of 
this Regulation for all registrations received 
within the deadline referred to in Article 21 
(1) containing proposals for testing in order 
to fulfil the information requirements in 
Annexes VII and VIII;

(a) within 5 years after the date of the 
submission of the testing proposal for all 
registrations received within the deadline 
referred to in Article 21 (1), and

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

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

(c) after the deadlines set in points (a) and 
(b) for any registrations containing testing 
proposals received within the deadline 

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

Or. en

Justification

See AM to Art. 9 1 (a) (ix).

Amendment by Johannes Blokland

Amendment 782
Article 42, paragraph 3, point (b) a (new)

(ba) within 12 years of the entry into force 
of this Regulation for all registrations 
received within the deadline referred to in 
Article 21 (3) containing proposals for 
testing in order to fulfil the information 
requirements in Annex VII only; 

Or. nl

Justification

A new paragraph is inserted in Article 21 concerning substances which have to be registered 
after nine years. This also requires the insertion of a new paragraph in this article (Blokland 
priority package).

Amendment by Johannes Blokland

Amendment 783
Article 42, paragraph 3, point (c)

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

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

Or. nl

Justification

A new paragraph is inserted in Article 21 concerning substances which have to be registered 
after nine years. This also requires the insertion of a new paragraph in this article (Blokland 
priority package).
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Amendment by Caroline Lucas, Carl Schlyter and Hiltrud Breyer

Amendment 784
Article 42, paragraph 3, point (c)

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

(c) within 14 years of the entry into force of 
this Regulation for any registrations 
containing testing proposals received within 
the deadline referred to in Article 21 (3).

Or. en

Justification

There should also be a clear deadline for the evaluation of testing proposals for substances 
between 1 and 10 tonnes.

Amendment by Guido Sacconi, Ria Oomen-Ruijten, Chris Davies, Carl Schlyter + Richard 
Seeber

Amendment 785
Article 42, paragraph 4

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

deleted

Or. en

Justification

Seeks at strengthening the Agency's role in the evaluation of chemicals, while at the same 
time making the best possible use of the available resources, and especially of the expertise 
resources already present in the Member States.

Linked to the amendments tabled on Title VI by the same authors. This package of 
amendments will replace amendments 34 to 36 and 38 to 49 of the draft report. (Guido 
Sacconi)

For reasons of simplification and concentration of the process, the Agency should be in 
charge of all evaluation tasks and should have sole decision power on all aspects of 
evaluation, for the purposes of consistency, legal certainty and efficiency. (Richard Seeber)
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Amendment by Guido Sacconi, Ria Oomen-Ruijten, Chris Davies and Carl Schlyter

Amendment 786
Article 42, paragraph 4 a (new)

4a. The list of registration dossiers being 
evaluated under Article 39, shall be 
available to Member States.

Or. en

Justification

Seeks at strengthening the Agency's role in the evaluation of chemicals, while at the same 
time making the best possible use of the available resources, and especially of the expertise 
resources already present in the Member States.

Linked to the amendments tabled on Title VI by the same authors. This package of 
amendments will replace amendments 34 to 36 and 38 to 49 of the draft report.

Amendment by Caroline Lucas, Carl Schlyter, Hiltrud Breyer

Amendment 787
Article 42, paragraph 4 a (new)

4a. The information requirements shall be 
fulfilled within two years after the 
finalisation of the evaluation of the testing 
proposals.

Or. en

Justification

There should also be a clear deadline for the actual carrying out of the testing.

Amendment by Guido Sacconi, Ria Oomen-Ruijten, Chris Davies, Carl Schlyter + Werner 
Langen + Richard Seeber

Amendment 788
Article 43, paragraph 1

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

deleted
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accordingly.

Or. en

Justification

Seeks at strengthening the Agency's role in the evaluation of chemicals, while at the same 
time making the best possible use of the available resources, and especially of the expertise 
resources already present in the Member States.

Linked to the amendments tabled on Title VI by the same authors. This package of 
amendments will replace amendments 34 to 36 and 38 to 49 of the draft report. (Guido 
Sacconi & others) 

There is no provision for the submission of testing proposals: all relevant information 
concerning safe use will have been submitted when the substance was registered. (Werner 
Langen)

For reasons of simplification and concentration of the process, the Agency should be in 
charge of all evaluation tasks and should have sole decision power on all aspects of 
evaluation, for the purposes of consistency, legal certainty and efficiency. (Richard Seeber)

Amendment by Werner Langen and Richard Seeber

Amendment 789
Article 43, paragraph 3

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

deleted

Or. de

Justification

There is no provision for the submission of testing proposals: all relevant information 
concerning safe use will have been submitted when the substance was registered. (Werner 
Langen)

For reasons of simplification and concentration of the process, the Agency should be in 
charge of all evaluation tasks and should have sole decision power on all aspects of 
evaluation, for the purposes of consistency, legal certainty and efficiency. (Richard Seeber)
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Amendment by Guido Sacconi, Ria Oomen-Ruijten, Chris Davies and Carl Schlyter

Amendment 790
Article 43, paragraph 3

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

3. The list of registration dossiers being 
evaluated under Article 40, shall be 
available to Member States.

Or. en

Justification

Seeks at strengthening the Agency's role in the evaluation of chemicals, while at the same 
time making the best possible use of the available resources, and especially of the expertise 
resources already present in the Member States.

Linked to the amendments tabled on Title VI by the same authors. This package of 
amendments will replace amendments 34 to 36 and 38 to 49 of the draft report.

Amendment by Dagmar Roth-Behrendt

Amendment 791
Article 43 -a (new)

CHAPTER 2A
SCREENING OF REGISTRATION 
DOSSIERS FOR SUBSTANCES IN 
QUANTITIES OF 1 TO 10 TONNES

Article 43 -a
Identification of substances subject to 

further information requirements
1. With a view to identify substances for 
which information set out in Annex V shall 
be submitted, the Agency may perform a 
screening of all registration dossiers 
submitted for substances that have only 
been registered in quantities below 10 
tonnes to identify those which meet at least 
two of the criteria set out below:
(a) substances with possible high exposure 
because of:
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(i) consumer use; or
(ii) dispersive professional use; or
(iii) dispersive industrial use; 
(b) substances for which least information 
has been submitted on human health or 
environmental properties;
(c) substances for which scientific evidence
indicates that they are likely to meet the 
criteria for classification as carcinogenic, 
mutagenic or toxic for reproduction, 
category 1 or 2, or to fulfil the criteria in 
Annex XII, and least information on the 
indicated hazard property is available;
(d) substances which have been registered 
by at least 20 registrants; provided those 
registrants have not shown that there is 
no exposure, or scientific evidence has not 
indicated that  there is no hazard;
(e) substances for which results of 
enforcement or monitoring activities in the 
Member States have identified suspicions 
of risks to human health or the 
environment.
2. The Agency shall require registrants of 
substances identified as a result of the 
screening to submit the information set out 
in Annex V within 1 year, in accordance 
with Article 12. 
3. The Agency may suggest further 
screening criteria to the Commission. The 
Commission shall take a decision to include 
further  criteria in Annex IIIA in 
accordance with the procedure set out in 
Article 130 (3). 

Or. en

Justification

These amendments enable the Agency to identify substances for which no full Annex V data 
set is available and that could pose a high risk. For these priority substances missing 
information compared to that information set out in Annex V shall be generated and 
submitted by enterprises. The screening criteria cover empty dossier, suspicion of CMR and 
PBT, widespread exposure, cumulative volumes, and problems identified in enforcement 
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measures. In the interest of workability and proportionality, at least two of these criteria must 
be met for the substance to be selected. (amendment linked to amendment to Article 5, 
paragraph 4)

Amendment by Dagmar Roth-Behrendt

Amendment 792
Article 43 -a b (new)

Article 43 -ab
Elaboration of further information in case 

of multiple registrants
1. If multiple registrants are required to 
submit information set out in Annex V for 
the same substance, the Agency shall 
inform all those registrants of the identity 
of each other. They shall be jointly 
responsible for the generation of the 
information. 
2. All registrants of the same substance 
shall have three months to agree on who is 
to generate the information on behalf of all 
of them. In case of failure to reach an 
agreement, the Agency shall designate one 
of the registrants who shall generate the 
information.
3. The costs for the generation of the 
missing information needed to fulfil the 
requirements of Annex V shall be shared 
equally among all registrants of that 
substance unless another agreement has 
been reached.

Or. en

Justification

In case of multiple registrants only one data set will be generated and cost will be shared 
between all registrants of that substance.
(amendment linked to Article 5, paragraph 4)
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Amendment by Dagmar Roth-Behrendt

Amendment 793
Article 43 -a c (new)

Article 43 -ac 
Examination of further information

1. The Agency shall examine the 
information submitted as a result of this 
Chapter and shall draft any appropriate 
decision in accordance with Article 40, if 
necessary.
2. The Agency shall inform the 
Commission, the Member States and the 
registrant of its conclusions, if it advises to 
select the substance for substance 
evaluation, or to introduce measures 
according to Titles VII or VIII. 

Or. en

Justification

For information submitted for priority substances identified as a result of the screening, a 
dossier evaluation – compliance  check – will be performed, and, if necessary, other parts of 
the REACH system as set out in the Commission proposal may be applied. 
(amendment linked to Article 5, paragraph 4)

Amendment by Carl Schlyter, Caroline Lucas and Hiltrud Breyer

Amendment 794
Article 43 (a) (new)

Article 43a
Minimum number of substance evaluations
Every year, the Agency shall determine a 
minimum number of substance evaluations 
that should be performed per year so as to 
contribute to the identification of 
substances requiring further examination 
or action. 

Or. en
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Justification

It is important to establish a minimum number of substance evaluations. This would improve 
the quality control and the identification of problematic substance.

Amendment by Dorette Corbey + Anja Weisgerber

Amendment 795
Article 43a, title

Criteria for substance evaluation Evaluation criteria and list of the priority 
substances for evaluation

Or. en

Justification

This amendment complements the rapporteur´s amendment 35. It is important that the criteria 
for evaluation address the potential synergetic effects from a mix of chemicals . Particular 
account should be taken of the effects on children in the perinatal phase as well as women. 
(Dorette Corbey)

Linked to amendment to Article 38. (Anja Weisgerber)

Amendment by Dorette Corbey 

Amendment 796
Article 43a, paragraph 1

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

1. In order to provide a harmonised 
approach, the Agency shall develop criteria 
for prioritising substances with a view to 
further evaluation. Prioritisation shall be on 
a risk-based approach. The criteria for 
evaluation shall include consideration of 
hazard data, exposure data, potential 
synergetic effects from a mix of chemicals, 
the effects on foetal development, the 
health of(pregnant) women and children,
and tonnage bands. The Agency shall take a 
decision on the criteria for the prioritisation 
of substances for further evaluation.

Or. en
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Justification

This amendment complements the rapporteur´s amendment 35. It is important that the criteria 
for evaluation address the potential synergetic effects from a mix of chemicals . Particular 
account should be taken of the effects on children in the perinatal phase as well as women.

Amendment by Guido Sacconi, Ria Oomen-Ruijten, Chris Davies, Carl Schlyter + Anja 
Weisgerber + Françoise Grossetête

Amendment 797
Article 43a, paragraph 1

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

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

Or. en

Justification

Seeks at strengthening the Agency's role in the evaluation of chemicals, while at the same 
time making the best possible use of the available resources, and especially of the expertise 
resources already present in the Member States.

Linked to the amendments tabled on Title VI by the same authors. This package of 
amendments will replace amendments 34 to 36 and 38 to 49 of the draft report. In particular 
this amendment covers amendment 35 in the draft report. (Guido Sacconi & others)

Linked to amendment to Article 38. (Anja Weisgerber)

In the interests of a harmonised regulation, the Agency should be responsible for drawing up 
the Community rolling plan. However, in order to facilitate the design of the rolling plan and 
Member State involvement in determining its final form, it is essential that the Agency, in 
liaison with the Member States, propose the criteria enabling a decision on what the priority 
evaluation substances should be. (Françoise Grossetête)
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Amendment by Christofer Fjellner

Amendment 798
Article 43a, paragraph 1

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

In order to provide a harmonised 
approach, the Agency shall develop 
criteria for prioritising substances with a 
view to further evaluation. Prioritisation 
shall be on a risk-based approach. The 
criteria for evaluation shall include 
consideration of hazard data, exposure 
data and tonnage bands. The Agency 
shall take a decision on the criteria for 
the prioritisation of substances for 
further evaluation. Member States shall 
use these criteria for preparing their 
rolling plans. A point of departure for 
both the prioritisation criteria and the 
subsequent evaluation shall be that the 
available personnel resources are 
primarily used to evaluate substances 
for which there is good reason to 
suspect that their use may constitute a 
manifest risk to human health or the 
environment.

Or. sv

Justification

As we have limited personnel resources, we must give top priority to the most risky 
substances. This wording clarifies that prioritisation.

Amendment by Alessandro Foglietta, Adriana Poli Bortone, Cristiana Muscardini, Sergio 
Berlato + Marcello Vernola, Amalia Sartori, Guido Podestà, Giuseppe Castiglione, Renato 

Brunetta, Lorenzo Cesa, Gianni De Michelis and Miroslav Mikolášik

Amendment 799
Article 43a, paragraph 1

In order to provide a harmonised approach, 
the Agency shall develop criteria for 
prioritising substances with a view to 
further evaluation. Prioritisation shall be 
on a risk-based approach. The criteria for 
evaluation shall include consideration of 

In order to provide a harmonised approach 
based on the risks involved in decisions on 
substance selection, the Agency shall 
develop criteria for the further evaluation of 
substances.  The criteria for evaluation shall 
include consideration of hazard data, 
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hazard data, exposure data and tonnage 
bands. The Agency shall take a decision on 
the criteria for the prioritisation of 
substances for further evaluation. Member 
States shall use these criteria for preparing 
their rolling plans.

exposure data and tonnage bands. These 
criteria shall specify the circumstances 
under which the information supplied 
under Title II and the dossier evaluation 
mentioned in Title VI are considered 
insufficient for evaluating and managing 
the risk level of a substance and its 
identified use(s).

Or. it

Justification

The Agency should base its evaluation decisions on harmonised and transparent criteria. 
This amendment should be taken in conjunction with the other amendments tabled to the 
articles of Title VI, Substance Evaluation (Alessandro Foglietta and others).

The Agency should base its evaluation decisions on harmonised and transparent criteria, e.g.:
- considerations relating to information requirements falling outside the scope of 

Annexes V to VIII;
- presence in the findings of the dossier evaluation of several registrations of the 

same substance or similar substances; 
- need to reconcile divergent findings of the dossier evaluation in respect of  several 

registrations of the same substance or similar substances.  
This amendment should be taken in conjunction with the other amendments tabled to the 
articles of Title VI, Substance Evaluation (Marcello Vernola and others).
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Amendment by Dorette Corbey

Amendment 800
Article 43a, paragraph 1 a (new)

1a. The Agency shall use such criteria for 
the purpose of compiling a list of priority 
substances for evaluation. The Agency 
shall adopt that list on the basis of an 
opinion drawn up by the Member State 
Committee. Substances shall be included 
on the list if there are grounds for 
considering (either on the basis of a dossier 
evaluation carried out by one of the 
competent authorities referred to in Article 
38 or on the basis of any other appropriate 
source, including information contained in 
the registration dossiers) that a given 
substance constitutes a risk to health or to 
the environment, in particular on account 
of one of the following circumstances:
(a) structural similarity of the substance 
with known substances of concern or with 
substances which are persistent and liable 
to bio-accumulate, suggesting that the 
substance or one or more of its 
transformation products has properties of 
concern or is persistent and liable to 
bioaccumulate;
(b) aggregated tonnage from the 
registrations submitted by several 
registrants;
(c)potential synergetic effects from a mix of 
chemicals; 
(d) potential effects on foetal development 
and the health of women and children. 

Or. en

Justification

Linked to amendment to Article 43a, this amendments complements the rapporteur´s 
amendment 36.
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Amendment by Mojca Drčar Murko

Amendment 801
Article 43a a (new)

a. The Agency may perform a screening of 
all registration dossiers submitted for 
substances that have only been registered 
in quantities below 10 tonnes, with a view 
to identifying substances for which further 
information shall be submitted according to 
any combination of the criteria set out in 
Annex IC.
The Agency shall also specify, for each 
combination of criteria selected, whether 
all or specific information in Annex V is to 
be submitted.
The Agency shall conduct a first screening 
of registration dossiers no later than [13] 
years after the entry into force of the 
Regulation.
b. The Agency shall inform the registrants 
of the substances identified as a result of 
the screening of this fact, as well as of the 
further information to be submitted. The 
Agency shall also publish a list of 
substances resulting from any screening on 
its website.
c. Registrants of substances published 
identified as a result of the screening shall 
submit all the information set out in Annex 
V, or specific information, as indicated by 
the Agency, within [3] years, in accordance 
with Article 12.
d. The Commission may, after consulting 
with the Agency, take a decision to include 
further criteria in Annex IC, or amend 
criteria already included, in accordance 
with the procedure set out in Article 130(3).

Or. en

Justification

Existing Article 43 a to be renumbered as Article 43 a (1).
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In order to permit effective prioritisation for the purposes of enhanced information gathering, 
it is appropriate to focus on those dossiers where there is the greatest probability that this 
further information will contribute to the effective management of risk. Dossiers satisfying 
two or more of the prioritisation criteria listed in Annex IC (new) should be afforded a higher 
degree of priority. These criteria would also increase effectiveness of the dossier evaluation 
process by providing an equivalent prioritisation mechanism for the selection of low volume 
substance dossiers for evaluation. Depending on the combination of criteria selected, the 
Agency shall also specify whether all the information in Annex V is to be submitted, or 
whether only specific information is required. This would enable the entire information set to 
be requested whenever this was considered necessary, or alternatively to assist further 
prioritisation by requesting only relevant information. It should, for example, be possible to 
request only the ecotoxicological endpoints in cases when only environmental concerns were 
probable. The information required shall be specified in order to ensure legal certainty. It 
should also be possible for the Agency to conduct more than one screening, in order to permit 
a more effective use of the Agency’s resources.

In order to improve access to information and assist SMEs, it is also appropriate to make the 
list of prioritised substances available on the Agency’s website.

Dossiers for prioritised substances should be updated within a specified period of time.

It should be possible to include new prioritisation criteria in Annex IC, or amend existing 
ones, in order to reflect new concerns, as well as in the light of experience. Article 128 
already provides that the Annexes may be amended through the regulatory comitology 
procedure.

Amendment by Françoise Grossetête, Guido Sacconi, Chris Davies, Jonas Sjöstedt, Lena Ek, 
Alexander Lambsdorff, Jorgo Chatzimarkakis and Holger Krahmer

Amendment 802
Article 43a bis, title

Competent authority Community rolling plan

Or. fr

Justification

In the interests of greater efficiency, it seems important that there should be one single 
Community rolling plan, rather than a superposition of national rolling plans. Also, it falls to 
the Agency to implement this rolling plan, which should be sensitive to the concerns of the 
Member States. 

In order to meet its obligations under this article, the Agency must be able to draw not just on 
its internal resources, but also on a network of institutes and agencies working alongside it. 
As regards the distribution of tasks, the Agency should take into account the proposals 
formulated by the Member States and the features of the applications made by those bodies. 
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(Françoise Grossetête)

Seeks to strengthen the Agency's role in the evaluation of chemicals, while at the same time 
making the best possible use of the available resources, and especially of the expertise 
resources already present in the Member States.

Linked to the amendments tabled on Title VI by the same authors. This package of 
amendments will replace amendments 34 to 36 and 38 to 49 of the draft report. 

In particular, this amendment covers amendments 36, 38, 39, 40 and 41 in the draft report. 
(Guido Sacconi & others)

Amendment by Elisabeth Jeggle, Thomas Ulmer and Anja Weisgerber

Amendment 803
Article 43a bis, paragraph 1

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

1. On the basis of the prioritisation of 
criteria under Article 43a, the Agency shall 
establish a list of priority substances for 
evaluation in respect of which, in 
particular as a result of the dossier 
evaluation under Article 38, the 
notifications under Articles 20, 22 and 35
or information from any other relevant 
source, including information in the 
registration dossier(s), it has reasons for 
suspecting that a substance presents a risk to 
health or the environment, in particular on 
the basis of either of the following:

Or. de

Justification

To simplify the procedure and prevent imbalances in Member States because of differing 
decentralised administration methods, the Agency should be given the task, in connection with 
substance evaluation, of drawing up the list of substances for priority evaluation and of 
determining the Member States to be responsible for evaluating individual substances. Details 
of the substances to be evaluated should be published; that would make the procedure more 
transparent.

Amendment by Werner Langen

Amendment 804
Article 43a bis, paragraph 1
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1. A Member State shall include a 
substance in a rolling plan, with the aim of 
becoming competent authority for the 
purposes of Articles 44, 45 and 46, if that 
Member State, either as a result of a 
dossier evaluation by its competent 
authority referred to under Article 38 or 
from any other relevant source, including 
information in the registration dossier(s), 
has reasons for suspecting that the 
substance presents a risk to health or the 
environment, in particular on the basis of 
either of the following:

Should the Agency consider it necessary to 
carry out a substance evaluation, it shall 
take a decision in accordance with Articles 
43a, 48 and 49.

(a) structural similarity of the substance 
with known substances of concern or with 
substances which are persistent and liable 
to bio-accumulate, suggesting that the 
substance or one or more of its 
transformation products has properties of 
concern or is persistent and liable to bio-
accumulate; 

In the event of a positive decision, the 
Agency shall include the substance 
concerned in a rolling plan for the 
purposes of Articles 44 to 46. That plan 
shall be given priority in the light of the 
risk presented.

(b) aggregated tonnage from the 
registrations submitted by several 
registrants.

Or. de

Justification

A substance evaluation can be initiated only if the criteria under Article 43 are met.

A more extensive evaluation would be carried out by the Agency only if the substance and its 
uses met the criteria set out in Article 43a for such an evaluation.

The procedure is superfluous: the Agency itself would draw up the rolling plan.

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

Gutiérrez-Cortines and María del Pilar Ayuso González

Amendment 805
Article 43aa, paragraph 1

1. A Member State shall include a 
substance in a rolling plan, with the aim of 

1. Where the Agency considers that a 
substance needs to be evaluated, it shall take 
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becoming competent authority for the 
purposes of Articles 44, 45 and 46, if that 
Member State, either as a result of a 
dossier evaluation by its competent 
authority referred to under Article 38 or 
from any other relevant source, including 
information in the registration dossier(s), 
has reasons for suspecting that the 
substance presents a risk to health or the 
environment, in particular on the basis of 
either of the following: 

a decision on the basis of Articles 43a, 48 
and 49. If the decision is positive, the 
Agency shall include the substance in a 
rolling plan for the purposes of Articles 44 
to 46. The rolling plan shall be prioritised 
using a risk-based approach. 

(a) structural similarity of the substance 
with known substances of concern or with 
substances which are persistent and liable 
to bio-accumulate, suggesting that the 
substance or one or more of its 
transformation products has properties of 
concern or is persistent and liable to bio-
accumulate; 
(b) aggregated tonnage from the 
registrations submitted by several 
registrants.

Or. it

Justification

It should only be possible to undertake evaluation of a substance if the criteria of Article 43a 
are  met. This amendment should be taken in conjunction with the other amendments tabled to 
the articles of Title VI, Substance Evaluation.
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Amendment by Karin Scheele

Amendment 806
Article 43a bis, paragraph 1

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

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

(a) structural similarity of the substance 
with known substances of concern or with 
substances which are persistent and liable 
to bio-accumulate, suggesting that the 
substance or one or more of its 
transformation products has properties of 
concern or is persistent and liable to bio-
accumulate; 

(b) aggregated tonnage from the 
registrations submitted by several 
registrants.

Or. de

Justification

As substances to be evaluated would be selected in accordance with the Agency's guidelines 
(cf. Article 43a), and since reasons would be given for any decision under Article 44 which 
required further checks, it is proposed that the grounds for substance evaluation should not 
be further circumscribed, thus ensuring that the substance evaluation procedure would be 
sufficiently flexible to be applicable to new types of risk, too.
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Amendment by Guido Sacconi, Chris Davies, Jonas Sjöstedt, Lena Ek, Alexander 
Lambsdorff, Jorgo Chatzimarkakis and Holger Krahmer

Amendment 807
Article 43a bis, paragraph 1

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

1. The Agency shall establish a draft
Community rolling plan for the purposes of 
Articles 44, 45 and 46, on the basis of the 
criteria established under Article 43 a and
if, either as a result of a dossier evaluation or 
from any other relevant source, including 
information in the registration dossier(s), it
has reasons for suspecting that the substance 
presents a risk to health or the environment, 
in particular for example on the basis of 
either of the following:

(a) structural similarity of the substance with 
known substances of concern or with 
substances which are persistent and liable to 
bio-accumulate, suggesting that the 
substance or one or more of its 
transformation products has properties of 
concern or is persistent and liable to bio-
accumulate;

(a) structural similarity of the substance with 
known substances of concern or with 
substances which are persistent and liable to 
bio-accumulate, suggesting that the 
substance or one or more of its 
transformation products has properties of 
concern or is persistent and liable to bio-
accumulate;

(b) aggregated tonnage from the 
registrations submitted by several 
registrants.

(b) aggregated tonnage from the 
registrations submitted by several 
registrants.

The Agency shall submit its draft rolling 
plan to Member States by 31 December of 
each year.
1a. Member States may provide their 
comments, including proposals to include 
additional substances, on the content of the 
draft rolling plan to the Agency, and 
propose to take charge of an evaluation 
through national organisms by 31 January 
of each year. A Member State may not 
propose to take charge of the evaluation of 
a substance which it has itself proposed to 
add to the draft rolling plan.
1a bis. The Agency shall be responsible for 
the evaluation of the substances included in 
the Community rolling plan. To perform 
these evaluations the Agency may rely on 
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the organism(s) designated for that purpose 
by each Member State, selecting them on 
the basis of Member States' requests 
formulated in accordance with paragraph 
1a.

Or. en

Justification

See justification of the same authors on previous amendment on art. 43a bis.

Amendment by Françoise Grossetête

Amendment 808
Article 43a bis, paragraph 1

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

1. The Agency shall draw up a draft 
Community rolling plan (deletion) for the 
purposes of Articles 44, 45 and 46, on the 
basis of the criteria set out in Article 43a 
and if it considers either as a result of a 
dossier evaluation or from any other relevant 
source, including information in the 
registration dossier(s), that the substance 
presents a risk to health or the environment, 
for example on the basis of either of the 
following:

(a) structural similarity of the substance with 
known substances of concern or with 
substances which are persistent and liable to 
bio-accumulate, suggesting that the 
substance or one or more of its 
transformation products has properties of 
concern or is persistent and liable to bio-
accumulate;

(a) structural similarity of the substance with 
known substances of concern or with 
substances which are persistent and liable to 
bio-accumulate, suggesting that the 
substance or one or more of its 
transformation products has properties of 
concern or is persistent and liable to bio-
accumulate;

(b) aggregated tonnage from the 
registrations submitted by several 
registrants.

(b) aggregated tonnage from the 
registrations submitted by several 
registrants.

The Agency shall submit the draft rolling 
plan to the Member States before 
31 December each year.
1a. Member States may, before 31 January 
each year, present to the Agency their 
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comments on the content of the draft plan, 
suggest the inclusion of new substances in 
the rolling plan and propose that 
responsibility for an evaluation be awarded 
to national bodies.
1b. The Agency shall be responsible for the 
evaluation of the substances listed on the 
Community rolling plan. The Agency may, 
for the performance of substance 
evaluations, turn to the expert bodies 
appearing on the list drawn up pursuant to 
Article 83, which it shall select with due 
regard for the requests made by Member 
States pursuant to paragraph 1a.

Or. fr

Justification

See justification of the same author on previous amendment on Article 43a bis.

Amendment by Elisabeth Jeggle, Thomas Ulmer and Anja Weisgerber

Amendment 809
Article 43a bis, paragraph 2

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

2. The Agency shall publish the list on its 
website. The Agency shall consult in 
advance the Member State Committee 
provided for in Article 72(1)(e), hereinafter 
“the Member State Committee”.

Or. de

Justification

See same authors' justification for previous amendment to Article 43a bis.
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Amendment by Marcello Vernola, Amalia Sartori, Guido Podestà, Giuseppe Castiglione, 
Renato Brunetta, Lorenzo Cesa, Gianni De Michelis and Miroslav Mikolášik, Cristina 

Gutiérrez-Cortines, María del Pilar Ayuso González + Werner Langen

Amendment 810
Article 43aa, paragraph 2

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

2. No later than 28 February of each year, 
the Agency shall propose a rolling plan for 
approval by the Member State Committee. 
This rolling plan shall cover a three-year 
period, shall be updated annually, and shall 
specify the substances which the Agency 
intends to evaluate each year. The Agency 
shall inform the registrant(s) and shall 
publish the rolling plan on its web-site.

Or. it

Justification

See justification by  the same authors to the previous amendment to Article 43aa.

Amendment by Françoise Grossetête

Amendment 811
Article 43a bis, paragraph 2

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

2. A rolling plan as referred to in 
paragraphs 1 and 1a shall cover a period of 
three years, updated annually, and shall 
specify the substances that will be evaluated 
each year at Community level by the 
Agency or, when the case arises, in the 
Member States that have made a request 
under Article 43a bis, paragraph 1b. The 
Agency shall submit the Community rolling 
plan to (deletion) the Member States by 28 
February each year.

Or. fr
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Justification

See justification of the same authors on previous amendment on art. 43a bis.

Amendment by Guido Sacconi, Chris Davies, Jonas Sjöstedt, Lena Ek, Alexander 
Lambsdorff, Jorgo Chatzimarkakis, Holger Krahmer + Françoise Grossetête

Amendment 812
Article 43a bis, paragraph 2

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

2. The rolling plan as referred to in 
paragraph 1 and paragraph 1a shall cover a 
period of three years, updated annually, and 
shall specify the substances which are 
planned to be evaluated each year at 
Community level either by the Agency, or, 
where applicable, in the Member States 
who have made a request in accordance 
with paragraph 1a. The Agency shall 
submit the Community rolling plan to the 
Member States by 28 February each year. 

Or. en

Justification

See justification of the same authors on previous amendment on art. 43a bis.

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

Cristina Gutiérrez-Cortines and María del Pilar Ayuso González

Amendment 813
Article 43a bis, paragraph 3

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

deleted

Or. de
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Justification

See same authors' justification for previous amendment to Article 43a bis.

Amendment by Elisabeth Jeggle, Thomas Ulmer and Anja Weisgerber

Amendment 814
Article 43a bis, paragraph 3

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

3. The list shall be updated yearly.

Or. de

Justification

See same authors' justification for previous amendment to Article 43a bis.

Amendment by Françoise Grossetête, Guido Sacconi, Chris Davies, Jonas Sjöstedt, Lena Ek, 
Alexander Lambsdorff, Jorgo Chatzimarkakis and Holger Krahmer

Amendment 815
Article 43a bis, paragraph 3

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

3. In cases where there have been no 
comments on the Community rolling plan, 
the Agency shall adopt this rolling plan. 
Otherwise, the Agency shall prepare a new 
draft rolling plan that shall be submitted to 
the Member States. If within 30 days no 
new comments have been issued on the 
content of the Community rolling plan, the 
Agency shall adopt it. If differences of 
opinion subsist, not least in the event of 
several Member States proposing different 
bodies for the evaluation of the same 
substance, the Agency shall submit the 
rolling plan to the Commission, which shall 
adopt in accordance with the procedure 
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referred to in Article 130, paragraph 3.

Or. fr

Justification

See justification of the same authors on previous amendment on Article 43a bis.

Amendment by Werner Langen, Françoise Grossetête, Anja Weisgerber, Guido Sacconi, 
Chris Davies, Jonas Sjöstedt, Lena Ek, Alexander Lambsdorff, Jorgo Chatzimarkakis, Holger 

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

and María del Pilar Ayuso González

Amendment 816
Article 43a bis, paragraph 4

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

deleted

The Agency shall refer the matter to the 
Member State Committee provided for in 
Article 72(1)(e), hereinafter “the Member 
State Committee”, in order to agree which 
authority shall be the competent authority, 
taking into account the principle that the 
allocation of substances among Member 
States shall reflect their proportion of the 
total Community gross domestic product. 
Wherever possible, priority shall be given to 
Member States that have already performed 
dossier evaluations of the substance in 
question under Articles 39 to 43;
If, within 60 days of the referral, the 
Member State Committee reaches 
unanimous agreement, the Member States 
concerned shall adopt their definitive 
rolling plans accordingly. The competent 
authority shall be the competent authority 
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of the Member State that has included the 
substance in its definitive rolling plan.
If the Member State Committee fails to 
reach a unanimous agreement, the Agency 
shall submit the conflicting opinions to the 
Commission, which shall decide which 
authority shall be the competent authority, 
in accordance with the procedure referred 
to in Article 130(3), and the Member States 
shall adopt their definitive rolling plans 
accordingly.

Or. de

Justification

See same authors' justification for previous amendment to Article 43a bis.

Amendment by Elisabeth Jeggle, Thomas Ulmer and Anja Weisgerber

Amendment 817
Article 43a bis, paragraph 4

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

4. In agreement with the Member State 
Committee, the Agency shall specify the 
Member States responsible for evaluation 
of the substances referred to in the list.

The Agency shall refer the matter to the 
Member State Committee provided for in 
Article 72(1)(e), hereinafter “the Member 
State Committee”, in order to agree which 
authority shall be the competent authority, 
taking into account the principle that the 
allocation of substances among Member 
States shall reflect their proportion of the 
total Community gross domestic product. 
Wherever possible, priority shall be given to 
Member States that have already performed 
dossier evaluations of the substance in 
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question under Articles 39 to 43;
If, within 60 days of the referral, the 
Member State Committee reaches 
unanimous agreement, the Member States 
concerned shall adopt their definitive 
rolling plans accordingly. The competent 
authority shall be the competent authority 
of the Member State that has included the 
substance in its definitive rolling plan. 
If the Member State Committee fails to 
reach a unanimous agreement, the Agency 
shall submit the conflicting opinions to the 
Commission, which shall decide which 
authority shall be the competent authority, 
in accordance with the procedure referred 
to in Article 130(3), and the Member States 
shall adopt their definitive rolling plans 
accordingly.

Or. de

Justification

See same authors' justification for previous amendment to Article 43a bis.

Amendment by Werner Langen, Anja Weisgerber, Marcello Vernola, Amalia Sartori, Guido 
Podestà, Giuseppe Castiglione, Renato Brunetta, Lorenzo Cesa, Gianni De Michelis, Miroslav 

Mikolášik, Cristina Gutiérrez-Cortines and María del Pilar Ayuso González

Amendment 818
Article 43a bis, paragraph 5

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

deleted

Or. de

Justification

See same authors' justification for previous amendment to Article 43a bis.
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Amendment by Elisabeth Jeggle, Thomas Ulmer and Anja Weisgerber

Amendment 819
Article 43 a bis, paragraph 5

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

5. The Member States specified, hereinafter 
“the competent authorities for the purposes 
of Articles 44, 45 and 46”, shall evaluate all 
substances in accordance with this 
Chapter.

Or. de

Justification

See same authors' justification for previous amendment to Article 43a bis.

Amendment by Guido Sacconi, Chris Davies, Jonas Sjöstedt, Lena Ek, Alexander 
Lambsdorff, Jorgo Chatzimarkakis, Holger Krahmer + Françoise Grossetête

Amendment 820
Article 43a bis, paragraph 5

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

5. The Agency shall publish the definitive 
rolling plans on its website.

Or. en

Justification

See justification of the same authors on previous amendment on art. 43a bis.

Amendment by Elisabeth Jeggle, Thomas Ulmer, Anja Weisgerber, Werner Langen, 
Françoise Grossetête, Guido Sacconi, Chris Davies, Jonas Sjöstedt, Lena Ek, Alexander 
Lambsdorff, Jorgo Chatzimarkakis, Holger Krahmer, Marcello Vernola, Amalia Sartori, 

Guido Podestà, Giuseppe Castiglione, Renato Brunetta, Lorenzo Cesa, Gianni De Michelis, 
Miroslav Mikolášik, Cristina Gutiérrez-Cortines and María del Pilar Ayuso González

Amendment 821
Article 43 a bis, paragraph 6

6. The competent authority identified in 
accordance with paragraphs 1 to 4 shall 

deleted
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evaluate all substances on its rolling plan 
in accordance with this Chapter.

Or. de

Justification

See same authors' justification for previous amendment to Article 43a bis.

Amendment by Guido Sacconi, Chris Davies and Jonas Sjöstedt

Amendment 822
Article 43a bis, paragraph 6 a (new)

6a. A Member State may notify the Agency 
at any time of a new substance, whenever it 
is in possession of information which 
suggests that there is a danger to the 
environment or to human health. The 
Agency shall, if justified, add that 
substance to the list of substances to be 
evaluated under the rolling plan. 

Or. en

Justification

See justification of the same authors on previous amendment on art. 43a bis.

Amendment by Dan Jørgensen, Åsa Westlund and Riitta Myller

Amendment 823
Article 43a bis, paragraph 6 a (new)

6a. A Member State may at any time add 
new substance(s) to their rolling plan 
should information emerge which leads to 
a concern regarding risk to human health 
and the environment. They must notify the 
Agency of their intention to add the 
substance to their rolling plan. Should 
more than one Member State notify the 
Agency regarding the same substance, the 
first Member State to notify the Agency 
should be appointed to evaluate the 
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substance.

Or. en

Justification

To ensure that Member States can decide to do a substance evaluation if new information 
emerges, whether the substance is on their rolling plan or not.

Amendment by Anne Ferreira, Marie-Noëlle Lienemann

Amendment 824
Article 43a bis, paragraph 6 a (new)

A Member State may at any time add a 
substance to its rolling plan if information 
emerges concerning a risk to human health 
or the environment. It shall inform the 
Agency of its intention to add that 
substance to its rolling plan.
Should more than one Member State make 
a notification to the Agency concerning the 
same substance, the Member State 
Committee shall decide which Member 
State is to perform the evaluation.

Or. fr

Justification

It is essential for the Member State authorities to be able to maintain the power of initiative to 
request that an evaluation be performed when new information emerges concerning a risk to 
health or the environment.

Amendment by Carl Schlyter, Caroline Lucas and Hiltrud Breyer

Amendment 825
Article 43a bis, paragraph 6 a (new)

6a. A Member State may notify the Agency 
at any time of a new substance, whenever it 
is in possession of information which 
suggests that there is a danger to the 
environment and to human health. The 
Agency shall, if justified, add that 
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substance to the list of substances to be 
evaluated under the rolling plan. 
However, in case the Agency decides not to 
add the substance to the list of substances 
to be evaluated, a Member State may decide 
to carry out an evaluation of that substance 
on its own. The Member State must notify 
the Agency of its intention to carry out an 
evaluation.

Or. en

Justification

It is important to ensure that Member States can decide to do a substance evaluation even if 
the Agency decides not to do so.

Amendment by Werner Langen

Amendment 826
Article 44, paragraph 1

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

1. If the Agency considers that, over and 
above the requirements of Articles 9, 12 
and 13, further information is required, it 
shall prepare a draft decision, stating 
reasons, requiring the registrant(s) to submit 
the further information. The decision shall 
be taken in accordance with the procedure 
laid down in Articles 48 and 49.

Or. de

Justification

Amendment following on from the fact that competence lies with the Agency, not the Member 
State authority.

Amendment by Anja Weisgerber

Amendment 827
Article 44, paragraph 1
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1. If the competent authority considers that 
further information is required for the 
purposes of clarifying the suspicion, referred 
to in Article 43a bis (1), including, if 
appropriate, information not required in 
Annexes V to VIII, it shall prepare a draft 
decision, stating reasons, requiring the 
registrant(s) to submit the further 
information. The decision shall be taken in 
accordance with the procedure laid down in 
Articles 48 and 49.

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

Or. de

Justification

Linked to amendment to Article 38.

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

Amendment 828
Article 44, paragraph 1

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

1. If the Agency considers that further 
information is required in addition to the 
file containing the essential data under 
Article 9 and to the registrant's proposal 
for testing, it shall prepare a draft decision, 
stating reasons and including a risk 
analysis, requiring the registrant(s) to submit 
the further information. The decision shall 
be taken in accordance with the procedure 
laid down in Articles 48 and 49. 

Or. it

Justification

The criteria for requesting further information should be risk-based. This amendment should 
be taken in conjunction with the other amendments tabled to the articles of Title VI, Substance 
Evaluation.
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Amendment by Françoise Grossetête

Amendment 829
Article 44, paragraph 2

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

deleted

Or. fr

Justification

In the interests of greater efficiency, it seems important that there should be one single 
Community rolling plan, rather than a superposition of national rolling plans. Also, it falls to 
the Agency to implement this rolling plan, which should be sensitive to the concerns of the 
Member States. (Françoise Grossetête)

Amendment by Françoise Grossetête

Amendment 830
Article 44, paragraph 3

3. A draft decision requiring further 
information from registrant(s) shall be 
prepared within 12 months of the 
publication of the rolling plan on the 
Agency’s website.

deleted

Or. fr

Justification

In the interests of greater efficiency, it seems important that there should be one single 
Community rolling plan, rather than a superposition of national rolling plans. Also, it falls to 
the Agency to implement this rolling plan, which should be sensitive to the concerns of the 
Member States. (Françoise Grossetête)

Amendment by Anja Weisgerber

Amendment 831
Article 44, paragraph 3

3. A draft decision requiring further 
information from registrant(s) shall be 
prepared within 12 months of the publication 

3. A draft decision requiring further 
information from registrant(s) shall be 
prepared within 12 months of the publication 
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of the rolling plan on the Agency’s website. of the list under Article 43a(1b). Once a 
substance has been included in the list 
under Article 43a(1a), a further 12-month 
period applicable to that substance shall 
commence. 
Should the Agency not prepare a draft 
decision within 12 months of inclusion of a 
substance in the list under Article 43a(1a), 
the evaluation shall be deemed to be 
finished.

Or. de

Justification

Linked to amendment to Article 38. To ensure a successful conclusion to the procedure, the 
Agency should be set a deadline for drawing up the draft decision.

Amendment by Anja Weisgerber

Amendment 832
Article 44, paragraph 4

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

deleted

Or. de

Justification

Linked to amendment to Article 38 and Article 44(3)(2).

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

Langen

Amendment 833
Article 44, paragraph 4
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4. When the competent authority finishes its 
evaluation activities under paragraphs 1, 2 
and 3, it shall notify the Agency accordingly 
within 12 months of the start of the 
evaluation of the substance. If this deadline 
is exceeded, the evaluation shall be deemed 
to be finished.

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

Or. it

Justification

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

This amendment follows on from the fact that competence lies with the Agency, not the 
Member State authority. (Werner Langen)

Amendment by Françoise Grossetête, Guido Sacconi, Ria Oomen-Ruijten, Chris Davies, Carl 
Schlyter, Lena Ek, Alexander Lambsdorff, Jorgo Chatzimarkakis, Holger Krahmer

Amendment 834
Article 44, paragraph 4

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

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

Or. fr

Justification

In the interests of greater efficiency, it seems important that there should be one single 
Community rolling plan, rather than a superposition of national rolling plans. Also, it falls to 
the Agency to implement this rolling plan, which should be sensitive to the concerns of the 
Member States. (Françoise Grossetête)

Seeks to strengthen the Agency's role in the evaluation of chemicals, while at the same time 
making the best possible use of the available resources, and especially of the expertise 
resources already present in the Member States. 



AM\565933EN.doc 59/89 PE 357.821v01-00

EN

Linked to the amendments tabled on Title VI by the same authors. This package of 
amendments will replace amendments 34 to 36 and 38 to 49 of the draft report. 

In particular, this amendment replaces amendments 43 of the draft report. (Guido Sacconi & 
others)

Amendment by Guido Sacconi, Chris Davies, Carl Schlyter, Lena Ek, Alexander Lambsdorff, 
Jorgo Chatzimarkakis, Holger Krahmer + Françoise Grossetête

Amendment 835
Article 45, paragraph 1

1. The competent authority shall base its 
evaluation of a substance on any previous 
evaluation under this Title. Any draft 
decision requiring further information under 
Article 44 may be justified only by a change 
of circumstances or acquired knowledge.

1. The Agency or the national organism in 
charge of an evaluation shall base its 
evaluation of a substance on any previous 
evaluation under this Title. Any draft 
decision requiring further information under 
Article 44 may be justified only by a change 
of circumstances or acquired knowledge.

Or. en

Justification

Seeks at strengthening the Agency's role in the evaluation of chemicals, while at the same 
time making the best possible use of the available resources, and especially of the expertise 
resources already present in the Member States.

Linked to the amendments tabled on Title VI by the same authors. This package of 
amendments will replace amendments 34 to 36 and 38 to 49 of the draft report. 

In particular, this amendment covers amendments 44 in the draft report. (Guido Sacconi & 
others)

Consistency with previous amendments. (Françoise Grossetête)

Amendment by Anja Weisgerber + Werner Langen + Marcello Vernola, Amalia Sartori, 
Guido Podestà, Giuseppe Castiglione, Renato Brunetta, Lorenzo Cesa, Gianni De Michelis 

and Miroslav Mikolášik

Amendment 836
Article 45, paragraph 2

2. In order to ensure a harmonised 
approach to requests for further 

deleted
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information, the Agency shall monitor draft 
decisions under Article 44 and shall 
develop criteria and priorities. Where 
appropriate, implementing measures shall 
be adopted in accordance with the 
procedure referred to in Article 130(3).

Or. de

Justification

Linked to amendment to Article 38. (Anja Weisgerber) 

Amendment following on from the fact that competence lies with the Agency, not the Member 
State authority. (Werner Langen) 

The amendment is consistent with the amendments seeking to concentrate the process on the 
Agency and is linked to the other amendments to articles in Title VI: Evaluation of 
substances. (Marcello Vernola and others)

Amendment by Guido Sacconi, Chris Davies, Carl Schlyter, Lena Ek, Alexander Lambsdorff, 
Jorgo Chatzimarkakis, Holger Krahmer + Françoise Grossetête

Amendment 837
Article 45, paragraph 2

2. In order to ensure a harmonised 
approach to requests for further 
information, the Agency shall monitor draft 
decisions under Article 44 and shall 
develop criteria and priorities. Where 
appropriate, implementing measures shall be 
adopted in accordance with the procedure 
referred to in Article 130(3).

2. Where appropriate, implementing 
measures shall be adopted in accordance 
with the procedure referred to in 
Article 130(3).

Or. en

Justification

Seeks at strengthening the Agency's role in the evaluation of chemicals, while at the same 
time making the best possible use of the available resources, and especially of the expertise 
resources already present in the Member States.

Linked to the amendments tabled on Title VI by the same authors. This package of 
amendments will replace amendments 34 to 36 and 38 to 49 of the draft report. 

In particular, this amendment covers amendments 44 in the draft report. (Guido Sacconi & 
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others)

Consistency with previous amendments. (Françoise Grossetête)

Amendment by Anja Weisgerber

Amendment 838
Article 46, paragraph 2

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

Or. de

Justification

Linked to amendment to Article 38.

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

Langen

Amendment 839
Article 46, paragraph 2

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

2. The Agency shall inform the Commission 
(deletion), the registrant and the competent 
authorities of the Member States of its 
conclusions as to whether or how to use the 
information obtained for the purposes 
referred to in Articles 56(3) and 66(2).
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the competent authorities of the other 
Member States of its conclusions as to 
whether or how to use the information 
obtained.

Or. it

Justification

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

Information obtained from the evaluation should possibly be used for authorisation or 
restriction procedures. (Werner Langen)

Amendment by Guido Sacconi, Chris Davies, Carl Schlyter, Lena Ek, Alexander Lambsdorff, 
Jorgo Chatzimarkakis, Holger Krahmer + Françoise Grossetête

Amendment 840
Article 46, paragraph 2

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

Or. en

Justification

Seeks at strengthening the Agency's role in the evaluation of chemicals, while at the same 
time making the best possible use of the available resources, and especially of the expertise 
resources already present in the Member States.

Linked to the amendments tabled on Title VI by the same authors. This package of 
amendments will replace amendments 34 to 36 and 38 to 49 of the draft report. (Guido 
Sacconi & others)
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Consistency with previous amendments. (Françoise Grossetête)

Amendment by Werner Langen

Amendment 841
Article 46, paragraph 2

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

Or. de

Justification

The information obtained from the evaluation should possibly be used for authorisation or 
restriction procedures.

Amendment by Mojca Drčar Murko

Amendment 842
Article 46 a (new)

1. The Agency shall examine the 
information submitted as a result of the 
application of Article 43a, in order to verify 
that the information submitted complies 
with the requirement applicable for the 
relevant combination of criteria in Annex 
IC.
2. On the basis of an examination made 
pursuant to paragraph 1, the Agency may 
prepare a draft decision requiring the 
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registrant(s) to submit any information 
needed to bring the registration(s) into 
compliance with the relevant information 
requirements within a specified period of 
time.
3. The Agency shall inform the 
Commission, the Member States and the 
registrant(s) of its conclusions, if it advises 
to initiate substance evaluation, or 
Community risk management.

Or. en

Justification

The Agency should perform a completeness and compliance check in order to verify that the 
registrant has satisfied all obligations resulting from the application of Article 43a. It should 
also be possible, on the basis of information already available, to proceed immediately to a 
recommendation for the initiation of substance evaluation or Community risk management 
measures.

Amendment by Dan Jørgensen, Åsa Westlund and Riitta Myller

Amendment 843
Article 47, introductory part

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

For on-site isolated intermediates, neither 
dossier nor substance evaluation shall apply. 
However, where a Member State competent 
authority can present evidence indicating 
that there is an inadequately controlled risk
arising from the use of an on-site isolated 
intermediate, the competent authority of the 
Member State in whose territory the site is 
located may:

Or. en

Justification

The Commission text requires a very high burden of evidence on a Member State before they 
are allowed to ask for more information on the safety of intermediates; this amendment 
reduces this burden.
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Amendment by Werner Langen

Amendment 844
Article 47, introductory part

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

In respect of intermediates, the Agency and 
the competent authority of the Member 
State in which site is located may request 
information held in undertakings in 
accordance with Article 16. The Agency 
may evaluate that information in 
accordance with Article 40.

Or. de

Justification

The Agency and Member States' competent authorities should have the possibility of verifying 
intermediates, too.

Amendment by Carl Schlyter, Caroline Lucas and Hiltrud Breyer

Amendment 845
Article 47, introductory part

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

For on-site isolated intermediates, neither 
dossier nor substance evaluation shall apply. 
However, for intermediates that meet the 
criteria laid down in Article 54, the 
competent authority shall:

Or. en

Justification

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

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

Amendment 846
Article 47, introductory part

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

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

Or. it

Justification

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

Amendment by Werner Langen

Amendment 847
Article 47, point (a)

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

deleted

Or. de

Justification

See justification to amendment by Werner Langen to Article 47, introductory part.
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Amendment by Carl Schlyter, Caroline Lucas and Hiltrud Breyer

Amendment 848
Article 47, point (a)

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

(a) require the registrant to submit further 
information, in particular concerning the 
availability of alternatives and a 
substitution plan;

Or. en

Justification

See justification to the amendment of Carl Schlyter and others on Article 47, introductory 
part.

Amendment by Werner Langen

Amendment 849
Article 47, point (b)

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

deleted

Or. de

Justification

See justification to amendment by Werner Langen to Article 47, introductory part.

Amendment by Carl Schlyter, Caroline Lucas and Hiltrud Breyer

Amendment 850
Article 47, point (b)

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

(b) examine any information submitted and, 
if necessary, take any appropriate risk 
reduction measures, in particular if safer 
alternatives are available.

Or. en
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Justification

See justification to the amendment of Carl Schlyter and others on Article 47, introductory 
part.

Amendment by Carl Schlyter, Caroline Lucas and Hiltrud Breyer

Amendment 851
Article 47, subparagraph 2

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

deleted

Or. de

Justification

See justifications to amendment by Carl Schlyter and others to Article 47, introductory part.

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

Mikolášik

Amendment 852
Article 48, paragraph 1

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

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

Or. de

Justification

Often, manufacture or import is stopped only temporarily, e.g. in special business-related 
circumstances or because of construction work, etc. This must be possible without automatic 
loss of validity for registrations. (Werner Langen)



AM\565933EN.doc 69/89 PE 357.821v01-00

EN

To simplify matters and concentrate the process, the Agency should deal with evaluation tasks 
and have sole decision-taking power on all aspects of evaluation. On the basis of the 
amendment to Article 43a, only in cases where the manufacturer has definitively ceased 
operating should it be considered warranted for a registration to become invalid. There are a 
number of instances where manufacture has stopped only temporarily, e.g. because of 
economic problems or difficulties in establishing facilities, and a registration should not 
become invalid. That should be made clear in the text. This amendment is linked to the other 
amendments to articles in Title VI: Evaluation of substances. (Marcello Vernola)

Amendment by Werner Langen

Amendment 853
Article 48, paragraph 2

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

2. If a registrant has ceased the manufacture 
or import of the substance, he shall inform 
the Agency of this fact with the consequence 
that the obligations resulting from 
registration shall be suspended and during 
that period no further information may be 
requested with respect to that substance. If 
the registrant definitively ceases the 
manufacture or import of the substance, 
his registration shall no longer be valid 
after one year unless he assigns his rights 
resulting from registration to a third party. 

Or. de

Justification

Often, manufacture or import is stopped only temporarily, e.g. in special business-related 
circumstances or because of construction work, etc. This must be possible without automatic 
loss of validity for registrations.

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

Amendment 854
Article 48, paragraph 2

2. If a registrant has ceased the manufacture 
or import of the substance, he shall inform 
the competent authority of this fact with the 
consequence that his registration shall no 

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

longer be valid, and no further information 
may be requested with respect to that 
substance, unless he submits a new 
registration. 

Or. it

Justification

In the interests of simplification and concentration of the process, the Agency should be 
responsible for the evaluation process and should have sole powers of decision over all 
aspects  of evaluation. On the basis of the amendment tabled to Article 43a, only in cases 
where a manufacturer has ceased activity for good may a registration legitimately be deemed 
to have lapsed. There are cases where manufacturing is only temporarily inoperative, by 
reason of financial problems, installation difficulties, etc, and where there is no reason for the 
registration to be considered invalid. This needs clarifying in the text. This amendment should 
be taken in conjunction with the other amendments tabled to the articles of Title VI, Substance 
Evaluation.

Amendment by Werner Langen

Amendment 855
Article 48, paragraph 3

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

3. Paragraph 1 shall also apply if the 
registrant ceases the manufacture or import 
of the substance upon receipt of the draft 
decision.

Or. de

Justification

Often, manufacture or import is stopped only temporarily, e.g. in special business-related 
circumstances or because of construction work, etc. This must be possible without automatic 
loss of validity for registrations.
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Amendment by Marcello Vernola, Amalia Sartori, Guido Podestà, Giuseppe Castiglione, 
Renato Brunetta, Lorenzo Cesa, Gianni De Michelis and Miroslav Mikolášik

Amendment 856
Article 48, paragraph 3

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

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

Or. it

Justification

In the interests of simplification and concentration of the process, the Agency should be 
responsible for the evaluation process and should have sole powers of decision over all 
aspects  of evaluation. On the basis of the amendment tabled to Article 43a, only in cases 
where a manufacturer has ceased activity for good may a registration legitimately be deemed 
to have lapsed. There are cases where manufacturing is only temporarily inoperative, by 
reason of financial problems, installation difficulties, etc, and in which there is no reason for 
the registration to be considered invalid. This needs clarifying in the text. This amendment 
should be taken in conjunction with the other amendments tabled to the articles of Title VI, 
Substance Evaluation.

Amendment by Anja Weisgerber

Amendment 857
Article 48, paragraph 3 a (new)

3a. The provisions of paragraphs 1 to 3 
shall apply accordingly in the case of draft 
decisions by the Agency under Article 44.

Or. de

Justification

Linked to amendment to Article 38.

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

Amendment 858
Article 49, paragraph 1

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

1. The Agency shall notify its draft 
decision, on the basis of Articles 39, 40, 41, 
43, 43a and 44, to the competent authorities 
of the other Member States.

Or. it

Justification

This amendment follows from the decision that the entire management of the evaluation 
process should be in the hands of the Agency and the need for consistency with the 
amendment tabled to Article 43a. The present amendment should be taken in conjunction with 
the other amendments tabled to the articles of Title VI, Substance Evaluation.

Amendment by Caroline Lucas, Carl Schlyter, Hiltrud Breyer + Chris Davies

Amendment 859
Article 49, paragraph 1

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

1. The Agency shall circulate its draft 
decision or the one elaborated by the 
rapporteur organism in a Member State, in 
accordance with Article 39, 40 or 44, 
together with any comments by 
stakeholders, the European Centre for the 
Validation of Alternative Methods 
(ECVAM) and the registrant or 
downstream user, and specifying to the 
Member states how these comments have 
been taken into account.

Or. en

Justification

Modified version of the new amendment on Article 49 (paragraphs 1-4) introduced by various 
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authors with a change in the first paragraph (see underlined).

The circulation of comments should include comments from other stakeholders and ECVAM. 
(Caroline Lucas & others)

Linked to Amendments of Article 39 (1a), Article 39 (1b) and Article 39 (2). Any comments 
received in accordance with Article 39, paragraphs 1a and 1b, should be submitted together 
with the comments from the registrant or downstream user for examination by the Agency and 
the competent authorities of the other Member States. (Chris Davies) 

Amendment by Werner Langen

Amendment 860
Article 49, paragraph 1

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

1. The Agency shall circulate its draft 
decisions, together with comments, within 
the meaning of Articles 40, 41, 43, 43a bis 
and 44 to the competent authorities of the 
other Member States.

Or. de

Justification

Amendment following on from the fact that competence lies with the Agency, not the Member 
State authority.

Amendment by Guido Sacconi, Chris Davies, Carl Schlyter, Lena Ek, Alexander Lambsdorff, 
Jorgo Chatzimarkakis, Holger Krahmer + Françoise Grossetête, 

Amendment 861
Article 49, paragraph 1

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

1. The Agency shall circulate its draft 
decision or the one elaborated by the 
rapporteur organism in a Member State, in 
accordance with Article 39, 40 or 44, 
together with any comments by the 
registrant or downstream user, and 
specifying to the Member States how these 
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circulate this draft decision, together with 
the comments, to the competent authorities 
of the other Member States.

comments have been taken into account.

Or. en

Justification

Seeks to strengthen the Agency's role in the evaluation of chemicals, while at the same time 
making the best possible use of the available resources, and especially of the expertise 
resources already present in the Member States.

Linked to the amendments tabled on Title VI by the same authors. This package of 
amendments will replace amendments 34 to 36 and 38 to 49 of the draft report. 

In particular, this amendment covers amendments 48 and 49 of the draft report. (Guido 
Sacconi & others)

As part of a harmonised procedure, and in order to avoid any disparities, examination of the 
testing proposals and of the dossiers should be managed by the Agency, which will be able to 
draw on a European network of evaluation agencies and institutes. (Françoise Grossetête) 

Amendment by Guido Sacconi, Chris Davies + Carl Schlyter, Caroline Lucas, Hiltrud Breyer 
+ Françoise Grossetête

Amendment 862
Article 49, paragraph 2

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

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

Or. en

Justification

See justification of amendment to Article 49, paragraph 1.
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Amendment by Werner Langen

Amendment 863
Article 49, paragraph 2

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

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

Or. de

Justification

See justification for amendment to Article 49(1).

Amendment by Marcello Vernola, Amalia Sartori, Guido Podestà, Giuseppe Castiglione, 
Renato Brunetta, Lorenzo Cesa, Bairbre de Brún and Miroslav Mikolášik

Amendment 864
Article 49, paragraph 2

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

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

Or. it

Justification

See justification to amendment to Article 49, paragraph 1.
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Amendment by Guido Sacconi, Chris Davies + Carl Schlyter, Caroline Lucas, Hiltrud Breyer 
+ Françoise Grossetête

Amendment 865
Article 49, paragraph 3

3. If the Agency does not receive any 
proposals or does not make any proposal 
itself within 30 days, it shall take the 
decision in the version notified under 
paragraph 1.

3. If the Agency does not receive any 
proposals within 30 days, it shall take the 
decision in the version notified under 
paragraph 1. 

Or. en

Justification

See justification of amendment to Article 49, paragraph 1.

Amendment by Guido Sacconi, Chris Davies, Carl Schlyter, Caroline Lucas, Hiltrud Breyer 
and Françoise Grossetête

Amendment 866
Article 49, paragraph 4

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

4. If the Agency receives a proposal for 
amendment, it may modify the draft 
decision. The Agency shall refer a draft 
decision, together with any amendments 
proposed, to the Member State Committee 
within 15 days of the end of the 30-day 
period referred to in paragraph 2. (deletion)

Or. fr

Justification

See justification of amendment to Article 49, paragraph 1.

Amendment by Werner Langen

Amendment 867
Article 44, paragraph 4
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4. If the Agency receives a proposal for 
amendment, it may modify the draft 
decision. The Agency shall refer a draft 
decision, together with any amendments 
proposed, to the Member State Committee
within 15 days of the end of the 30-day 
period referred to in paragraph 2. The 
Agency shall do the same if it has made a 
proposal for amendment in accordance 
with paragraph 2.

4. If the Agency receives a proposal for 
amendment, it may modify the draft 
decision. The Agency shall consider the 
proposal and take a decision within 15 days 
of the end of the 30-day period referred to in 
paragraph 2. 

Or. de

Justification

Amendment following on from the fact that competence lies with the Agency, not the Member 
State authority.

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

Amendment 868
Article 49, paragraph 4

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

4. If the Agency receives a proposal for 
amendment, it shall examine the proposal 
and may take a decision within 15 days of 
the end of the 30-day period referred to in 
paragraph 2.

Or. it

Justification

In the interests of simplification and acceleration of procedures, the Agency should have sole 
powers of decision. Involvement of the Member State Committee and, in particular, a possible 
unanimity requirement could risk blocking the system. This amendment should be taken in 
conjunction with the other amendments tabled to the articles of Title VI, Substance 
Evaluation.
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Amendment by Marcello Vernola, Amalia Sartori, Guido Podestà, Giuseppe Castiglione, 
Renato Brunetta, Lorenzo Cesa, Gianni De Michelis and Miroslav Mikolášik + Werner 

Langen

Amendment 869
Article 49, paragraph 5

5. The Agency shall forthwith communicate 
any proposal for amendment to any 
registrants or downstream users concerned 
and allow them to comment within 30 days. 
The Member State Committee shall take 
any comments received into account.

deleted

Or. it

Justification

In the interests of simplification and acceleration of procedures, the Agency should have sole 
powers of decision. Involvement of the Member State Committee and, in particular, a possible 
unanimity requirement could risk blocking the system. This amendment should be taken in 
conjunction with the other amendments tabled to the articles of Title VI, Substance 
Evaluation. This amendment should be taken in conjunction with the other amendments 
tabled to the articles of Title VI, Substance Evaluation (Marcello Vernola & others). 

See justification to the amendment by Werner Langen to Article 49, paragraph 1.

Amendment by Françoise Grossetête

Amendment 870
Article 49, paragraph 5

5. The Agency shall forthwith communicate 
any proposal for amendment to any 
registrants or downstream users concerned 
and allow them to comment within 30 days. 
The Member State Committee shall take 
any comments received into account.

5. The Agency shall forthwith communicate 
any proposal for amendment to any 
registrants or downstream users concerned 
and allow them to comment within 30 days. 
(deletion)

Or. fr

Justification

See justification to the amendment to Article 49, paragraph 1
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Amendment by Marcello Vernola, Amalia Sartori, Guido Podestà, Giuseppe Castiglione, 
Renato Brunetta, Lorenzo Cesa, Gianni De Michelis and Miroslav Mikolášik + Werner 

Langen + Françoise Grossetête

Amendment 871
Article 49, paragraph 6

6. If, within 60 days of the referral, the 
Member State Committee reaches a 
unanimous agreement on the draft 
decision, the Agency shall take the decision 
accordingly.

Deleted

If the Member State Committee fails to 
reach a unanimous agreement, it shall 
adopt an opinion in accordance with 
Article 81(8) within 60 days of the referral. 
The Agency shall transmit that opinion to 
the Commission. 

Or. it

Justification

See justification to the amendments to Article 49, paragraph 1 and Article 49, paragraph 5.

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

Langen + Françoise Grossetête

Amendment 872
Article 49, paragraph 7

7. Within 60 days of receipt of the opinion, 
the Commission shall prepare a draft 
decision to be taken in accordance with the 
procedure referred to in Article 130(2).

Deleted

Or. it

Justification

See justification to the amendments to Article 49, paragraph 1 and Article 49, paragraph 5.
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Amendment by Françoise Grossetête

Amendment 873
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.

deleted

Or. fr

Justification

See justification to the amendments to Article 49, paragraph 1 and Article 49, paragraph 5.

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

Amendment 874
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 (deletion).

Or. it

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 by Anja Weisgerber

Amendment 875
Article 49 a (new)

Article 49a
Adoption of decisions concerning 

evaluation by the Agency
The Agency shall submit its draft decisions 
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under Article 44 to the Member State 
Committee, explaining how it has taken 
account of any comments by the registrant 
or downstream user. The provisions of 
Article 49(6) to (8) shall apply to this
article.

Or. de

Justification

Linked to amendment to Article 38.

Amendment by Gyula Hegyi

Amendment 876
Article 50, title

Cost sharing for tests involving vertebrate 
animals without an agreement between 

registrants

Cost sharing for animal and non-animal 
tests without an agreement between 

registrants

Or. en

Justification

Part of the OSOR proposal.

Amendment by Chris Davies

Amendment 877
Article 50, paragraph 1

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

1. If in accordance with Article 39 several 
registrants and/or downstream users of the 
same substance have submitted testing 
proposals, the evaluating competent 
authority shall give them the opportunity to 
reach an agreement within 30 days on who 
will carry out and submit the study. If a 
registrant or downstream user carries out a 
study on behalf of the others concerned, 
they shall all share the cost of that study 
equally. 
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Or. en

Justification

A process to reach an agreement on who will carry out and submit the study should be 
provided for. This is conform the provisions of Point 41 (1) of the Commission's Consultation 
Document. The changes proposed in the second sentence are a drafting improvement.

Amendment by Alessandro Foglietta, Adriana Poli Bortone, Cristiana Muscardini, Sergio 
Berlato + Marcello Vernola, Amalia Sartori, Guido Podestà, Giuseppe Castiglione, Renato 

Brunetta, Lorenzo Cesa, Gianni De Michelis and Miroslav Mikolášik

Amendment 878
Article 50, paragraph 1

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

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

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

Or. it

Justification

If proportionate costs are to be determined, the Agency must establish fair criteria. This 
amendment should be taken in conjunction with the other amendments tabled to the articles of 
Title VI, Substance Evaluation (Alessandro Foglietta and others).

If proportionate costs are to be determined, the Agency must establish fair criteria. (Marcello 
Vernola and others).

Amendment by Chris Davies

Amendment 879
Article 50, paragraph 1 a (new)

1a. If there is a failure to reach such an 
agreement and the study involves tests on 
vertebrate animals, the evaluating 
competent authority shall designate one of 
the registrants or downstream users to 
carry out the study. The registrant or 
downstream user that has carried out the 
study shall make available to the evaluating 
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competent authority the study and proof of 
the cost of that study. The evaluating 
competent authority shall make available to 
the other registrants and/or downstream 
users a copy of the study concerned, on 
receipt of proof that the other registrants 
and/or downstream users have paid the 
registrant or downstream user that has 
carried out the study an equal share of the 
cost shown by the latter.

Or. en

Justification

Conform Article 28, paragraph 3 (as amended), provisions should be included in case no
agreement as referred to in paragraph 1 can be reached and the study involves tests on 
vertebrate animals, in order to ensure compliance with the obligation to share data from 
animal tests and to prevent duplicate testing. This is also conform the provisions of Point 41 
(3) of the Commission's Consultation Document.

Amendment by Chris Davies

Amendment 880
Article 50, paragraph 1 b (new)

1b. If any of the other registrants and/or 
downstream users fail to pay their share of 
the cost, they shall not be able to register 
their substance.

Or. en

Justification

Linked to Amendments of Recital 39a, Article 25 (5a), Article 28 (1c) and Article 28 (3a). In 
order to ensure compliance with the obligation to share data from animal tests and to prevent 
duplicate testing, the other registrants and/or downstream users must not be allowed not to 
pay their share of the cost and subsequently to carry out duplicate animal tests.

Amendment by Carl Schlyter, Caroline Lucas and Hiltrud Breyer

Amendment 881
Article 51
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Obligations for Member States to report to 
the Agency

Publication of information on the 
evaluations

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

By 28 February of each year, the Agency 
shall publish on its website a report on the 
progress made over the previous calendar 
year towards discharging the obligations 
incumbent upon it in relation to the 
examination of testing proposals, dossier 
evaluations and substance evaluations. 

In case a Member State has carried out an 
evaluation on its own, it shall also publish 
a report on it by 28 February of each year.

Or. en

Justification

Linked to the amendments increasing the role of the agency in evaluation. 

The information requirements of the agency should go hand in hand with the suggested 
increase in its role in evaluation. If the agency gets the lead responsibility for dossier and 
substance evaluation, it should also include information about these in its annual report. 

The addition at the end is linked to the amendment of article 43 a bis indent 6a by the same 
authors to also establish a reporting obligation by Member States if they carry out 
evaluations.

Amendment by Guido Sacconi, Ria Oomen-Ruijten, Chris Davies, Carl Schlyter, Lena Ek, 
Alexander Lambsdorff, Jorgo Chatzimarkakis, Holger Krahmer + Françoise Grossetête

Amendment 882
Article 51

Obligations for Member States to report to 
the Agency

Publication of information on the 
evaluation

By 28 February of each year, each Member 
State shall report to the Agency on the 
progress made over the previous calendar 
year towards discharging the obligations 
incumbent upon the competent authorities 
within that State in relation to the 
examination of testing proposals. The 
Agency shall publish this information on its 

By 28 February of each year, the Agency 
shall publish on its website a report on the 
progress made over the previous calendar 
year towards discharging the obligations 
incumbent upon it in relation to the 
examination of testing proposals. 
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web-site without delay.

Or. en

Justification

Seeks at strengthening the Agency's role in the evaluation of chemicals, while at the same 
time making the best possible use of the available resources, and especially of the expertise 
resources already present in the Member States.

Linked to the amendments tabled on Title VI by the same authors. This package of 
amendments will replace amendments 34 to 36 and 38 to 49 of the draft report. (Guido 
Sacconi & others)

Consistency with previous amendments. (Françoise Grossetête)

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

Amendment 883
Article 51

Obligations for Member States to report to 
the Agency

Obligation for the Agency to provide a 
progress report 

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

By 28 February of each year, the Agency 
shall report to the Commission on the 
progress made over the previous calendar 
year towards discharging its obligations 
(deletion) in relation to the examination of 
testing proposals. The Agency shall publish 
this information on its web-site without 
delay.

Or. it

Justification

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

Amendment 884
Article 51

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

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

Or. de

Justification

Amendment following on from the fact that competence lies with the Agency, not the Member 
State authority.


