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Draft report (PE 353.529v02-00)
Guido Sacconi
on the proposal for a regulation of the European Parliament and of the Council on the 
Registration, Evaluation, Authorisation and Restriction of Chemicals (REACH), establishing 
a European Chemicals Agency and amending Directive 1999/45/EC and Regulation (EC) No 
…/… on Persistent Organic Pollutants

Proposal for a regulation (COM(2003) 0644 – C5-0530/2003 – 2003/0256(COD))

Text proposed by the Commission Amendments by Parliament

Amendment by Chris Davies, Lena Ek, Frédérique Ries

Amendment 885
Article 23, paragraph -1 (new)

-1. Manufacturers or importers shall share 
between them and make available the 
information specified in Article 9(a) (vi) 
and (vii) for the purposes of registration, so 
that the duplication of studies shall be 
avoided. 
In exceptional circumstances where it 
appears that very significant loss of 
business may be suffered by a 
manufacturer, importer or formulator as a 
result of compulsory requirements to share 
information (other than in matters 
requiring data from animal testing), the 
Agency may grant a specific derogation to 
individual applicants.
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The Agency shall, within 18 months of 
entry into force, draw up criteria by which 
such applications shall be judged, shall 
establish a procedure for the submission 
and consideration of such individual 
applications, and make arrangements for 
an independent appeals procedure to 
enable a second consideration of 
applications rejected by the Agency.

Or. en

Justification

These amendments (and consequential listed below) ensure that mandatory sharing of data is 
extended to information derived from non-vertebrate animal tests. The aim of OSOR is to 
increase health and environmental protection, whilst ensuring best use of industries’ 
resources, by sharing, at a cost, all hazard data.

However, in exceptional circumstances, the agency should be in the position to grant an opt-
out to OSOR on a case by case basis.

Addition to the OSOR package.

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

Amendment 886
Article 23, paragraph -1 (new)

-1. Manufacturers or importers shall share 
between them and make available the 
information specified in Article 9(a) (vi) 
and (vii) for the purposes of registration, so 
that the duplication of studies is avoided.

Or. en

Justification

These amendments (and consequential listed below) ensure that mandatory sharing of data is 
extended to information derived from non-vertebrate animal tests. The aim of OSOR is to 
increase health and environmental protection, whilst ensuring best use of industries’ 
resources, by sharing, at a cost, all hazard data.
Part of OSOR package.
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Amendment by Anja Weisgerber, Elisabeth Jeggle, Thomas Ulmer

Amendment 887
Article 23, paragraph -1 (new)

-1. Voluntary amalgamations of consortia 
shall be supported, so that the number of 
registrations per substance is reduced. Data 
should be jointly used, except where a 
registrant considers his data to be 
confidential for competitive reasons.

Or. de

Justification

The OSOR (One Substance One Registration) proposal prescribes compulsory sharing of 
data. Although this facilitates registration of substances, it raises considerable questions 
regarding protection and confidentiality of data. Compulsory relinquishing of data can only 
be justified by a higher object of legal protection. Animal protection is an example of a higher 
object of legal protection of this kind, so that sharing of data is justified in the case of 
experiments on vertebrates, but not of other experiments.

Amendment by Anja Weisgerber, Elisabeth Jeggle, Thomas Ulmer

Amendment 888
Article 23, paragraph 1

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

1. By way of exception to Article 1(a), 
shared use of data derived from 
experiments with vertebrates shall be 
compulsory. In order to avoid unnecessary 
animal testing, testing on vertebrate animals 
for the purposes of this Regulation shall be 
undertaken only as a last resort. 

Or. de

Justification

The OSOR (One Substance One Registration) proposal prescribes compulsory sharing of 
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data. Although this facilitates registration of substances, it raises considerable questions 
regarding protection and confidentiality of data. Compulsory relinquishing of data can only 
be justified by a higher object of legal protection. Animal protection is an example of a higher 
object of legal protection of this kind, so that sharing of data is justified in the case of 
experiments on vertebrates, but not of other experiments.

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

Amendment 889
Article 23, paragraph 1

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

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

Or. en

Justification

These amendments (and consequential listed below) ensure that mandatory sharing of data is 
extended to information derived from non-vertebrate animal tests. The aim of OSOR is to 
increase health and environmental protection, whilst ensuring best use of industries’ 
resources, by sharing, at a cost, all hazard data.
Part of OSOR package.

Amendment by Chris Davies

Amendment 890
Article 23, paragraph 1a (new)

1a. The sharing and/or joint submission of 
information from tests on vertebrate 
animals and other information that may 
prevent animal testing shall be obligatory.

Or. en

Justification

Linked to Amendment of Recital 33a. It is necessary to include under this Title that it is 
obligatory to share data from animal tests and other information that may prevent animal 
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testing in order to meet the information requirements under this Regulation, to ensure that 
duplication of tests on animals does not take place. This further ensures consistency with 
Article 24, paragraph 5, second subparagraph, and the statement that ‘data sharing will be 
obligatory’ with respect to animal testing on page 10 of the Explanatory Memorandum.

Amendment by Ria Oomen-Ruijten, Thomas Ulmer, Miroslav Mikolášik, Anja Weisgerber, 
Renate Sommer, Erna Hennicot-Schoepges

Amendment 891
Article 23, paragraph 2

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

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

Or. en

Justification

Important to reduce uncertainty for companies (in particular SMEs) and to facilitate the 
consortia formation.

Amendment by Anja Weisgerber, Elisabeth Jeggle, Thomas Ulmer

Amendment 892
Article 23, paragraph 2

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

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

production capacities, production or sales 
volumes, import volumes or market shares. 
In the case of an amalgamation, and in its 
administration, the registrants shall 
observe the rules of competition.
The Commission shall adopt guidelines on 
compliance with the rules of competition in 
cases of joint use of data.

Or. de

Justification

The OSOR (One Substance One Registration) proposal prescribes compulsory sharing of 
data. Although this facilitates registration of substances, it raises considerable questions 
regarding protection and confidentiality of data. Compulsory relinquishing of data can only 
be justified by a higher object of legal protection. Animal protection is an example of a higher 
object of legal protection of this kind, so that sharing of data is justified in the case of 
experiments on vertebrates, but not of other experiments.

Amendment by Thomas Ulmer, Elisabeth Jeggle

Amendment 893
Article 23, paragraph 3

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

3. Data sharing is subject to financial 
compensation. By exception, summaries or 
robust study summaries of studies involving 
vertebrate animal tests submitted in the 
framework of a registration at least 15 years 
previously may be made freely available by 
the Agency to any other registrants or 
potential registrants under the conditions of 
article 25 for non-phase-in substances and 
of article 28 for phase-in substances.

Or. en

Justification

In order to keep an incentive for innovation, mandatory data sharing should be restricted to 
summaries and robust study summaries of studies involving vertebrate animals. This is also 
the understanding of Art. 23(4). Forced data sharing should for reasons of property right 
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always be subject to financial compensation. In order to align this legislation with similar one 
such as those governing biocides, the limit under which compensation must be offered should 
be extended to 15 years.

Amendment by Holger Krahmer, Jorgo Chatzimarkakis

Amendment 894
Article 23, paragraph 3

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

3. Data sharing is subject to financial 
compensation. Any summaries or robust 
study summaries of studies submitted in the 
framework of a registration at least 10 years 
previously may be made freely available by 
the Agency to any other registrants or 
potential registrants under the conditions of 
article. 25 for non-phase-in substances and 
of article 28 for phase-in substances.

Or. en

Justification

To keep an incentive for innovation, companies should be able to protect their data and 
findings and therefore sharing this information should be compensated.

Amendment by Guido Sacconi, Chris Davies, Carl Schlyter, Jonas Sjöstedt + Marcello 
Vernola, Amalia Sartori, Guido Podestà, Giuseppe Castiglione, Renato Brunetta, Lorenzo 

Cesa, Gianni De Michelis, Miroslav Mikolášik + Alessandro Foglietta, Adriana Poli Bortone, 
Cristiana Muscardini, Sergio Berlato

Amendment 895
Article 23, paragraph 4

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

deleted

Or. en
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Justification

These amendments (and consequential listed below) ensure that mandatory sharing of data is 
extended to information derived from non-vertebrate animal tests. The aim of OSOR is to 
increase health and environmental protection, whilst ensuring best use of industries’ 
resources, by sharing, at a cost, all hazard data.
Part of OSOR package. (Guido Sacconi, Chris Davies, Carl Schlyter, Jonas Sjöstedt)

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

The principle of compulsory sharing of all test data (including on non-vertebrates) is aimed at 
reducing the costs of measures required of companies by REACH, especially small and 
medium-sized companies, and is linked to the deletion of Article 9(a)(x). (Foglietta & others)

Amendment by Guido Sacconi

Amendment 896
Article 23, paragraph 4 a (new)

4a. Any producer, importer or downstream 
user may appoint a third party to represent 
him in all procedures under this title.

Or. it

Justification

Undertakings should have the possibility of being represented by a third party for reasons of 
confidentiality and/or practical reasons.

Amendment by Werner Langen

Amendment 897
Article 23a (new)

1. Before carrying out experiments on 
invertebrates or obtaining other 
information, the potential registrant can 
make inquiries in order to find out whether 
data or other information on the same 
substance already exist. Together with the 
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application, he shall provide the Agency 
with the following information:
(a) his identity;
(b) the identity of the substance, as referred 
to in sections 2.1 and 2.3 of Annex IV;
(c) which information requirements would 
require new studies to be carried out by 
him..
2. Where the Agency is certain that the 
potential registrant intends to manufacture 
or import the substance, it must ascertain 
whether the Commission already has 
access to the data or other information 
asked for. If this is not the case, the Agency 
shall ask the competent authorities in the 
Member States whether they have access to 
the data or other information. The Member 
State authorities shall notify the Agency of 
the answer within one month.
3. The Agency shall inform the potential 
registrant of the outcome of its 
investigations.
4. The potential registrant can apply to 
previous registrants for information about 
experiments not involving vertebrates for 
which the previous registrants have 
submitted an affirmative declaration for the 
purposes of Article 9(a)(x).

Or. de

Justification

Separate rules on searching for and sharing data on experiments involving invertebrates are 
called for, so that the authorities can also be asked for existing information on these. The 
arrangements provided for here are intended to enable information held by the authorities for 
other reasons, e.g. because of public research programmes, to be used in the registration 
process.

Amendment by Guido Sacconi

Amendment 898
Title III, Chapter 2, title
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RULES FOR NON-PHASE-IN 
SUBSTANCES

(Does not affect the English version.)

Or. it

Justification

This amendment seeks to correct a linguistic error in the Italian version of the Commission 
proposal.

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

Amendment 899
Article 24, paragraph 1

1. Before testing on vertebrate animals is 
carried out in order to meet information 
requirements for the purposes of registration, 
paragraphs 2, 3 and 4 shall apply.

1. Before testing is carried out in order to 
meet information requirements for the 
purposes of registration, paragraphs 2, 3 and 
4 shall apply.

Or. en

Justification

Consequential amendment as part of OSOR package.

Amendment by Werner Langen

Amendment 900
Article 24, paragraph 3

3. The potential registrant shall inquire 
from the Agency whether a registration has 
already been submitted for the same 
substance. He shall submit all the following 
information to the Agency with the inquiry: 

(a) his identity;
(b) the identity of the substance, as referred 
to in sections 2.1 and 2.3 of Annex IV;
(c) which information requirements would 
require new studies involving vertebrate 

3. Before carrying out experiments on 
vertebrates in order to meet the information 
requirements for registration, the potential 
registrant shall ask the Agency whether the 
vertebrate experiment information needed 
by him is available for the same substance.
He shall submit all the following 
information to the Agency with the inquiry: 
(a) his identity;

(b) the identity of the substance, as referred 
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animals to be carried out by him;

(d) which information requirements would 
require other new studies to be carried out 
by him.

to in sections 2.1 and 2.3 of Annex IV;
(c) which information requirements would 
require new studies involving vertebrate 
animals to be carried out by him.

Or. de

Justification

The important thing is not whether a registration has been submitted for the substance. 
Instead the search must be directed towards finding out whether vertebrate experiments have 
already been carried out. The results of such experiments carried out for other reasons must 
also be taken into account by the Agency (see Article 23(1)(3)). 

The information that a substance had already been registered would also give the potential 
registrant making the inquiry information of competitive significance. Providing market 
research opportunities such as this must be avoided. Article 23a (new) applies in the case of 
studies involving invertebrates.

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

Amendment 901
Article 24, paragraph 3, point (a)

(a) his identity; (a) his identity, without prejudice to Articles 
115 and 116;

Or. it

Justification

For the sake of consistency of the legislation, Article 24 must take account of the provisions of 
Articles 115 and 166 governing access to information. This amendment is linked to the other 
amendments to the articles contained in Title III: Data sharing and avoidance of unnecessary 
testing.
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Amendment by Guido Sacconi, Chris Davies, Carl Schlyter, Jonas Sjöstedt

Amendment 902
Article 24, paragraph 3, point (d)

(d) which information requirements would 
require other new studies to be carried out 
by him.

deleted

Or. en

Justification

Consequential amendment as part of OSOR package.

Amendment by Werner Langen

Amendment 903
Article 24, paragraph 4

4. If the same substance has previously not 
been registered, the Agency shall inform 
the potential registrant accordingly.

4. Where the Agency is certain that the 
potential registrant intends to manufacture 
or import the substance, it must ascertain 
whether the Commission already has 
access to the information on the studies on 
vertebrates referred to in paragraph 1(c) or 
whether a preliminary inquiry in 
accordance with paragraph 1 has been 
carried out. If this is not the case, the 
Agency shall ask the competent authorities 
in the Member States whether they have 
access to the data or other information. The 
Agency shall inform the potential registrant 
of the outcome of its investigations.

Or.de

Justification

See the justification for paragraph 3(1). Market research is to be avoided. In addition, the 
arrangement would mean an unnecessary bureaucratic burden for the Agency.

It is important for the Agency to make certain that the applicant really intends to manufacture 
the substance (avoiding market research).

It is ensured, however, that the applicant discovers whether certain studies on vertebrate 
experiments already exist and were produced in response to similar inquiries by competitors. 
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This last piece of information is necessary if Article 25a is to be effective.

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

Amendment 904
Article 24, paragraph 4

4. If the same substance has previously not
been registered, the Agency shall inform the 
potential registrant accordingly.

4. If the same substance has previously been 
registered less than 10 years earlier, the 
Agency shall inform the potential registrant 
without delay of the name(s) and 
address(es) of the previous registrant(s) 
and of the relevant summaries or robust 
study summaries of the studies, as the case 
may be, already submitted by them.

The available studies must be shared with 
the potential registrant in accordance with 
Article 25.

Or. en

Justification

Consequential amendment as part of OSOR package.

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

Amendment 905
Article 24, paragraph 5

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

deleted

These studies shall not be repeated. 
The Agency shall also inform the potential 
registrant of the relevant summaries or 
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robust study summaries of the studies, as 
the case may be, already submitted by the 
previous registrants not involving 
vertebrate animals for which the previous 
registrants have made an affirmative 
declaration for the purposes of point (x) of 
Article 9(a).
The Agency shall simultaneously inform 
the previous registrants of the name and 
address of the potential registrant.

Or. en

Justification

Consequential amendment as part of OSOR package. (Guido Sacconi & others)

This amendment ensures the mandatory sharing of data is extended to information derived 
from non-animal tests. (Chris Davies)

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

Alessandro Foglietta, Adriana Poli Bortone, Cristiana Muscardini, Sergio Berlato

Amendment 906
Article 24, paragraph 5

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

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

These studies shall not be repeated. These studies shall not be repeated.
The Agency shall also inform the potential 
registrant of the relevant summaries or 
robust study summaries of the studies, as 
the case may be, already submitted by the 
previous registrants not involving 
vertebrate animals for which the previous 
registrants have made an affirmative 
declaration for the purposes of point (x) of 
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Article 9(a).
The Agency shall simultaneously inform the 
previous registrants of the name and address 
of the potential registrant.

The Agency shall simultaneously inform the 
previous registrants of the name and address 
of the potential registrant.

Or. en

Justification

This amendment ensures the mandatory sharing of data is extended to information derived 
from non-animal tests. (Davies)

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

The amendment’s aim is to include the principle of compulsory sharing of data also in the 
case of tests on non-vertebrates with a view to protecting SMEs.
Amendment linked to the amendments to Articles 9(a)(x) and 23(4).
(Foglietta & others)

Amendment by Liam Aylward + Avril Doyle

Amendment 907
Article 24, paragraph 5

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

5. If the same substance has previously been 
registered less than 10 years earlier, unless 
disclosure is limited by Articles 102, 115(2) 
and 116, the Agency shall inform the 
potential registrant without delay of the 
names and addresses of the previous 
registrant(s) and of the relevant summaries 
or robust study summaries of the studies, as 
the case may be, already submitted by them 
involving vertebrate animals.

These studies shall not be repeated. These studies shall not be repeated.
The Agency shall also inform the potential 
registrant of the relevant summaries or 
robust study summaries of the studies, as the 
case may be, already submitted by the 
previous registrants not involving vertebrate 
animals for which the previous registrants 
have made an affirmative declaration for the 
purposes of point (x) of Article 9(a).

Unless disclosure is limited by Articles 102, 
115(2) and 116, the Agency shall also 
inform the potential registrant of the relevant 
summaries or robust study summaries of the 
studies, as the case may be, already 
submitted by the previous registrants not 
involving vertebrate animals for which the 
previous registrants have made an 
affirmative declaration for the purposes of 
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point (x) of Article 9(a).
The Agency shall simultaneously inform the 
previous registrants of the name and address 
of the potential registrant.

The Agency shall simultaneously inform the 
previous registrants of the name and address 
of the potential registrant.

Or. en

Justification

The amendment clarifies that disclosure of the identity of prior registrants of a chemical 
substances shall be limited by the duty of confidentiality set forth in Article 102, as defined in 
more detail in Articles 115(2) and 116. Because of the competitive nature of the electronics 
industry, many of the chemical substances used in manufacturing are highly confidential. 
These chemical “recipes” are considered intellectual property. The disclosure of the use of 
one critical chemical can reveal confidential business information to competitors about the 
processes the manufacturer currently is running, and may even allow the competitor to 
reverse engineer their processes. As a result, the identity of prior registrants to new 
registrants should be protected against disclosure. While limitation on the amount of 
vertebrate animal testing is desirable, it cannot be limited at the expense of disclosing 
confidential business information about prior registrants. It should be up to the prior 
registrant to decide whether to share its identity and prior testing documentation with a new 
registrant. Similarly, if downstream users go to the expense of registering a separate 
downstream use, that use should not have to be disclosed up the supply chain to the chemical 
substance manufacturer if that would defeat the purpose behind the separate registration. 
(Aylward)

In some sectors, the use of substances may be highly confidential and considered to be 
intellectual property. Disclosure of the use of one critical chemical can reveal confidential 
business information to competitors and may allow the competitor to reverse engineer 
processes. It should therefore be up to the prior registrant to decide whether to share its 
identity and prior testing documentation with a new registrant. (Doyle)

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

Amendment 908
Article 24, paragraph 6

6. If another potential registrant has made an 
inquiry in respect of the same substance, the 
Agency shall inform both potential 
registrants without delay of the name and 
address of the other potential registrant and 
of the studies involving vertebrate animals 
respectively required of them.

6. If another potential registrant has made an 
inquiry in respect of the same substance, the 
Agency shall inform both potential 
registrants without delay of the name and 
address of the other potential registrant.



AM\565932EN.doc 17/113 PE 357.820v01-00

EN

Or. en

Justification

Consequential amendment as part of OSOR package.

Amendment by Liam Aylward + Avril Doyle

Amendment 909
Article 24, paragraph 6

6. If another potential registrant has made an 
inquiry in respect of the same substance, the 
Agency shall inform both potential 
registrants without delay of the name and 
address of the other potential registrant and 
of the studies involving vertebrate animals 
respectively required of them.

6. If another potential registrant has made an 
inquiry in respect of the same substance, 
unless disclosure is limited by Articles 102, 
115(2) and 116, the Agency shall inform 
both potential registrants without delay of 
the name and address of the other potential 
registrant and of the studies involving 
vertebrate animals respectively required of 
them.

Or. en

Justification

See justification to amendment to article 24(5) by the same author. ( Aylward)

In some sectors, the use of substances may be highly confidential and considered to be 
intellectual property. Disclosure of the use of one critical chemical can reveal confidential 
business information to competitors and may allow the competitor to reverse engineer 
processes. It should therefore be up to the prior registrant to decide whether to share its 
identity and prior testing documentation with a new registrant. (Doyle)

Amendment by Werner Langen

Amendment 910
Article 25, paragraph -1 (new), - 1 a (new), - 1 b (new)

- 1) If vertebrate studies already exist, or if 
another registrant has already begun such 
studies, the potential registrant may not 
repeat these or carry out such studies.
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- 1(a) In such cases the Agency or the 
national authority shall ask the owner(s) of 
the vertebrate experiment data or the 
person who is carrying out the vertebrate 
experiments whether he/they is/are willing 
to disclose his/their identity. In the event of 
consent, the Agency shall inform the 
potential registrant of the name and 
address of the owner(s) of the vertebrate 
experiment data or of the person(s) 
engaged in the vertebrate experiments, as 
well as whether relevant summaries or 
basic summaries of the studies with 
vertebrate experiments have already been 
submitted and, if so, which.
- 1(b) If consent is not given, the Agency 
shall start the procedure set out in the 
following paragraphs, observing 
confidentiality in accordance with Article 
116.

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

1. The potential registrant shall, in the 
event of consent being given by the 
previous registrant, ask the latter for such 
information from studies with experiments 
involving vertebrates as he requires for his 
registration.

Or. de

Justification

Under the COM proposal the identity of previous registrants is always disclosed to the 
potential registrant making the application. This arrangement fails to protect the identity of 
the previous registrant. Automatic disclosure of identity is not provided for in Article 116 
either. Instead, the question of disclosure of identity is to be decided on a case-by-case basis. 
Under the system proposed here, the owner of experimental data is given the opportunity to 
keep his identity secret in individual cases. 

In addition, it makes clear that vertebrate experiments may not be repeated. A separate 
paragraph is justified by the importance of this principle. 
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The next paragraphs set out the arrangements for sharing confidential data and costs. A 
reference is made to this here. Such an arrangement has been tried and tested in practice in 
Germany by ChemG.

The cost-free access hitherto provided for to studies submitted at least 10 years previously is 
unjust. The current law on notification of new substances only provides for free use of 
registration data in the case of the set of basic data, but not in the case of costly studies. 

Arrangements for sharing data not involving animal studies are set out in Article 23 a (new).

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

Amendment 911
Article 25, paragraph 1

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

1. In the case of substances previously 
registered less than 10 years earlier as 
referred to in Article 24(4) and Article 
26(3a)(b), the potential registrant shall ask 
the previous registrant(s) for the information 
he requires with respect to Article 9(a)(vi) 
and (vii) in order to register.

Or. en

Justification

Consequential amendment as part of OSOR package.

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

Foglietta, Adriana Poli Bortone, Cristiana Muscardini and Sergio Berlato

Amendment 912
Article 25, paragraph 1

1. In the case of substances previously 
registered less than 10 years earlier as 
referred to in Article 24(5), the potential 
registrant shall ask the previous registrant(s) 

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

for the information involving tests carried 
out previously which he requires in order to 
register. He may also ask the registrants for 
any information on tests not involving 
vertebrate animals .

Or. it

Justification

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

The amendment seeks to include the principle of compulsory data sharing in the case of tests 
on non-vertebrates, with a view to protecting SMEs.
Amendment linked to the amendments to Articles 9(a)(x) and 23(4). (Foglietta & others)

Amendment by Gyula Hegyi

Amendment 913
Article 25, paragraph 1

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

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

Or. en

Justification

Part of the OSOR (One Substance, One Registration) proposal*. The Commission proposal 
sets obligatory data sharing on "tests on vertebrate animals". This amendment broadens the 
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scope of the data to be shared, to make the whole system feasible, and cost efficient. 

* OSOR means in essence: 

Mandatory sharing of both vertebrate animal and non-animal data. This will reduce costs 
while improving the protection of human health and the environment. 

Joint submission of one set of information on the intrinsic properties of each substance for the 
same reasons. 

Sharing of costs amongst registrants in order to ensure fairness, transparency and non-
discrimination in the most flexible manner. 

OSOR requires manufacturers and importers to work towards a single set of information on 
the intrinsic properties of each substance. In this way, registrants will make available and
work towards agreement on the available data thereby avoiding repetition of testing. As this 
is not the case in the Commission proposal, it could lead to a duplication of testing and 
higher costs both in terms of testing and administration, particularly for SMEs.

Amendment by Werner Langen

Amendment 914
Article 25, paragraphs 2, 3 and 4

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

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

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

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

The new registrant shall refer to these 
studies in his registration dossier and shall 
submit the letter of access from the previous 
registrant(s).

The new registrant shall refer to these 
studies in his registration dossier and shall 
submit the letter of access from the previous 
registrant(s).

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

4. If there is failure to reach such an 
agreement, the potential registrant shall
inform the Agency (deletion) thereof, or of 
his intention to withdraw from the 
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receipt, from the Agency, of the name and 
address of the previous registrant(s).

registration process, at least 1 month after 
receipt, from the Agency, of the name and 
address of the previous registrant(s).

Or. de

Justification

This article applies only to studies involving experiments on vertebrates; for studies involving 
experiments on invertebrates, see Article 23a. This is a clearer arrangement to ensure that the 
potential registrant is required to keep the Agency informed for as long as maintains his 
intention to register. The Agency should be in a position to put any subsequent potential 
registrants in touch with the potential registrant making the application.

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 915
Article 25, paragraph 3, subparagraph 1

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

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

Or. it

Justification

This amendment seeks to include the principle of compulsory data sharing in the case of tests 
on non-vertebrates, with a view to protecting SMEs.
Amendment linked to the amendments to Articles 9(a)(x) and 23(4).(Foglietta & others)

This amendment is closely related to and consequent upon the amendments to Articles 9(a)(x), 
24(5) and 25(1). Its aim is to remove the optional aspect of the submission of test data on 
non-vertebrates by removing this provision. Compulsory access to data is of vital importance 
to SMEs. (Vernola & others)
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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 916
Article 25, paragraph 4

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

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

Or. it

Justification

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

Amendment by Chris Davies

Amendment 917
Article 25, paragraph 4

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

4. If there is failure to reach such an 
agreement, the potential registrant may 
inform the Agency and the previous 
registrant(s) thereof at least 1 month after 
receipt, from the Agency, of the name and 
address of the previous registrants(s). With 
regard to studies involving tests on 
vertebrate animals and other studies that 
may prevent animal testing the potential 
registrant shall be obliged to do so.

Or. en
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Justification

In order to ensure compliance with the obligation to share data from animal tests and to 
prevent duplicate testing, the potential registrant must not be allowed not to inform the 
Agency that no agreement was reached and subsequently to carry out duplicate animal tests.

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

Amendment 918
Article 25, paragraph 4

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

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

Or. it

Justification

The Agency should intervene in the information exchange procedure in order to speed up 
operations and guarantee data confidentiality.

Amendment by Chris Davies

Amendment 919
Article 25, paragraph 5

5. The previous registrant(s) shall have 1 
month from the receipt of the information 
referred to in paragraph 4 to inform the 
potential registrant and the Agency of the 
cost incurred by him for the study 
concerned. At the request of the potential 
registrant, the Agency shall take the decision 
to make available to him the summaries or 

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

animals and other studies that may prevent 
animal testing, the Agency shall take the 
decision to make available to him the 
summaries or robust study summaries, as the 
case may be, of the studies concerned, or the 
results thereof, on receipt of proof that he 
has paid the previous registrant(s) the 
amount specified in Article 25(8a).

Or. en

Justification

In order to ensure compliance with the obligation to share data from animal tests and to 
prevent duplicate testing, the potential registrant must not be allowed not to request that the 
information is made available to him and subsequently to carry out duplicate animal tests.

It seems strange that every potential registrant pay 50% of the original testing costs 
irrespective of both the produced volume and the number of potential or previous registrants. 
Article 25.8 a (new) sets out a mechanism for more evenly sharing the original costs of a 
study.

Amendment by Ria Oomen-Ruijten, Thomas Ulmer, Miroslav Mikolášik, Françoise 
Grossetête, Anja Weisgerber, María del Pilar Ayuso González, Cristina Gutiérrez-Cortines, 

Renate Sommer, Erna Hennicot-Schoepges + Richard Seeber

Amendment 920
Article 25, paragraph 5

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

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

Or. en
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Justification

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

Linked to the amendments to articles 10(2), 17(2) and 25(6). (Oomen-Ruijten & others)

Limiting the reduction of fees only to one half reduces the incentive for the formation of 
consortia to 2-party-consortia. Only a consortium consisting of two members will benefit 
from the formation. Sharing the fees equally, though, makes it attractive also for bigger 
consortia. (Seeber)

Amendment by 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 921
Article 25, paragraph 5

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

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

Or. it

Justification

Costs should be shared fairly and proportionately on the basis of decisions taken by the 
Agency. This amendment is linked to the other amendments to the articles contained in Title 
III: Data sharing and avoidance of unnecessary testing.
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Amendment by Guido Sacconi, Chris Davies, Carl Schlyter

Amendment 922
Article 25, paragraphs 5 and 5a (new)

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

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

5a. The sharing of the actual costs incurred 
by the original registrant(s) for the study 
concerned shall be calculated in a way 
which is proportional to each party’s 
production volume.
Where the original total cost has already 
been shared between two or more 
registrants, any subsequent potential 
registrant(s) shall pay each registrant an 
even share of his contribution to costs.

Or. en

Justification

Establishes a mechanism for sharing in a fair way the original costs of tests irrespective of 
the number of registrants and the timing for subsequent registrations.

Amendment by Chris Davies

Amendment 923
Article 25, paragraph 5 a (new)

5a. If the potential registrant fails to pay 
his share of the cost of a study involving 
tests on vertebrate animals or another study 
that may prevent animal testing, he shall 
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not be able to register his substance.

Or. en

Justification

Linked to the amendment to Recital 39a. In order to ensure compliance with the obligation to 
share data from animal tests and to prevent duplicate testing, the potential registrant must not 
be allowed not to pay his share of the cost and subsequently to carry out duplicate animal 
tests.

Amendment by Chris Davies

Amendment 924
Article 25, paragraph 6

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

6. If the previous registrant(s) fail(s) to 
inform the potential registrant and the 
Agency of the cost within the deadline set in 
paragraph 5, the Agency, on request, and in 
any case with regard to studies involving 
tests on vertebrate animals and other 
studies that may prevent animal testing,
shall take the decision to make available to 
the potential registrant the summaries or 
robust study summaries, as the case may be, 
of the studies concerned, or the results 
thereof. The previous registrant(s) shall have 
a claim on the potential registrant for 50% of 
the cost, which shall be enforceable in the 
national courts. 

Or. en

Justification

Linked to the amendment to Article 25 (5) by the same author. In order to ensure compliance 
with the obligation to share data from animal tests and to prevent duplicate testing, the 
potential registrant must not be allowed not to request that the information is made available 
to him and subsequently to carry out duplicate animal tests. The addition of ‘or the results 
thereof’ is a drafting improvement to make the text conform to paragraph 5.
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Amendment by Ria Oomen-Ruijten, Thomas Ulmer, Miroslav Mikolášik, Anja Weisgerber, 
María del Pilar Ayuso González, Cristina Gutiérrez-Cortines, Renate Sommer, Erna 

Hennicot-Schoepges

Amendment 925
Article 25, paragraph 6

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

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

Or. en

Justification

Linked to the amendment to article 10(2), 17(2) and 25(5) by the same authors (see 
justification of those amendments).

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

Amendment 926
Article 25, paragraph 6

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

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

Justification

Costs should be shared fairly and proportionately on the basis of decisions taken by the 
Agency. This amendment is linked to the other amendments to the articles contained in Title 
III: Data sharing and avoidance of unnecessary testing.

Amendment by Guido Sacconi, Chris Davies, Carl Schlyter

Amendment 927
Article 25, paragraph 6

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

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

Or. en

Justification

Establishes a mechanism for sharing in a fair way the original costs of tests irrespective of 
the number of registrants and the timing for subsequent registrations.

Amendment by 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 928
Article 25, paragraph 8

8. The registration waiting period in 
accordance with Article 19 (1) for the new 

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

registrant shall be extended by a period 
proportional to the time required to conduct 
the corresponding studies and necessary 
evaluations.

Or. it

Justification

The time period should reflect the time which is actually needed to carry out the experiments 
and collect the relevant data. This amendment is linked to the amendments to the articles 
contained in Title III: Data sharing and avoidance of unnecessary testing.

Amendment by Françoise Grossetête

Amendment 929
Article 25, paragraph 8

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

8. The registration waiting period in 
accordance with Article 19 (1) for the new 
registrant shall be extended by a period 
proportionate to the time needed to produce 
the corresponding studies and carry out the 
necessary evaluations, if the previous 
registrant so requests.

Or. fr

Amendment by Chris Davies

Amendment 930
Article 25, paragraph 8 a (new)

8a. The contribution to costs per party shall 
be calculated by dividing the actual costs 
incurred by the original registrant(s) for 
the study concerned by the number of 
registrants, for the same substance, use and 
tonnage. Any subsequent potential 
registrant shall pay to the previous 
registrant(s) an amount equalling the 
original total cost divided by the new 
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number of registrants.
Where the original total cost has already 
been shared between two or more 
registrants, the potential registrant(s) shall 
pay each registrant an even share of his 
contribution to costs.

Or. en

Justification

Established a mechanism for sharing equally the original costs of tests irrespective of the 
number of registrants and the timing for subsequent registrations.

Amendment by Werner Langen

Amendment 931
Article 25 a (new)

Article 25a
1. Where the substance has not yet been 
registered and the requisite data and 
information are not available elsewhere, 
the Agency shall inform the potential 
registrant(s) that the requisite information 
is not yet available. If more than one 
potential registrant has inquired about the 
substance, the Agency shall first give the 
potential registrants the opportunity to state 
whether they wish to continue with their 
registration procedure. If they do wish to do 
so, the Agency shall inform the potential 
registrant of the name and address of the 
other(s). Where one of the potential 
registrants asks for his identity to be treated 
in confidence, it shall not be made known 
to the other potential registrants.
2. The missing study involving experiments 
on vertebrates may only be carried out 
once.
3. The potential registrants must take all 
appropriate steps to reach agreement about 
who shall carry out the study for the benefit 
of them all. The Agency shall decide on 
behalf of the potential registrant whose 
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identity is not to be disclosed.
If within two months of notification by the 
Agency no agreement has been reached
among the potential registrants, the Agency 
shall be notified of this. In these 
circumstances the Agency shall decide who 
will carry out the study for the benefit of all 
the potential registrants. The cost of the 
study shall be shared equally among the 
potential registrants. 
4. Paragraphs 2 and 3 shall also apply in 
cases where experiments involving 
vertebrates are to be carried out as referred 
to in Title VI.

Or. de

Justification

The intention is to ensure that identities are mutually disclosed only among manufacturers 
who actually wish to continue with the registration process. In addition, the amendment 
makes it possible, in the exceptional event of a potential registrant wishing to keep his identity 
secret, for the experiments to be carried out on behalf of everyone nevertheless.

Experiments involving vertebrates are to be avoided even in cases where no such experiments 
have yet been carried out. This is not provided for in the COM proposal (Article 28(2)(2) 
does not prevent parallel experiments involving vertebrates from being carried out).

Arrangements are needed for cases where no agreement is reached, because the first thing 
established is a requirement to carry out experiments involving vertebrates on a shared basis.

The same arrangements for shared conduct of experiments involving vertebrates must apply 
as a matter of principle to all substances . Article 50 can be deleted in consequence.

Amendment by Werner Langen

Amendment 932
Article 25 b (new)

Article 25b
Competence and legal protection

1. Unless otherwise provided, the Agency 
shall be responsible for decisions under this 
Title.
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2. Appeals may be brought against 
decisions of the Agency in accordance with 
the provisions of Articles 87, 88 and 89.

Or. de

Justification

For the sake of clarity, the Agency’s competence should be expressly stated for the whole of 
Title III. Instead of being separately enumerated on each occasion, the right of appeal should 
be set out centrally here.

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

Amendment 933
Article 26

Article 26

Duty to pre-register for phase-in substances

Article 26

Duty to pre-register for phase-in substances
1. In order to benefit from the transitional 
regime provided for in Article 21 each 
potential registrant of a phase-in substance 
shall submit all the following information to 
the Agency in the format specified by the 
Agency in accordance with Article 108:

1. Within 18 months after the entry into 
force of REACH all companies which 
manufacture or import phase-in-substances 
in quantities above 1 ton per year shall pre-
register these substances to the European 
Chemicals Agency. In order to benefit from 
the transitional regime provided for in 
Article 21 each potential registrant of a 
phase-in substance shall submit all the 
following information to the Agency in the 
format specified by the Agency in 
accordance with Article 108:

(a) the name of the substance and, where 
applicable, the group of substances, 
including its EINECS and CAS number, if 
available;

(a) the name of the substance and, where 
applicable, the group of substances, 
including its EINECS and CAS number, if 
available

(b) his name and address and the name of 
the contact person;

(b) his name and address and the name of 
the contact person or their proxy; 
manufacturers or importers may request 
the company name to be regarded as 
confidential in accordance with article 116;

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

(c) the envisaged tonnage band;

(d) an indication of the physicochemical, (d) an indication of the ownership of studies 
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toxicological and ecotoxicological 
endpoints/properties for which he has 
relevant studies or information available to 
him for the purposes of registration 
information requirements, if any;

(by study type) on toxicological and eco-
toxicological endpoints based on vertebrate 
animals tests for the purposes of registration 
information requirements, if any;

(e) a statement as to whether or not studies 
referred to under point (d) include tests on 
vertebrate animals and, if not, whether he 
considers making an affirmative 
declaration for the purposes of point (x) of 
Article 9(a) with his registration.

(e) indication of interest in joining 
consortia.

The potential registrant may limit the 
information to be submitted under the first 
subparagraph to those endpoints/properties 
for which tests were required.
2. The information referred to in paragraph 1 
shall be submitted at the latest 18 months 
before:

2. The information referred to in paragraph 1 
shall be submitted at the latest within 
18 months after the entry into force of this 
Regulation.

(a) the deadline laid down in Article 21 (1) 
for phase-in substances manufactured or 
imported in quantities of 1 000 tonnes or 
more per year;
(b) the deadline laid down in Article 21 (2) 
for phase-in substances manufactured or 
imported in quantities of 1 tonne or more 
per year.

2a. The Agency shall publish, within one 
month following the completion of the pre-
registration phase, the list of the substances 
declared under Article 26.1, indicating the 
name of the substance, the CAS number 
and whether at least one manufacturer or 
importer has to register within 5 years.
2b. Within 6 months following the 
publication of the list of the phase-in 
substances, in accordance with paragraph 
2a, in exceptional cases, manufacturers or 
importers may notify additions or 
corrections to the Agency. They have to 
justify the use of the prolonged time period. 
The Agency shall re-publish the final list of 
phase-in substances within one month.

3. Registrants who do not submit the 3. Registrants who do not submit the 



PE 357.820v01-00 36/113 AM\565932EN.doc

EN

information required under paragraph 1 shall 
not be able to rely on Article 21.

information required under paragraph 1 shall 
not be able to rely on Article 21.

4. Manufacturers and importers of phase-
in substances in quantities of less than 
1 tonne per year, as well as downstream 
users, may submit the information referred 
to in paragraph 1 to the Agency in the 
format specified by the Agency in 
accordance with Article 108.

4. For substances included in the final list 
mentioned in paragraph 2a, any owner of 
vertebrate animal studies shall submit the 
information referred to in paragraph 1(a), (b) 
and (d) to the Agency in the format 
specified by the Agency in accordance with 
Article 108.

5. The Agency shall record the information 
submitted in accordance with paragraphs 1 
to 4 in a database. It shall grant access to 
these data held on each substance to the 
manufacturers and importers who have 
submitted information on that substance in 
accordance with paragraphs 1 to 4. The 
competent authorities of the Member States 
shall also have access to this data.

5. The Agency shall record the information 
submitted in accordance with paragraphs 1 
to 4 in a database. It shall grant access to 
these data held on each substance to the 
manufacturers and importers who have 
submitted information on that substance in 
accordance with paragraphs 1. The 
competent authorities of the Member States 
shall also have access to this data.

Or. en

Justification

After 18 months, all substances falling under the scope of REACH will be identified 
(acceleration of the process). This greatly enhances ability of all data owners to share their 
data and the ability of all registrants to form consortia, supporting the objective of avoiding 
unnecessary animal testing.

This inventory list facilitates data sharing and voluntary consortia formation across the 
industry including both big and small companies manufacturing/importing the same 
substance, independently of volume. It also provides opportunity for small volume producers 
to register earlier on a voluntary basis. Companies producing substances in the lower volume 
bands – many of which are SMEs - will be asked to pre-register earlier than according to the 
Commission proposal. However, the pre-registration under a uniform procedure enables all
registrants to identify co-producer/importers and potential downstream user who may want to 
participate in consortia. Even if the SMEs do not want to join consortia at the very beginning 
of the process they will at least have the opportunity to do so but will have the choice to 
register later. To achieve transparency in the registration process itself it is an acceptable 
effort for SMEs to send a “post-card” pre-registration to the Agency.

The declaration of registration intentions including vertebrate animal tests results will lead in 
most cases to joint registration while protecting the freedom of companies to act according to 
their essential business interests if deemed necessary.
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Amendment by Holger Krahmer, Jorgo Chatzimarkakis

Amendment 934
Article 26, paragraphs 1 and 2

1. In order to benefit from the transitional 
regime provided for in Article 21 each 
potential registrant of a phase-in substance 
shall submit all the following information to 
the Agency in the format specified by the 
Agency in accordance with Article 108:

1. In order to benefit from the transitional 
regime provided for in Article 21 each 
potential registrant of a phase-in substance 
shall submit all the following information to 
the Agency in the format specified by the 
Agency in accordance with Article 108:

(a) the name of the substance and, where 
applicable, the group of substances, 
including its Einecs and CAS number, if 
available;

(a) the name of the substance and, where 
applicable, the group of substances, 
including its (deletion) CAS number, if 
available;

(b) his name and address and the name of 
the contact person;

(b) his name and address and the name of 
the contact person or their representatives; 
manufacturers or importers may ask for the 
firm’s name to be treated as confidential in 
accordance with Article 116;

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

(c) the envisaged (deletion) tonnage band;

(d) an indication of the physicochemical, 
toxicological and ecotoxicological 
endpoints/properties for which he has 
relevant studies or information available to 
him for the purposes of registration 
information requirements, if any;

(d) an indication, if appropriate, of the 
ownership of studies (according to the type 
of study) on the toxicological and 
ecotoxicological endpoints in experiments 
involving vertebrates for the purposes of 
registration, and;

(e) a statement as to whether or not studies 
referred to under point (d) include tests on 
vertebrate animals and, if not, whether he 
considers making an affirmative 
declaration for the purposes of point (x) of 
Article 9(a) with his registration.

(e) an indication of any interest in joining a 
consortium.

The potential registrant may limit the 
information to be submitted under the first 
subparagraph to those endpoints/properties 
for which tests were required.
2. The information referred to in paragraph 1 
shall be submitted at the latest 18 months
before: 

2. The information referred to in paragraph 1 
shall be submitted at the latest 18 months 
after the entry into force of this regulation: 

(a) the deadline laid down in Article 21 (1) 
for phase-in substances manufactured or 
imported in quantities of 1 000 tonnes or 
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more per year;
(b) the deadline laid down in Article 21 (2) 
for phase-in substances manufactured or 
imported in quantities of 1 tonne or more 
per year.

Within one month of the end of the pre-
registration phase, the Agency shall publish 
the list of registered substances referred to 
in Article 26(1), giving the name of the 
substance and the CAS number, and shall 
state whether at least one manufacturer or 
importer must make a registration within 
five years.

Or. de

Justification

The amendments to Article 26 mean that a single pre-registration, and thus a single substance 
register, is created after 18 months. This provides more planning certainty for manufacturers, 
processors, users and authorities. The other changes serve to clarify the information required 
for pre-registration. The amendment improves, inter alia, ownership protection for test data 
and at the same time facilitates formation of consortia. Further animal experiments can be 
avoided as a result.

Amendment by Elisabeth Jeggle, Thomas Ulmer, Anja Weisgerber

Amendment 935
Article 26, paragraph 1

1. In order to benefit from the transitional 
regime provided for in Article 21 each 
potential registrant of a phase-in substance
shall submit all the following information to 
the Agency in the format specified by the 
Agency in accordance with Article 108:

1. In order to pre-register a phase-in 
substance, each manufacturer or importer 
who manufactures or imports a substance 
in a quantity of one tonne or more per year
shall submit all the following information to 
the Agency in the format specified by the 
Agency in accordance with Article 108 for 
the purpose of drawing up the substance 
list and for partial inclusion in the 
Agency’s database:

(a) the name of the substance and, where 
applicable, the group of substances, 
including its Einecs and CAS number, if 
available;

(a) the information on the manufacturer or 
importer to be submitted as specified in 
Article 9(a)(i)and (ii);
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(b) his name and address and the name of 
the contact person;

(b) the information on the use as specified 
in Article 9(a) iii);

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

(c) assignment of the known uses to the use 
and exposure categories in accordance with 
Annex Iaa;

(d) an indication of the physicochemical, 
toxicological and ecotoxicological 
endpoints/properties for which he has 
relevant studies or information available to 
him for the purposes of registration 
information requirements, if any;

(d) physical and chemical data held by or 
known to the manufacturer or importer, 
and toxicological data containing as a 
minimum information in accordance with 
Annex V;

(e) a statement as to whether or not studies 
referred to under point (d) include tests on 
vertebrate animals and, if not, whether he 
considers making an affirmative 
declaration for the purposes of point (x) of 
Article 9(a) with his registration.

(e) the information on the classification 
and labelling of the substance as specified 
in Article 9(a)(iv);

(ea) suggestions for further testing of 
substances to clarify a known or possible 
risk where this is known to the 
manufacturer or importer, and 
(eb) a suggestion in accordance with 
Article 9(c) on how the substance could be 
classified.

The potential registrant may limit the 
information to be submitted under the first 
subparagraph to those endpoints/properties 
for which tests were required.

Or. de

Justification

On the basis of the ‘one substance – one registration’ approach, the information requirements 
for the risk-oriented pre-registration process must be changed. At the same time, however, the 
central pooling role of the Agency means that not all information need be compulsorily 
submitted by every manufacturer and importer, which will mean a significantly lighter burden 
for manufacturers and importers, particularly in small and medium-sized businesses. An 
initial fee will be charged at the time of pre-registration, because work is already done by the 
Agency at this stage. One result is that the size of the pre-registration fee can be reduced. The 
information will be collated by the Agency in substance lists by substance. Linked to the 
amendments to paragraphs 2 to 5 by the same authors.
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Amendment by Johannes Blokland

Amendment 936
Article 26, paragraph 1, point (c) a (new)

(ca) the degree of persistence, the BCF 
value for bioaccumulativity and the NOEC 
value for (eco)toxicity;

Or. nl

Justification

The degree of persistence, the BCF value for bioaccumulativity and the NOEC value for 
(eco)toxicity must be submitted to the Agency (Blokland priority package).

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

Amendment 937
Article 26, paragraph 1, point (d)

(d) an indication of the physicochemical, 
toxicological and ecotoxicological 
endpoints/properties for which he has 
relevant studies or information available to 
him for the purposes of registration 
information requirements, if any;

deleted

Or. en

Justification

The aim of OSOR is to ensure that all available information on the substance is made 
available to the registrant(s) before the relevant registration deadlines to avoid repeat 
testing, particularly of vertebrate animals. These amendments to Articles 26 and inclusion of 
a new Article 26a ensure that available data is brought forward after publication of an 
Agency list of substances which have been pre-registered.

Part of OSOR package.
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Amendment by Johannes Blokland

Amendment 938
Article 26, paragraph 1, point (d)

(d) an indication of the physicochemical, 
toxicological and ecotoxicological 
endpoints/properties for which he has 
relevant studies or information available to 
him for the purposes of registration 
information requirements, if any;

(d) an indication of the physicochemical, 
other toxicological and ecotoxicological 
endpoints/properties for which he has 
relevant studies or information available to 
him for the purposes of registration 
information requirements, if any;

Or. nl

Justification

The degree of persistence, the BCF value for bioaccumulativity and the NOEC value for 
(eco)toxicity must be submitted to the Agency (Blokland priority package).

Amendment by Carl Schlyter, Caroline Lucas, Hiltrud Breyer

Amendment 939
Article 26, paragraph 1, point (d) a (new)

(da) results of the tests on persistence * and 
bioaccumulation **;
* Test on degradation, as listed in point 7.2 
of Annex VI
** Partition coefficient n-octanol/water, as 
listed in point 5.8 of Annex V

Or. en

Justification

Amendment in support of the amendment on Article 21, paragraph 1 by the rapporteur and by 
the authors of this amendment, respectively.

Substances that are persistent and bioaccumulative are of particular concern. These 
properties can be identified easily and quickly and should therefore be added to pre-
registration. This would allow to add such substances to the first registration phase. This is 
also needed to ensure coherence with authorisation, which gives priority to PBT and vPvB 
substances (see Article 55(3)).
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Amendment by Guido Sacconi, Chris Davies, Carl Schlyter, Jonas Sjöstedt

Amendment 940
Article 26, paragraph 1, point (e)

(e) a statement as to whether or not studies 
referred to under point (d) include tests on 
vertebrate animals and, if not, whether he 
considers making an affirmative 
declaration for the purposes of point (x) of 
Article 9(a) with his registration.

deleted

Or. en

Justification

The aim of OSOR is to ensure that all available information on the substance is made 
available to the registrant(s) before the relevant registration deadlines to avoid repeat 
testing, particularly of vertebrate animals. These amendments to Articles 26 and inclusion of 
a new Article 26a ensure that available data is brought forward after publication of an 
Agency list of substances which have been pre-registered.

Part of OSOR package.

Amendment by Johannes Blokland

Amendment 941
Article 26, paragraph 1, point (e)

(e) a statement as to whether or not studies 
referred to under point (d) include tests on 
vertebrate animals and, if not, whether he 
considers making an affirmative declaration 
for the purposes of point (x) of Article 9(a) 
with his registration.

(e) a statement as to whether or not studies 
referred to under points (ca) and (d) include 
tests on vertebrate animals and, if not, 
whether he considers making an affirmative 
declaration for the purposes of point (x) of 
Article 9(a) with his registration.

Or. nl

Justification

The degree of persistence, the BCF value for bioaccumulativity and the NOEC value for 
(eco)toxicity must be submitted to the Agency (Blokland priority package).
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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 942
Article 26, paragraph 1, point (e)

(e) a statement as to whether or not studies 
referred to under point (d) include tests on 
vertebrate animals and, if not, whether he 
considers making an affirmative 
declaration for the purposes of point (x) of 
Article 9(a) with his registration.

(e) a statement as to whether or not studies 
referred to under point (d) include tests on 
vertebrate animals.

Or. it

Justification

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

Amendment by Guido Sacconi

Amendment 943
Article 26, paragraph 1, point (e a) (new)

(e a) a list of the uses which he intends to 
support through registration.

Or. it

Justification

Providing for a list of uses supported or not supported by the manufacturer or importer adds 
transparency to the system. It will allow downstream users to identify at an early stage when 
their use will not be supported and to act accordingly.

Amendment by Carl Schlyter, Caroline Lucas, Hiltrud Breyer

Amendment 944
Article 26, paragraph 2

2. The information referred to in paragraph 1 
shall be submitted at the latest 18 months 

2. The information referred to in paragraph 1 
shall be submitted within 12 months after 



PE 357.820v01-00 44/113 AM\565932EN.doc

EN

before: entry into force of this Regulation.
(a) the deadline laid down in Article 21 (1) 
for phase-in substances manufactured or 
imported in quantities of 1 000 tonnes or 
more per year;
(b) the deadline laid down in Article 21 (2) 
for phase-in substances manufactured or 
imported in quantities of 1 tonne or more 
per year.

Or. en

Justification

In accordance with recital 40 and with mandatory data sharing, the pre-registration date 
should be the same for all phase-in substances so that all animal data and other information 
that could prevent animal testing can be shared by all manufacturers and importers in the 
SIEF. The pre-registration date should be brought forward to allow sufficient time for data 
sharing and testing, where needed.

Amendment by Elisabeth Jeggle, Thomas Ulmer, Anja Weisgerber

Amendment 945
Article 26, paragraph 2

2. The information referred to in 
paragraph 1 shall be submitted at the latest 
18 months before: 
(a) the deadline laid down in Article 21 (1) 
for phase-in substances manufactured or 
imported in quantities of 1 000 tonnes or 
more per year;
(b) the deadline laid down in Article 21 (2) 
for phase-in substances manufactured or 
imported in quantities of 1 tonne or more 
per year.

2. So that claim can be laid to the deadlines 
in Article 21, the information shall be 
submitted no later than one year after the 
entry into force of this Regulation.

Or. de

Justification

See justification to amendment to article 26(1) by the same authors.
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Amendment by Guido Sacconi, Chris Davies, Jonas Sjöstedt

Amendment 946
Article 26, paragraph 2

The information referred to in paragraph 1 
shall be submitted at the latest 18 months 
before: 

2. The information referred to in paragraph 1 
shall be submitted within: 

(a) the deadline laid down in Article 21 (1)
for phase-in substances manufactured or 
imported in quantities of 1 000 tonnes or 
more per year;

(a) six months after the entry into force of 
this Regulation for:

(i) phase-in substances manufactured or 
imported in quantities of 1000 tonnes or 
more per year; or
(ii) phase-in substances manufactured or 
imported in quantities of 1 tonne or more 
per year and classified as carcinogenic, 
mutagenic or toxic to reproduction 
categories 1 or 2 in accordance with 
Directive 67/548/EEC.

(b) the deadline laid down in Article 21 (2)
for phase-in substances manufactured or 
imported in quantities of 1 tonne or more 
per year.

(b) three years after the entry into force of 
this Regulation for phase-in substances 
manufactured and imported in quantities of 
100 tonnes or more per year;

(ba) six years after the entry into force of 
this Regulation for phase-in substances 
manufactured and imported in quantities of 
1 tonnes or more per year.

Or. en

Justification

The aim of OSOR is to ensure that all available information on the substance is made 
available to the registrant(s) before the relevant registration deadlines to avoid repeat 
testing, particularly of vertebrate animals. These amendments to Articles 26 and inclusion of 
a new Article 26a ensure that available data is brought forward after publication of an 
Agency list of substances which have been pre-registered.

Part of OSOR package.
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Amendment by Johannes Blokland

Amendment 947
Article 26, paragraph 2

The information referred to in paragraph 1 
shall be submitted at the latest 18 months 
before:

The information referred to in paragraph 1 
shall be submitted at the latest 18 months 
before:

(a) the deadline laid down in Article 21 (1) 
for phase-in substances manufactured or 
imported in quantities of 1 000 tonnes or 
more per year;

(a) the deadline laid down in Article 21 (1) 
for phase-in substances of very high 
concern;

(b) the deadline laid down in Article 21 (2) 
for phase-in substances manufactured or 
imported in quantities of 1 tonne or more per 
year.

(b) the deadline laid down in Article 21 (2) 
for phase-in substances of high concern 
manufactured or imported in quantities of 
1 tonne or more per year and for substances 
of concern and low concern which are 
manufactured or imported in quantities of 
1 000 tonnes or more per year.

Or. nl

Justification

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

Amendment by Elisabeth Jeggle, Thomas Ulmer, Anja Weisgerber

Amendment 948
Article 26, paragraph 3

3. Registrants who do not submit the 
information required under paragraph 1 
shall not be able to rely on Article 21.

3. A fee shall be charged upon submission 
of the pre-registration documents, in setting 
which a reduction may be made on the 
basis of the information provided.

Or. de

Justification

See justification to amendment to article 26(1) by the same authors.
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Amendment by Guido Sacconi, Chris Davies, Jonas Sjöstedt

Amendment 949
Article 26, paragraph 3a (new)

3a. The Agency shall:
(a) within one month of the expiry of the 
deadlines referred to in paragraphs 2(a), 
(b) and (ba) above, make a list of the 
substances pre-registered in accordance 
with those paragraphs publicly available 
over the Internet. The list shall comprise 
only the names of the substances, including 
their EINECS and CAS number if 
available.
(b) if the same substance has been 
previously registered less than 10 years 
earlier, inform the potential registrant(s) 
without delay of the name(s) and 
address(es) of the previous registrant(s) 
and of the relevant summaries or robust 
study summaries of the studies, as the case 
may be, already submitted by them.
The available studies must be shared with 
the potential registrant(s).

Or. en

Justification

The aim of OSOR is to ensure that all available information on the substance is made 
available to the registrant(s) before the relevant registration deadlines to avoid repeat 
testing, particularly of vertebrate animals. These amendments to Articles 26 and inclusion of 
a new Article 26a ensure that available data is brought forward after publication of an 
Agency list of substances which have been pre-registered. Part of OSOR package.

Amendment by Elisabeth Jeggle, Thomas Ulmer, Anja Weisgerber

Amendment 950
Article 26, paragraph 4
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4. Manufacturers and importers of phase-
in substances in quantities of less than 1 
tonne per year, as well as downstream 
users, may submit the information referred 
to in paragraph 1 to the Agency in the 
format specified by the Agency in 
accordance with Article 108.

deleted

Or. de

Justification

See justification to amendment to article 26(1) by the same authors.

Amendment by Johannes Blokland

Amendment 951
Article 26, paragraph 4

4. Manufacturers and importers of phase-in 
substances in quantities of less than 1 tonne 
per year, as well as downstream users, may 
submit the information referred to in 
paragraph 1 to the Agency in the format 
specified by the Agency in accordance with 
Article 108.

4. Manufacturers and importers of phase-in 
substances in quantities of less than 1 tonne 
per year, with the exception of substances 
of very high concern, as well as downstream 
users, may submit the information referred 
to in paragraph 1 to the Agency in the 
format specified by the Agency in 
accordance with Article 108.

Or. nl

Justification

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

Amendment by Elisabeth Jeggle, Thomas Ulmer, Anja Weisgerber

Amendment 952
Article 26, paragraph 5

5. The Agency shall record the information 
submitted in accordance with paragraphs 1 
to 4 in a database. It shall grant access to 

deleted
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these data held on each substance to the 
manufacturers and importers who have 
submitted information on that substance in 
accordance with paragraphs 1 to 4. The 
competent authorities of the Member States 
shall also have access to this data.

Or. de

Justification

See justification to amendment to article 26(1) by the same authors .

Amendment by Liam Aylward + Avril Doyle

Amendment 953
Article 26, paragraph 5

5. The Agency shall record the information 
submitted in accordance with paragraphs 1 
to 4 in a database. It shall grant access to 
these data held on each substance to the 
manufacturers and importers who have 
submitted information on that substance in 
accordance with paragraphs 1 to 4. The 
competent authorities of the Member States 
shall also have access to this data.

5. The Agency shall record the information 
submitted in accordance with paragraphs 1 
to 4 in a database. Unless disclosure is 
limited by Articles 102, 115(2), and 116, it 
shall grant access to these data held on each 
substance to the manufacturers and 
importers who have submitted information 
on that substance in accordance with 
paragraphs 1 to 4. The competent authorities 
of the Member States shall also have access 
to this data.

Or. en

Justification

See justification to amendment to article 24(5) by the same author. (Aylward)

For downstream users, the use of substances may be highly confidential and considered to be 
intellectual property. Disclosure of the use of one critical chemical can reveal confidential 
business information to competitors and may allow the competitor to reverse engineer 
processes. It should therefore be up to the prior registrant to decide whether to share its 
identity and prior testing documentation with a new registrant. (Doyle)
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Amendment by Carl Schlyter, Caroline Lucas, Hiltrud Breyer

Amendment 954
Article 26, paragraph 5 a (new)

5a. A submission for pre-registration shall 
be accompanied by an advance on the 
registration fee as set by the Agency.

Or. en

Justification

An advance on the registration fee at pre-registration would create funds for the working of 
the agency at an early stage, which could be particularly relevant for the development and 
validation of alternatives to animal tests.

Amendment by Guido Sacconi, Chris Davies, Jonas Sjöstedt

Amendment 955
Article 26a (new)

Article 26a
Submission of information to the Agency 

following publication of lists

1. Any manufacturer or importer of a 
substance in quantities of 1 tonne or more 
per year which appears on a list published 
by the Agency in accordance with Article 
26(3a)(a) shall:

(a) within 12 months after the entry into 
force of the Regulation for substances 
which have been pre-registered in 
accordance with Article 26(2)(a) ; or

(b) within three and a half years after the 
entry into force of the Regulation for 
substances which have been pre-registered 
in accordance with Article 26(2)(b),

submit to the Agency the information 
referred to in Article 26(1), provided that he 
holds any information specified in Article 
9(a) (vi) and (vii)
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Manufacturers and importers who have 
submitted that information shall make 
available the information specified in 
Article 9(a) (vi) and (vii) to other members 
of a SIEF, in accordance with Articles 27 
and 28.

2. Manufacturers or importers of phase-in 
substances in quantities of less than 1 
tonne per year, as well as downstream 
users, that appear on the list published by 
the Agency in accordance with Article 
26(3a)(a), may submit the information 
referred to in paragraph 26(1) or any other 
relevant information to the Agency in the 
format specified by the Agency in 
accordance with Article 108 with the 
intention of being part of the SIEF.

Or. en

Justification

The aim of OSOR is to ensure that all available information on the substance is made 
available to the registrant(s) before the relevant registration deadlines to avoid repeat 
testing, particularly of vertebrate animals. These amendments to Articles 26 and inclusion of 
a new Article 26a ensure that available data is brought forward after publication of an 
Agency list of substances which have been pre-registered.
Part of OSOR package.

Amendment by Elisabeth Jeggle, Thomas Ulmer, Anja Weisgerber

Amendment 956
Article 26a (new)

Article 26a
Duties of the Agency in connection with 

pre-registration
1. In accordance with Article 18(1), the 
Agency shall assign a pre-registration 
number to each pre-registration, and shall 
inform the manufacturer or importer.
2. In the case of every pre-registration of a 
substance, the Agency shall carry out a 
completeness check within six weeks of the 
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pre-registration date in accordance with 
Article 26(1)(a),( (b) and (c). If the 
information is incomplete, the Agency shall 
inform the registrants within three weeks as 
to what further information is required in 
order for the registration to be complete; a 
reasonable deadline shall be set for this.
3. The Agency shall collate the information 
supplied by all manufacturers and 
importers for pre-registration of a 
substance in one substance list. A separate 
substance list shall be kept for each 
substance, and entitled with the name of 
the substance. 
4. In order to complete the substance lists, 
the Agency shall publish on its website the 
following parts of any given substance list 
for every pre-registered substance, in 
accordance with paragraph 3:
- the identity of the substance, in 

accordance with Annex IV, paragraph 
2, and 

- all use and exposure categories known 
from the information supplied by the 
registering manufacturers and 
importers in accordance with Annex 
Iaa.

Upon publication the Agency shall require 
downstream users to inform the Agency of 
hitherto unpublished use and exposure 
categories within two months.

5. If further uses are reported following 
publication in accordance with paragraph 
4, the Agency shall add these to the 
substance list and update the published 
substance list.

6. For the purpose of assignment in 
accordance with Article 26(b)(1) the 
Agency shall draw up a set of basic data for 
each pre-registered substance on the basis 
of the information supplied in accordance 
with Article 26(1) and Article 26a(5). The 
set of basic data shall not be published. It 
shall contain the following elements:
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(a) all use and exposition categories 
notified by pre-registrants and downstream 
users in accordance with Annex Iaa,

(b) basic information on the substances in 
accordance with Annex V,

(c) the total quantity of the substance 
manufactured in the Community and 
imported into it,

(d) information on the notified uses as 
specified in Annex IV, section 3, with the 
relevant quantities,

(e) the classification and labelling of the 
substance as specified in Annex IV, section 
4;

(f) the classification suggested by 
manufacturers and importers, in 
accordance with Article 9(c). 

Where differing information is given on a 
substance by manufacturers and importers, 
the Agency shall incorporate into the set of 
basic data the information leading to a 
priority level with higher requirements in 
accordance with Article 11, paragraph 1.

7. If the Agency does not have all the basic 
information as specified in paragraph 6(b) 
necessary in order to draw up the set of 
basic data in accordance with Annex V, it 
shall ask the manufacturer or importer to 
supply such information within a 
reasonable period. The choice of the 
manufacturer or importer by the Agency 
may be based primarily on their business 
interests. The cost to the manufacturer or 
importer of supplying the information shall 
be shared equally in accordance with 
Article 50.

Or. de
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Justification

The burden on manufacturers and importers is significantly lightened if they are required 
initially to supply existing data, which are then collated on a substance-by-substance basis by 
the Agency. Because of the deadlines in Article 21(1) to (3) and the new arrangements in 
Articles 21(4), it is in the interests of manufacturers and importers to provide the information 
asked for as quickly and in as complete a form as possible. Know-how protection can also be 
guaranteed in this way. At the same time, with this approach the substance-based data 
situation is much more effective. All in all, Articles 26 to 26b give the Agency a much greater 
workload in the transitional pre-registration phase for phase-in substances than had 
previously been envisaged. However, this is offset by the fact that because of the simultaneous 
freeing up of the competent authorities in the Member States, greater use can be made of 
secondments or, under the French proposal in the Council, of networks of national experts.

Amendment by Elisabeth Jeggle, Thomas Ulmer, Anja Weisgerber

Amendment 957
Article 26b (new)

Article 26b
Assigning priority levels and requesting 

further data
1. After the drafting of the set of basic data 
in accordance with Article 26 (a)(6), the 
Agency shall classify each substance within 
a period of six months, on the basis of the 
criteria of toxicity, tonnage level and use in 
accordance with Annex IVa, in priority 
level 1, 2 or 3. It shall inform the 
manufacturers and importers in writing of 
the result of the classification. In 
accordance with Articles 87, 88 and 89, 
appeals may be brought against the 
classification.
2. The quantity of data to be obtained after 
classification of a substance in a priority 
level shall be decided in accordance with 
Article 11(1); the order in which further 
data is obtained shall be determined on the 
basis of Article 21(1) to (3).
3. The Agency shall inform the 
manufactures and importers of a substance 
whether the data it has are sufficient under 
the terms of Article 2 or whether further 
data are required in accordance with 
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paragraph 2 and, if so, which. It shall give 
them the opportunity to undertake in 
writing within 6 weeks to provide these data 
themselves or via a third party appointed by 
them within a reasonable period of time 
determined by the Agency. If several 
manufacturers or importers make such an 
undertaking, the Agency shall choose 
among them, taking account of whether a 
manufacturer or importer is already in 
possession of some or all of the data. The 
costs shall be shared by the Agency among 
the manufacturer or importer required to 
provide the information and the other 
manufacturers or importers, in accordance 
with their share in the total quantity of the 
substance produced, in accordance with 
Article 50. 
4. If no manufacturer or importer of a 
substance undertakes to provide the data 
required under paragraphs 2 and 3, the 
Agency shall have them drawn up by a 
third party appointed by itself. The costs 
shall be borne by the manufacturers and 
importers of the substance in accordance 
with paragraph 3, fourth sentence.
5. If a manufacturer or importer who has 
undertaken to provide data in accordance 
with paragraph 3 does not do so within the 
appointed period, paragraph 4, first 
sentence, shall apply. In this case the cost 
of the third party appointed by the Agency 
shall be borne in full by the manufacturer 
or importer who undertook to provide the 
data.
6. Where the additional information on the 
substance needed under paragraph 2 is 
available to the Agency, it shall be 
combined by the Agency, including the 
relevant studies, with the basic information 
as specified in Annex V and placed in a 
database. Manufacturers and importers 
who are pre-registrants of the substance in 
question, as well as the competent 
authorities in the Member States, shall be 
given access to the data relating to this 
substance. The data shall serve as a basis 
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for completing the registration dossier in 
accordance with Articles 9 and 11 with a 
view to the safety data sheet as specified in 
Article 9(aa) and the chemical safety report 
as specified in Article 9(b). In the case of 
data already possessed by the Agency a 
summary accompanied by the 
pre-registration number will then suffice.
7. Costs accruing to a manufacturer or 
importer for studies transferred to the 
database in accordance with paragraph 6 
shall be shared out by the agency 
proportionately to the respective tonnage 
level among the other pre-registrants as 
well, bearing in mind whether the studies 
were also carried out by them.

Or. de

Justification

Particularly in view of the large number of phase-in substances, a transparent, risk-based 
sequence of events and a risk-orientated information requirement are particularly important, 
so that potentially hazardous substances can be identified as early as possible and the 
necessary information on them obtained, so that they can quickly be registered and evaluated. 
In the shape of Annex IV a, a usable instrument for risk-based prioritisation was developed 
which takes account of toxicity, exposure in use and the total quantities manufactured in the 
Community and imported into it. At the same time, with the obtaining of supplementary data 
being managed by the Agency, the amount of work for individual manufactures and importers 
is minimised, existing data are used, and there is a financial balance. A further advantage is 
that – with cost equalisation – data already in the possession of manufacturers, importers and 
the agency can be used in the subsequent registration procedure.

Amendment by Elisabeth Jeggle, Thomas Ulmer, Anja Weisgerber

Amendment 958
Article 27

This Article is deleted

Or. en

Justification

Because of the central role of the agency in collating information on substances, this article 
can be deleted. In this way, too, the very controversial connected problems, mainly of a civil 
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law nature, become irrelevant.

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

Amendment 959
Article 27, paragraph 1

1. All manufacturers and importers who 
have submitted information to the Agency in 
accordance with Article 26 for the same 
phase-in substance shall be participants in a 
substance information exchange forum 
(SIEF).

1. All manufacturers and importers and 
downstream users who have submitted 
information to the Agency in accordance 
with Article 26 for the same phase-in 
substance shall be participants in a substance 
information exchange forum (SIEF).

Or. en

Justification

Downstream users should also have access to SIEF to share their hazard & exposure data.

Amendment by Gyula Hegyi

Amendment 960
Article 27, paragraph 2

2. The aim of each SIEF shall be to minimise 
the duplication of tests by exchanging 
information. SIEF participants shall provide 
other participants with existing studies, react 
to requests by other participants for 
information, collectively identify needs for 
further studies and arrange for them to be 
carried out.

2. The aim of each SIEF shall be to facilitate 
for the purposes of registration, the 
exchange of non-confidential information 
between manufacturers and importers, 
thereby avoiding the duplication of studies.
SIEF participants shall provide other 
participants with existing studies, react to 
requests by other participants for 
information, collectively identify needs for 
further studies and arrange for them to be 
carried out.

Or. en

Justification

Part of the OSOR proposal. For the implementation of OSOR it is needed to broaden the 
competence of the SIEF in order to enable it to fulfil its new tasks on data sharing.
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Amendment by Guido Sacconi, Chris Davies, Carl Schlyter, Jonas Sjöstedt

Amendment 961
Article 27, paragraph 2a (new)

2a. A manufacturer or importer may 
appoint a natural or legal person 
established in the Community to participate 
in a SIEF as his representative.
2b. If information required in respect of the 
application of Annexes V and VI is not 
available in the SIEF, only one study shall 
be conducted within each SIEF by one 
member of the SIEF acting on behalf of the 
other members.
2c. If information required in respect of the 
application of Annexes VII and VIII is not 
available in the SIEF, any proposals for 
further testing submitted for the purposes 
of Annexes VII or VIII shall indicate 
which company shall carry out each test in 
the event that the test is required.

Or. en

Justification

Article 27(2a) allows the use of a third party to represent potential registrants in a SIEF. This 
allows potential registrants to conceal their identity from other potential registrants. They 
will, however, still need to identify themselves to the Agency.
Part of OSOR package.

Amendment by Gyula Hegyi

Amendment 962
Article 27, paragraph 2 a (new)

2a. A manufacturer or importer may 
appoint a natural or legal person 
established in the Community to participate 
in a SIEF as its representative. The 
representative shall have expertise in the 
practical handling of substances and the 



AM\565932EN.doc 59/113 PE 357.820v01-00

EN

information related to them.
If information required in respect of the 
application of Annexes V to VI is not 
available in the SIEF, only one study shall 
be conducted within each SIEF by one 
member of the SIEF acting on behalf of the 
other members. 
If information required in respect of the 
application of Annexes VII to VIII is not 
available in the SIEF, any proposals for 
further testing submitted for the purposes 
of Annexes VII or VIII shall indicate 
which company shall carry out each test in 
the event that the test is required.

Or. en

Justification

Part of the OSOR proposal.

Amendment by Gyula Hegyi

Amendment 963
Article 28, Title

Sharing of data involving tests on vertebrate 
animals

Sharing of data involving animal and non-
animal tests

Or. en

Justification

Part of the OSOR proposal.

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

Amendment 964
Article 28, title

Sharing of data involving tests on vertebrate 
animals

Sharing of data involving tests between 
registrants
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Or. en

Justification

These are consequential amendments to ensure mandatory sharing of all hazard data.

Part of OSOR package.

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

Amendment 965
Article 28, paragraph 1, subparagraph 1

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

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

Or. en

Justification

These are consequential amendments to ensure mandatory sharing of all hazard data.
Part of OSOR package.

Amendment by Gyula Hegyi

Amendment 966
Article 28, paragraph 1, subparagraph 1

1. Before testing on vertebrate animals is
carried out in order to meet the information 
requirements for the purposes of registration, 
a SIEF participant shall inquire whether a 

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

relevant study is available by consulting the 
database referred to in Article 26 and by 
communicating within his SIEF. If a relevant 
study is available within the SIEF, a 
participant of that SIEF who would have to 
carry out animal and non-animal tests shall 
request that study within two months of the 
deadline set in Article 26(2).

Or. en

Justification

Part of the OSOR proposal.

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

Amendment 967
Article 28, paragraph 1, subparagraph 1

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

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

Or. it

Justification

The amendment is aimed at bringing the time limits into line with actual needs. It is linked to 
the other amendments to the articles contained in Title III: Data sharing and avoidance of 
unnecessary testing.
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Amendment by Guido Sacconi, Chris Davies, Carl Schlyter

Amendment 968
Article 28, paragraph 1, subparagraph 2

Within two weeks of the request, the owner 
of the study shall provide proof of its cost to 
the participant(s) requesting it. The 
participant(s) and the owner shall take all 
reasonable steps to reach an agreement on 
how to share the cost. If they cannot reach 
such an agreement, the cost shall be shared 
equally. The owner shall provide the study 
within two weeks of receipt of payment.

Within two weeks of the request, the owner 
of the study shall provide proof of its cost to 
the participant(s) requesting it. The 
participant(s) and the owner shall take all 
reasonable steps to reach an agreement on 
how to share the cost. If they cannot reach 
such an agreement, the cost shall be shared 
in a way which is proportional to each 
party’s production volume. The owner shall 
provide the study within two weeks of 
receipt of payment.

Or. en

Justification

Establishes a mechanism for sharing in a fair way the original costs of tests in analogy with 
the corresponding modifications to Article 25.

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

Amendment 969
Article 28, paragraph 1, subparagraph 2

Within two weeks of the request, the owner 
of the study shall provide proof of its cost to 
the participant(s) requesting it. The 
participant(s) and the owner shall take all 
reasonable steps to reach an agreement on 
how to share the cost. If they cannot reach 
such an agreement, the cost shall be shared 
equally. The owner shall provide the study 
within two weeks of receipt of payment.

Within three months of the request, the 
owner of the study shall provide proof of its 
cost to the participant(s) requesting it. The 
participant(s) and the owner shall take all 
reasonable steps to reach an agreement on 
how to share the cost. If they cannot reach 
such an agreement, the Agency shall 
establish how the cost is to be shared. The 
owner shall provide the study within two 
weeks of receipt of payment.

Or. it

Justification

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

Amendment by Caroline Lucas, Carl Schlyter, Hiltrud Breyer

Amendment 970
Article 28, paragraph 1 a (new)

1a. Failure to make available vertebrate 
animal data or other information that could 
prevent animal testing to the Agency will 
result in potential registrants forfeiting 
their right to register the substance 
concerned.

Or. en

Justification

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

Amendment by Chris Davies

Amendment 971
Article 28, paragraph 1 a (new)

1a. If the other participant(s) 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 and Article 25 (5a). In order to ensure compliance with 
the obligation to share data from animal tests and to prevent duplicate testing, the other 
participant(s) must not be allowed not to pay their share of the cost and subsequently to carry 
out duplicate animal tests.
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Amendment by Chris Davies

Amendment 972
Article 28, Paragraph 1 b (new)

1b. If the owner of the study fails to make 
the study available to the Agency, he shall 
not be able to register his substance.

Or. en

Justification

Linked to the amendment of Recital 40a. In order to ensure compliance with the obligation to 
share data from animal tests and to prevent duplicate testing, the owner of a study must not 
be allowed to withhold it from other participant(s) in a SIEF in order to gain a competitive 
advantage. Consequently, the owner should not be able to register his substance in the case of 
non-compliance with the requirements under paragraph 1. This provision would not detract 
from the provisions under paragraph 5.

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

Amendment 973
Article 28, paragraph 2

2. If a relevant study involving tests on 
vertebrate animals is not available within 
the SIEF, the participant shall contact other 
participants of that SIEF who have submitted 
information about the same or a similar use 
of the substance and who might need to 
carry out that study. They shall take all 
reasonable steps to reach an agreement as to 
who is to carry it out on behalf of the other 
participants.

2. If a relevant study involving tests is not 
available within the SIEF, the participant 
shall contact other participants of that SIEF
who have submitted information about the 
same or a similar use of the substance and 
who might need to carry out that study. They 
shall take all reasonable steps to reach an 
agreement as to who is to carry it out on 
behalf of the other participants.

Or. en

Justification

These are consequential amendments to ensure mandatory sharing of all hazard data.

Part of OSOR package.
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Amendment by Gyula Hegyi

Amendment 974
Article 28, Paragraph 2

2. If a relevant study involving tests on 
vertebrate animals is not available within 
the SIEF, the participant shall contact other 
participants of that SIEF who have submitted 
information about the same or a similar use 
of the substance and who might need to 
carry out that study. They shall take all 
reasonable steps to reach an agreement as to 
who is to carry it out on behalf of the other 
participants.

2. If a relevant study involving animal and 
non-animal tests is not available within the 
SIEF, the participant shall contact other 
participants of that SIEF who have submitted 
information about the same or a similar use 
of the substance and who might need to 
carry out that study. They shall take all 
reasonable steps to reach an agreement as to 
who is to carry it out on behalf of the other 
participants.

Or. en

Justification

Part of the OSOR proposal.

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

Amendment 975
Article 28, paragraph 3

3. If the owner of a study as referred to in 
paragraph 2 refuses to provide either proof 
of the cost of that study or the study itself to 
another participant(s), the other 
participant(s) shall proceed as if no 
relevant study were available within the
SIEF, unless a registration containing the 
summary or robust study summary, as the 
case may be, of the study has already been 
submitted by another registrant. In such 
cases, the Agency shall take the decision to 
make available to the other participant(s) 
that summary or robust study summary, as 
the case may be. The other registrant shall 
have a claim on the participants for an 
equal share of the cost, which shall be 
enforceable in the national courts. 

3. If the owner of a study as referred to in 
paragraph 2 refuses to provide either proof 
of the cost of that study or the study itself to 
another participant(s), the Agency shall 
intervene to ensure that the data are shared 
and that the payment is fair and 
proportional.
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Or. it

Justification

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

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

Amendment 976
Article 28, paragraph 3

3. If the owner of a study as referred to in
paragraph 2 refuses to provide either proof 
of the cost of that study or the study itself to 
another participant(s), the other 
participant(s) shall proceed as if no 
relevant study were available within the 
SIEF, unless a registration containing the 
summary or robust study summary, as the 
case may be, of the study has already been 
submitted by another registrant. In such 
cases, the Agency shall take the decision to 
make available to the other participant(s) 
that summary or robust study summary, as 
the case may be. The other registrant shall 
have a claim on the participants for an 
equal share of the cost, which shall be 
enforceable in the national courts. 

3. If the owner of a study as referred to in 
paragraph 2 refuses to provide either proof 
of the cost of that study or the study itself to 
another participant(s), each of the other 
participants may refer to the agency in 
order to request that the data are shared 
against a fair and proportional payment.

Or. it

Justification

The amendment seeks to include the principle of compulsory data sharing without this 
entailing an increase in costs and testing.

Amendment linked to the amendments to Articles 9(a)(x) and 23(4).



AM\565932EN.doc 67/113 PE 357.820v01-00

EN

Amendment by Chris Davies

Amendment 977
Article 28, paragraph 3

3. If the owner of a study as referred to in 
paragraph 2 refuses to provide either proof 
of the cost of that study or the study itself to 
another participant(s), the other 
participant(s) shall proceed as if no 
relevant study were available within the 
SIEF, unless a registration containing the 
summary or robust study summary, as the 
case may be, of the study has already been 
submitted by another registrant. In such 
cases, the Agency shall take the decision to 
make available to the other participant(s)
that summary or robust study summary, as 
the case may be. The other registrant shall 
have a claim on the participants for an 
equal share of the cost, which shall be 
enforceable in the national courts.

3. If there is a failure to reach such an 
agreement, the Agency shall take the 
decision to designate one of the participants 
in the SIEF to carry out the study. The 
participant that has carried out the study 
shall make available to the Agency the 
study and proof of the cost of that study. 
The Agency shall take the decision to make 
available to the other participant(s) the 
summary or robust study summary, as the 
case may be, of the study concerned, or the 
results thereof, on receipt of proof that the 
other participant(s) have paid the owner of 
the study an equal share of the cost shown 
by the latter.

Or. en

Justification

Paragraph 3 refers to paragraph 2, which deals with the situation where a relevant study 
involving tests on vertebrate animals is not available and where participants have to reach an 
agreement as to who is to carry it out on behalf of the other participants. Consequently 
neither the ‘study as referred to in paragraph 2’ of which the owner refuses to provide either 
proof of the cost or the study itself, nor a ‘registration containing the summary or robust 
study summary’, as included in the text proposed by the Commission, would be available. 
Furthermore, in accordance with paragraph 1, if a ‘registration containing the summary or 
robust study summary [ ] of the study has already been submitted by another registrant’, then 
that information would be available in the database. Instead, provisions should be included in 
case no agreement as referred to in paragraph 2 can be reached, in order to ensure 
compliance with the obligation to share data from animal tests and to prevent duplicate 
testing. The changes proposed in the last sentence are conform Article 25, paragraph 5, as 
amended.

Amendment by Guido Sacconi, Chris Davies, Carl Schlyter

Amendment 978
Article 28, paragraph 3

3. If the owner of a study as referred to in 3. If the owner of a study as referred to in 
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paragraph 2 refuses to provide either proof 
of the cost of that study or the study itself to 
another participant(s), the other 
participant(s) shall proceed as if no relevant 
study were available within the SIEF, unless 
a registration containing the summary or 
robust study summary, as the case may be, 
of the study has already been submitted by 
another registrant. In such cases, the Agency 
shall take the decision to make available to 
the other participant(s) that summary or 
robust study summary, as the case may be. 
The other registrant shall have a claim on the 
participants for an equal share of the cost, 
which shall be enforceable in the national 
courts.

paragraph 2 refuses to provide either proof 
of the cost of that study or the study itself to 
another participant(s), the other 
participant(s) shall proceed as if no relevant 
study were available within the SIEF, unless 
a registration containing the summary or 
robust study summary, as the case may be, 
of the study has already been submitted by 
another registrant. In such cases, the Agency 
shall take the decision to make available to 
the other participant(s) that summary or 
robust study summary, as the case may be. 
The other registrant shall have a claim on the 
participants for a share of the cost which is 
proportional to its production volume,
which shall be enforceable in the national 
courts.

Or. en

Justification

Establishes a mechanism for sharing in a fair way the original costs of tests in analogy with 
the corresponding modifications to Article 25.

Amendment by Chris Davies

Amendment 979
Article 28, paragraph 3 a (new)

3a. If the other participant(s) fail to pay 
their share of the cost, they shall not be 
able to register their substance.

Or. en

Justification

Linked to the amendments to Recital 39a, Article 25 (5a) and Article 28 (1c) by the same 
author. In order to ensure compliance with the obligation to share data from animal tests and 
to prevent duplicate testing, the other participant(s) must not be allowed not to pay their 
share of the cost and subsequently to carry out duplicate animal tests.
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Amendment by Mojca Drčar Murko

Amendment 980
Article 28 a (new)

Article 28a
1. In case of multiple registrants for one 
substance registered in quantities below 10 
tonnes, and in respect of which further 
information set out in Annex V is required 
in accordance with Article 43a, the Agency 
shall inform all those registrants of the 
identity of each other. The registrants shall 
have [6] months to agree on who is to 
generate the information on behalf of all of 
them.
2. In case of failure to reach agreement, the 
Agency shall designate one of the 
registrants with the greatest experience in 
generating information to be responsible 
for the generation of the information.
3. The costs for the generation of the 
further information required shall be 
shared equally among all registrants of that 
substance unless another agreement has 
been reached.

Or. en

Justification

In the case of substances for which there are multiple registrants, the cost of generating the 
further information should be shared equally among the registrants. The principle of ‘one 
substance one registration’ should be applied in order to further reduce the costs for low 
volume registrants and for SMEs in particular. The submission of one set of further 
information would also eliminate the need to agree on the interpretation of test information.

Amendment by Marie-Noëlle Lienemann and Anne Ferreira

Amendment 981
Article 29, paragraph -1 (new)

-1. The person responsible for placing a 
substance on the market on its own or in a 
preparation or article, whether the 
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manufacturer, importer, downstream user 
or distributor, shall, at the recipient's 
request, supply the available information 
necessary for planning possible risk 
measures prior to each order. This 
information shall be provided free of 
charge within a period of eight days 
following the submission of the request to 
the upstream supplier.

Or. fr

Justification

Under the proposal (Articles 29 and 30), the main tool for providing information is the safety 
data sheet. However, the data sheet is not always drawn up as a requirement or automatically 
circulated (this depends on whether or not the substances or preparations in question are 
classed as dangerous).

Furthermore, the relevant information would be provided 'at the latest at the time of the first 
delivery'. 

A minimum of information should be provided to users free of charge prior to each order and 
regardless of the classification and/or concentration of the substances, preparations or 
articles in question. This prior information should enable users to identify and therefore to 
anticipate possible risk management measures to be taken. 

Amendment by Holger Krahmer, Jorgo Chatzimarkakis + Anja Weisgerber, Elisabeth Jeggle,
Thomas Ulmer

Amendment 982
Article 29, paragraph 1

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

1. Where a substance or preparation meets 
the criteria for classification as dangerous in 
accordance with Directives 67/548/EEC or 
1999/45/EC, the person responsible for 
placing that substance or preparation on the 
market, whether the manufacturer, importer, 
downstream user or distributor, shall supply 
the recipient, who is a downstream user or 
distributor of the substance or preparation, 
with a safety data sheet compiled in 
accordance with Annex Ia. The safety data 
sheet must contain generally 
comprehensible information on the safe 
use of the substance, which allows 
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downstream users to put the substance into 
use safely without further costly tests and 
without establishing their own risk 
management measures.

Or. de

Justification

Substances must be usable by downstream users without great outlay. Small and medium-
sized businesses in particular are often not in a position to implement expensive tests or risk 
management measures. 

Amendment by Jonas Sjöstedt

Amendment 983
Article 29, paragraph 1

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

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

Or. en

Justification

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

Amendment by Elisabeth Jeggle, Thomas Ulmer, Anja Weisgerber

Amendment 984
Article 29, paragraph 1
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1. Where a substance or preparation meets 
the criteria for classification as dangerous 
in accordance with Directives 67/548/EEC 
or 1999/45/EC, the person responsible for 
placing that substance or preparation on the 
market, whether the manufacturer, importer, 
downstream user or distributor, shall supply 
the recipient, who is a downstream user or 
distributor of the substance or preparation, 
with a safety data sheet compiled in 
accordance with Annex Ia.

1. (deletion) The person responsible for 
placing a substance or preparation on the 
market, whether the manufacturer, importer, 
downstream user or distributor, shall supply 
the recipient, who is a downstream user or 
distributor of the substance or preparation, 
with a safety data sheet compiled in 
accordance with Annex Ia.1. 

Or. de

Justification

A safety data sheet must be compulsorily introduced for all substances/preparations, since the 
safety data sheet can be passed along the chain as information. It should also contain 
information on the use and exposure categories allocated to its proper uses. This is necessary 
so that the downstream user can judge in accordance with Article 34 whether his use is 
covered by the registration or pre-registration.

Amendment by Liam Aylward + Avril Doyle

Amendment 985
Article 29, paragraph 1a (new)

1a. The supplier of preparations formulated 
in the recycling process shall be exempted 
from the obligation to supply the recipient 
with a Safety Data Sheet as set out in 
Annex I of the Regulation. Instead a 
simplified ‘Safety Data Sheet- Recycling’ 
(SDS-R) shall be supplied where required 
or where requested.
The SDS-R may be complied using generic 
data for any additions during the recycling 
process. In compiling the generic data for 
the SDS-R recyclers shall work to the 
requirements for traceability in Recycled 
Plastics as set out in prEN 249538.

Or. en
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Justification

The text of the REACH Regulations infers that where there is no SDS for input material to a 
process, then writing a SDS for the resulting preparation will have to be done on the basis of 
testing, a Chemical Safety Assessment (CSA) and a Chemical Safety Report (CSR). Recyclers 
taking in waste will not receive a SDS with their input material and accordingly would need 
to test their preparations to be able to write a SDS; probably for each batch of material if 
there are significant batch-to-batch variations. The cost of such testing would exceed the 
value of the material by a factor of about ten, rendering plastics recycling uneconomic. The 
resulting decline in plastics recycling would be counter to the intention of the various 
material recycling directives (Packaging, ELV WEEE etc.). (Aylward + Doyle)

To avoid this situation, and to ensure that plastics recyclers can produce SDSs at reasonable 
cost, an amendment is proposed, which would permit recyclers to use generic information for 
incoming waste material when compiling a SDS. This would avoid the need for costly testing 
and assessment on preparations comprising substances which have already been tested and 
registered and would ensure that recyclers can comply with the spirit of the Regulation. The 
use of generic information should also be reinforced by following the draft standard on 
traceability for recycled plastics being developed by CEN TC249 WG11. (Aylward)

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

Foglietta, Adriana Poli Bortone, Cristiana Muscardini and Sergio Berlato

Amendment 986
Article 29, paragraph 2, subparagraph 2

If the safety data sheet is developed for a 
preparation, the actor in the supply chain 
may prepare a chemical safety assessment 
for the preparation in accordance with 
Annex Ib. In that case, it is sufficient if the 
information in the safety data sheet is 
consistent with the chemical safety report 
for the preparation instead of with the 
chemical safety report for each substance 
in the preparation.

deleted

Or. it

Justification

Developing a safety data sheet for preparations is too costly both in technical and in financial 
terms. In addition, the fact that the assessment may or may not be requested could create 
significant disparities between formulators with significant repercussions on competitiveness. 
This amendment is linked to the other amendments to the articles contained in Title IV: 
Information in the supply chain. (Vernola and others)
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Drawing up a chemical safety assessment for preparations may be too costly both in technical 
and in financial terms. To promote proper competitiveness, there should be no optional 
provisions relating to requests for assessments. (Foglietta & others)

Amendment by Elisabeth Jeggle, Thomas Ulmer, Anja Weisgerber

Amendment 987
Article 29, paragraphs 3 and 4

3. Where a preparation does not meet the 
criteria for classification as dangerous in 
accordance with Articles 5, 6 and 7 of 
Directive 1999/45/EC, but contains in an 
individual concentration of ≥ 1 % by weight 
for non-gaseous preparations and ≥ 0.2 % 
by volume for gaseous preparations at least 
one substance posing health or 
environmental hazards, or one substance 
for which there are Community workplace 
exposure limits, the person who is 
responsible for placing that preparation on 
the market, whether the manufacturer, 
importer, downstream user or distributor, 
shall supply, at the request of a downstream 
user, a safety data sheet compiled in 
accordance with Annex Ia.4.
4. The safety data sheet need not be 
supplied where dangerous substances or 
preparations offered or sold to the general 
public are provided with sufficient 
information to enable users to take the 
necessary measures as regards the 
protection of health, safety and the 
environment, unless requested by a 
downstream user.

deleted

Or. de

Justification

See justification to amendment to article 29(1) by the same authors.
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Amendment by Elisabeth Jeggle, Thomas Ulmer, Anja Weisgerber

Amendment 988
Article 29, paragraph 6, point 16

16. other information. 16. other information, particularly: 

- the registration or pre-registration 
number

- information on proper use including 
the relevant use and exposure 
categories as specified in Annex 
Iaa.

Or. de

Justification

See justification to amendment to article 29(1) by the same authors.

Amendment by Holger Krahmer

Amendment 989
Article 29, paragraph 6, subparagraph 2

Where a chemical safety assessment is 
performed the relevant exposure scenarios 
shall be placed in an annex to the safety 
data sheet.

Where a chemical safety assessment is 
performed the relevant exposure scenarios 
shall be placed in the exposure categories as 
a supplement. On the basis of this 
information downstream users must be in a 
position to use the substance safely without 
further costly tests and without establishing 
their own risk management measures, 
within the respective exposure categories 
specified.

Or. de

Justification

This amendment is a logical consequence of the amendments to Article 29(1) and Article 3, 
No 13a (new).
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Amendment by Jutta D. Haug, Klaus Hänsch, Bernhard Rapkay, Helmut Kuhne, Mechtild 
Rothe

Amendment 990
Article 29, paragraph 6, subparagraph 2

Where a chemical safety assessment is 
performed the relevant exposure scenarios 
shall be placed in an annex to the safety data 
sheet.

Where a chemical safety assessment is 
performed the relevant use and exposure 
categories, including a description of the 
exposure scenarios, shall be placed in an 
annex to the safety data sheet and/or made 
available electronically.

Or. de

Justification

Use and exposure categories are the main instrument of a structured transfer of information 
on risk management measures, exposure target values (e.g. DNEL, PNEC) and conditions of 
use throughout the supply chain. They support the actors in the supply chain and are helpful 
in drawing up a safety data sheet for the next actor in the supply chain. 

Amendment by Richard Seeber

Amendment 991
Article 29, paragraph 6, subparagraph 2

Where a chemical safety assessment is 
performed the relevant exposure scenarios 
shall be placed in an annex to the safety 
data sheet.

Where a chemical safety assessment is 
performed the relevant exposure categories 
or scenarios shall be described in the 
relevant sections of the safety data sheet.

Or. en

Justification

The Annex to be attached to the SDS describing the exposure scenarios in the cases where a 
CSA is carried out is not necessary. A SDS should remain easily accessible and 
understandable to downstream users. The concept of adding annexes to the SDS should be 
avoided. There is no need to describe the exposure scenario in an annex since:

- The identified use covered by the SDS is mentioned in it (section 1-2);

- Exposure scenarios should be generic and made available to all: it cannot be conceivable 
that for a given use, the same exposure scenario is not applied to all substances fit for that 
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use by their respective suppliers. Conversely, also for a given use , the same exposure 
scenario should be used for all downstream users;

- A description of the risk management measures recommended by the supplier for each 
exposure scenario should be specified in the core text of the SDS (mainly in sections 7 and 8).

- Furthermore, the SDS should remain in line with GHS requirements.

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

Amendment 992
Article 29, paragraph 6, subparagraph 2

Where a chemical safety assessment is 
performed the relevant exposure scenarios 
shall be placed in an annex to the safety 
data sheet.

Where a chemical safety assessment is 
performed the relevant exposure scenarios 
must be described in the relevant sections 
of the safety data sheet.

Or. it

Justification

The annex to be attached to the SDS describing the exposure scenarios in the cases where a 
CSA is carried out is not necessary. An SDS should remain easily accessible and 
understandable to downstream users. There is no need to describe the exposure scenario in 
an annex since:

- exposure scenarios should be generic and made available to all: it cannot be conceivable 
that for a given use the same exposure scenario is not applied to all substances fit for that use 
by their respective suppliers. Conversely, also for a given use, the same exposure scenario 
should be used for all downstream users;

- the SDS should remain in line with GHS requirements. 

This amendment is linked to the other amendments to the articles contained in Title IV; 
Information in the supply chain.

Amendment by Elisabeth Jeggle, Thomas Ulmer, Anja Weisgerber

Amendment 993
Article 29, paragraph 6, last subparagraph

Where a chemical safety assessment is Where a chemical safety assessment is 



PE 357.820v01-00 78/113 AM\565932EN.doc

EN

performed the relevant exposure scenarios
shall be placed in an annex to the safety data 
sheet.

performed the relevant shall be placed in an 
annex to the safety data sheet.

Or. de

Justification

See justification to amendment to article 29(1) by the same authors.

Amendment by Holger Krahmer

Amendment 994
Article 29, Paragraph 7

7. For identified uses, a downstream user 
shall use appropriate information from the 
safety data sheet supplied to him.

7. For identified exposure categories, a 
downstream user shall use appropriate 
information from the safety data sheet 
supplied to him.

Or. de

Justification

See justification of the amendment to Article 3, No 13a (new).

Amendment by Chris Davies, Frédérique Ries

Amendment 995
Article 29, paragraph 8

8. A safety data sheet shall be supplied on 
paper or electronically at the latest at the 
time of the first delivery of a substance 
following the entry into force of this 
Regulation. Suppliers shall update it without 
delay on the following occasions:

8. A safety data sheet shall be supplied on 
paper or electronically free of charge at the 
latest at the time of the first delivery of a 
substance following the entry into force of 
this Regulation. Suppliers shall update it 
without delay on the following occasions:

(a) as soon as new data which may be 
necessary to enable appropriate risk 
management measures to be identified and 
applied become available;

(a) as soon as new data which may affect 
the risk management measures becomes 
available;

(b) once the substance has been registered;
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(c) once an authorisation has been granted or 
refused;

(c) once an authorisation has been granted or 
refused;

(d) once a restriction has been imposed. (d) once a restriction has been imposed.
The new, dated version of the information, 
identified as ‘Revision: (date)’, shall be 
provided free of charge to all former 
recipients to whom they have supplied the 
substance or preparation within the 
preceding 12 months.

The new, dated version of the information, 
identified as ‘Revision: (date)’, shall be 
provided free of charge to all former 
recipients to whom they have supplied the 
substance or preparation within the 
preceding 12 months.

Or. en

Justification

It is worth making it an explicit requirement that the safety data sheet be provided free of 
charge, to provide consistency with the existing safety data sheet Directive.

The Commission’s wording in paragraph 8(a) might lead to safety data sheets being 
continually updated with new data, no matter how trivial. The revised wording makes it clear 
that only new data which may require a change in existing risk management controls should 
be transmitted.

Paragraph 29(8)b is unnecessarily bureaucratic and should be deleted.

Amendment by Dorette Corbey

Amendment 996
Article 29, paragraph 8 a (new)

8a. The supplier of preparations formulated 
in a recycling process shall be exempted 
from the obligation to supply the recipient 
with a safety data sheet as set out in Annex 
I of the Regulation. Instead a modified 
workable "Safety Data Sheet - recycling" 
shall be supplied only where required or 
requested.

Or. en

Justification

REACH could have an unintended negative impact on plastics recycling. This amendment 
aims to resolve this.
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Amendment by Bogusław Sonik, Eija-Riitta Korhola, Christofer Fjellner, Miroslav Ouzký

Amendment 997
Article 29, paragraph 8a (new)

8a. The Commission shall organise the 
development of technical guidelines setting 
minimum requirements for safety data 
sheets, to ensure a clear and adequate 
information provision for optimal use by all 
actors up and down the supply chain.

Or. en

Justification

Safety data sheets (SDS) can be a good tool to communicate information up and down the 
supply chain for both substances and preparations. However, SDS will achieve their purpose 
only if they are completed adequately. Thus, the Commission should develop technical 
guidance that provide minimum requirements on the completion of SDS.

Amendment by Elisabeth Jeggle, Thomas Ulmer, Anja Weisgerber

Amendment 998
Article 30

This Article is deleted

Or. en

Justification

Amendment which is a consequence of the proposed amendment to Article 29.

Amendment by Dorette Corbey

Amendment 999
Article 30, title

Duty to communicate information down the 
supply chain for substances and preparations 
for which a safety data sheet is not required

Duty to communicate information down the 
supply chain for substances, preparations
and articles for which a safety data sheet is 
not required

Or. en
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Justification

There is no communication information available for substances in articles even when the 
substance is authorised to be used in an article. This is especially necessary for construction 
work where many types of articles are used it is only communications available on authorised 
substances.

Amendment by Chris Davies, Frédérique Ries

Amendment 1000
Article 30, paragraph 1

1. All actors in the supply chain of a 
substance on its own or in a preparation who 
do not have to supply a safety data sheet in 
accordance with Article 29 shall 
communicate the following information 
down the supply chain to the immediate 
downstream user or distributor:

1. All actors in the supply chain of a 
substance on its own or in a preparation who 
do not have to supply a safety data sheet in 
accordance with Article 29 shall 
communicate free of charge the following 
information down the supply chain to the 
immediate downstream user or distributor:

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

(a) The registration number(s) referred to in 
Article 18(1), if available, for any 
substances for which information is 
communicated under Article 30(1)a, b or c;

(b) whether the substance is subject to 
authorisation and details of any authorisation 
granted or denied under Title VII in this 
supply chain;

(b) whether the substance is subject to 
authorisation and details of any authorisation 
granted or denied under Title VII in this 
supply chain;

(c) details of any restriction imposed under 
Title VIII;

(c) details of any restriction imposed under 
Title VIII;

(d) any other available and relevant 
information about the substance that is 
necessary to enable appropriate risk 
management measures to be identified and 
applied.”

(d) any other available and relevant 
information about the substance which may 
affect the risk management measures
becomes available.

Or. en

Justification

This amendment removes the overly bureaucratic requirement to provide merely the 
registration number for a substance that does not require a safety data sheet, while ensuring 
that any available registration number(s) will accompany the provision of information about 
authorisations and restrictions or information that may affect existing risk management 
measures (as covered by new Article 30(1)a, b and c). This is in line with amendments to 
Article 29(8) by the same authors.
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Amendment by John Bowis, Ria Oomen-Ruijten

Amendment 1001
Article 30, paragraph 1, introductory part

All actors in the supply chain of a substance 
on its own or in a preparation who do not 
have to supply a safety data sheet in 
accordance with Article 29 shall 
communicate the following information 
down the supply chain to the immediate 
downstream user or distributor:

All actors in the supply chain or distributors
of a substance on its own or in a preparation 
who do not have to supply a safety data 
sheet in accordance with Article 29 shall 
communicate the following information 
down the supply chain to the immediate 
downstream user or distributor:

Or. en

Justification

The purpose of providing information down the supply chain is to help users of substances 
and preparations put in place appropriate risk management measures. Disclosure of 
registration numbers provides confidential information on preparation composition as well as 
suppliers and provides no added benefit as this article relates only to non-dangerous 
substances.

Amendment by John Bowis, Ria Oomen-Ruijten + Marcello Vernola, Amalia Sartori, Guido 
Podestà, Giuseppe Castiglione, Renato Brunetta, Lorenzo Cesa, Gianni De Michelis, Miroslav 

Mikolášik + Anja Weisgerber, Elisabeth Jeggle, Thomas Ulmer

Amendment 1002
Article 30, paragraph 1, point (a)

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

deleted

Or. en

Justification

The purpose of providing information down the supply chain is to help users of substances 
and preparations put in place appropriate risk management measures. Disclosure of 
registration numbers provides confidential information on preparation composition as well as 
suppliers and provides no added benefit as this article relates only to non-dangerous 
substances. (Bowis & others)

It is inconsistent for the registration numbers of non-classified substances to be included in 
the SDS where this does not seem to be required for classified substances. This could give rise 
to a delicate issue of confidentiality of data, e.g. for preparations. This amendment is linked 
to the other amendments to articles in Title IV: Information in the supply chain. (Vernola & 
others)
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The obligation to communicate the registration number(s) (Article 30(1)(a)) is to be deleted 
and not replaced. In this way confidential business and company information can be better 
protected without any loss to health and environmental protection. (Weisgerber & others)

Amendment by Marie-Noëlle Lienemann and Anne Ferreira

Amendment 1003
Article 30, paragraph 1 (d)

d) any other available and relevant 
information about the substance that is 
necessary to enable appropriate risk 
management measures to be identified and 
applied.

deleted

Or. fr

Justification

Amendment consistent with the amendment proposing Article 29, paragraph -1 (new).

Amendment by Anja Weisgerber, Elisabeth Jeggle, Thomas Ulmer

Amendment 1004
Article 30, paragraph 1, letter (d)

(d) any other available and relevant 
information about the substance that is 
necessary to enable appropriate risk 
management measures to be identified and 
applied.

(d) any other available and relevant 
information about the substance that is 
necessary to enable appropriate risk 
management measures to be identified and
applied in the case of downstream users.

Or. de

Justification

The requirement to communicate the registration number(s) (Article 30, paragraph 1(a)) 
should be deleted, so that business and company secrets can be better protected without ill 
effects for health and environmental protection.
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Amendment by Richard Seeber

Amendment 1005
Article 30, paragraph 2, introductory part

2. Information shall be communicated in 
writing at the latest at the time of the first 
delivery of a substance following the entry 
into force of this Regulation. Suppliers shall 
update this information and communicate it 
down the supply chain without delay on the 
following occasions:

2. Information shall be communicated in 
writing or electronically at the latest at the 
time of the first delivery of a substance 
following the entry into force of this 
Regulation. Suppliers shall update this 
information and communicate it down the 
supply chain without delay on the following 
occasions:

Or. en

Justification

Permit new information transfer technology.

Amendment by Guido Sacconi

Amendment 1006
Article 30, paragraph 2, introductory part

Information shall be communicated in 
writing at the latest at the time of the first 
delivery of a substance following the entry 
into force of this Regulation. Suppliers shall 
update this information and communicate it 
down the supply chain without delay on the 
following occasions:

(Does not affect the English version.)

Or. it

Justification

This amendment seeks to correct a linguistic error in the Italian version of the Commission 
proposal.

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

Amendment 1007
Article 30, paragraph 2, points (b), (c) and (d)
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(b) once the substance has been registered; (b) if the substance has been registered;
(c) once an authorisation has been granted or 
refused;

(c) if an authorisation has been granted or 
refused; 

(d) once a restriction has been imposed. (d) if a restriction has been imposed.

Or. it

Justification

This amendment is linked to the other amendments to the articles contained in Title IV: 
Information in the supply chain. 

Amendment by Mary Honeyball + Chris Davies, Frédérique Ries

Amendment 1008
Article 30a (new)

Article 30a
Duty to communicate information down the 

supply chain for substances in articles
1. An actor in the supply chain for 
substances and preparations who 
incorporates in an article a substance that 
fulfils the criteria referred to in Article 54 
(a-e) or has been identified in accordance 
with Article 54 (f ), shall provide this 
information together with the safety data 
sheet to the professional customers if this 
information is requested by the customer.

2. A producer or importer of an article 
shall upon request provide information to a 
consumer about the presence of a 
substance in the article if the substance 
meets the criteria for authorisation 
according to article 54.

Or. en

Justification

In order to manage the supply chain for consumer articles it is necessary that there is a right 
to request information on the substances of very high concern that enters articles. For the 
flow of information, it is further necessary to ensure that the consumers can access 
information on the potential presence of high-risk authorised chemicals in consumer articles. 
The provision works in parallel with Article 6 and shall come into force at the same time as 
Article 6.
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Amendment by Jonas Sjöstedt

Amendment 1009
Article 30 a (new)

Article 30a
Duty to communicate information down the 

supply chain for substances and 
preparations in articles

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

Or. en

Justification

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

Amendment by Marie-Noëlle Lienemann and Anne Ferreira

Amendment 1010
Article 30 a (new)

 Article 30 a
Duty to communicate information about 
the presence in articles of substances of 

very high concern
Each manufacturer, importer and 
distributor of articles shall provide all 
downstream users with information about 
the presence of any substance that fulfils 
the following conditions:
(a) the substance is classed by the Agency 
as meeting the criteria set out under Article 
54,
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(b) the substance is present in articles in a 
concentration of more than 0.1% in a 
homogeneous part of the article.
Each actor in the supply chain shall 
provide customers receiving these articles 
with this information for as long as the 
conditions under point (b) are fulfilled.

Or. fr

Justification

The current proposal does not make it a requirement to provide users with information about 
the presence of chemicals in articles. This information is needed to ensure the credibility of 
downstream users in their customers' eyes and in order to comply with the obligations under 
other legislation.  

Furthermore, users may be instantly affected by harmful substances contained in articles, 
particularly during repair and maintenance work and recycling. This amendment will also 
benefit SMEs, given the specific problems they have in obtaining information from suppliers 
in comparison with large businesses. 

These days, construction materials are increasingly recycled and re-used in building work, 
which contributes greatly to sustainable development. It is possible, however, that the 
recycled material contains substances of very high concern and businesses should be able to 
obtain information on this subject. Neither the IPPC Directive (96//EC) nor the directive on 
construction products (89/106/EEC) guarantees the safe use of dangerous chemicals or 
ensure that users receive adequate information. 

The proposed concentration limit of 0.1% is in line with the classification limits under the 
existing directive on dangerous preparations (1999/45/EEC).

Amendment by Marie-Noëlle Lienemann and Anne Ferreira

Amendment 1011
Article 30 b (new)

 Article 30 b
Duty to communicate information about 
the presence in articles of substances of 

concern
Each manufacturer, importer and 
distributor of articles shall provide 
information about the presence in articles 
of any substance that meets the 
classification criteria for dangerous 
substances set out under Directive 67/548 if 
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the substance is present in a concentration 
of at least 0.1% in a homogeneous part of 
the product and if this information is 
specially requested by the customer. The 
product supplier shall inform the customer 
in writing within eight days.

Or. fr

Justification

Amendment consistent with the amendment proposing Article 30 a (new).

In order to ensure that the Reach Directive is flexible, information on the presence of 
dangerous substances should not be provided automatically but at the request of customers.

Amendment by Liam Aylward + Avril Doyle

Amendment 1012
Article 31, introductory part

Any actor in the supply chain of a substance 
or a preparation shall communicate the 
following information to the next actor or 
distributor up the supply chain:

Unless it would reveal confidential 
information protected by Article 116, any 
actor in the supply chain of a substance or a 
preparation shall communicate the following 
information to the next actor or distributor 
up the supply chain:

Or. en

Justification

An exemption from reporting up the supply chain must be provided to downstream users if the 
reporting would reveal confidential information about the downstream user or its particular 
use of the chemical substance. For example, if a downstream user has identified a unique use 
of a chemical substance, and the downstream user determines it will register that use 
separately so as not to alert the chemical manufacturer of the specific use and protect it from 
having the manufacturer pass information about such use to the downstream user’s 
competitors.

Amendment by Holger Krahmer

Amendment 1013
Article 31, paragraph 1, points (a) and (b)

(a) new information on hazardous properties, 
regardless of the uses concerned;

(b) any other information that might call into 

(a) new information on hazardous properties, 
regardless of the exposure categories
concerned;
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question the appropriateness of the risk 
management measures identified in a safety 
data sheet supplied to him, which shall be 
communicated only for identified uses.

(b) any other information that might call into 
question the appropriateness of the risk 
management measures identified in a safety 
data sheet supplied to him, which shall be 
communicated only for identified exposure 
categories.

Or. de

Justification

See justification of amendment X to Article 3, No 13a (new).

Amendment by Evangelia Tzampazi

Amendment 1014
Article 31a (new)

Article 31a
All the downstream users who took part in 
preparing the safety data shall 
communicate the information to any 
recipient except for individual consumers. 
Consumers may receive such information 
from their associations and institutional 
organisations. Producers shall respond 
within 15 days at most to provide the 
necessary data.

Or. el

Justification

Essential for correct information without creating an additional burden in the form of the 
mass of consumers and strengthens the role of the organisations. More direct and 
comprehensible than the present provisions.

Amendment by Mary Honeyball + Karin Scheele + Anne Ferreira, Marie-Noëlle Lienemann

Amendment 1015
Article 31a (new)

Article 31a
Duty to communicate information on 
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substances in articles

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

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

Or. en

Justification

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

Amendment by Carl Schlyter, Caroline Lucas, Hiltrud Breyer

Amendment 1016
Article 31a (new)

Article 31a
Duty to communicate information on 

substances in articles
Downstream users who incorporate into an 
article a substance or preparation for 
which a safety data sheet was established, 
and those who subsequently handle or 
further process that article, shall pass on 
the safety data sheet to any recipient of the 
article or its derivative. The public is not a 
recipient.
The public has the right to request the 
producer or importer for information on 
the substances present in an article 
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produced or imported by him. The producer 
or importer shall respond within 15 
working days.

Or. en

Justification

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

Amendment by Lena Ek

Amendment 1017
Article 31 a (new)

Article 31 a
Duty to communicate information on 

substances in articles
1. An actor in the supply chain for 
substances and preparations who 
incorporates in an article a substance 
within the scope of points (a) to (f) of 
Article 54 shall notify all downstream users 
and distributors of this fact.
2. If requested by the consumer, the 
distributor of an article shall provide 
information about the presence of 
substances in the article which come within 
the scope of points (a) to (f) of Article 54.

Or. en

Justification

The supply chain information flow from the producer to the downstream users demanded by 
REACH stops when a chemical enters an article. This amendment ensures that actors further 
down the supply chain for articles receive information on the presence of hazardous 
chemicals in these articles. This information is further necessary for producers/users of 
articles in order to comply with other EC legislation (e.g. product safety directive, toys 
directive), to avoid using hazardous chemicals and, more importantly, to provide such 
information to consumers.
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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 1018
Article 32, Title

Access to the safety data sheet information 
for workers

Access to safety information for workers

Or. it

Justification

Not all information contained in the SDS should be accessible. This amendment is linked to 
the other amendments to the articles contained in Title IV: Information in the supply chain.

Amendment by Anja Weisgerber

Amendment 1019
Article 33

All actors in the supply chain shall assemble 
and keep available all the information they 
require to carry out their duties under this 
Regulation for a period of at least 10 years 
after they last manufactured, imported, 
supplied or used the substance on its own, or 
in a preparation. Any actor in the supply 
chain shall submit this information or make 
it available without delay upon request to 
any competent authority of the Member 
State in which that actor in the supply 
chain is established or to the Agency, 
without prejudice to Titles II and VI.

All actors in the supply chain shall assemble 
and keep available all the information they 
require to carry out their duties under this 
Regulation for a period of at least five years 
after they last manufactured, imported, 
supplied or used the substance on its own, or 
in a preparation. Any actor in the supply 
chain shall submit this information or make 
it available without delay upon request 
(deletion) to the Agency, without prejudice 
to Titles II and VI.

Or. de

Justification

The obligation to keep all REACH information for ten years after a substance was last 
manufactured, imported, supplied or used constitutes a significant bureaucratic problem for 
small and medium-sized businesses. The period should therefore be reduced to five years.
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Amendment by Elisabeth Jeggle, Thomas Ulmer, Anja Weisgerber

Amendment 1020
Article 34, title, paragraph 1 and paragraph 1a (new)

Downstream user chemical safety 
assessments and duty to apply and 

recommend risk reduction measures

Assessments by downstream users and duty 
to apply and recommend risk reduction 

measures

1. A downstream user may provide 
information to assist in the preparation of a 
registration.

1. A downstream user may provide 
information to assist in the preparation of a 
registration.

1a. Before beginning to use a substance, 
the downstream user shall ascertain 
whether his use corresponds to a use and 
exposure category assessed at registration 
or one included in the substance list in 
accordance with Article 26 a(3)to (5).

Or. de

Justification

The downstream user must make sure that his use corresponds to a registered or 
pre-registered use and exposure category.

Amendment by Holger Krahmer, Jorgo Chatzimarkakis

Amendment 1021
Article 34, paragraph 1

1. A downstream user may provide 
information to assist in the preparation of a 
registration.

1. A downstream user may provide 
information to assist in the preparation of a 
registration. The information may be 
submitted directly to the Agency. The 
provisions of Title III relating to data 
sharing shall apply to the downstream user, 
mutatis mutandis.

Or. en

Justification

Without having the possibility to report directly to the agency, downstream users’ right for 
data protection would be seriously jeopardised. Otherwise the data would be available to the 
supplier without the chance to control how this information is used.
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Amendment by Richard Seeber

Amendment 1022
Article 34, paragraph 2

2. Any downstream user shall have the right 
to make a use known in writing to the 
manufacturer, importer or downstream user 
who supplies him with a substance with the 
aim of making this an identified use. In so 
doing, he shall provide sufficient 
information to allow his supplier to prepare 
an exposure scenario for his use in the 
supplier’s chemical safety assessment.

2. Any downstream user shall have the right 
to make a use known in writing to the 
manufacturer, importer or downstream user 
or distributor or other actor in the supply 
chain who supplies him with a substance 
with the aim of making this an identified 
use. In so doing, he shall provide sufficient 
information to allow his supplier to prepare 
an exposure assessment for his use in the 
supplier’s chemical safety assessment. 
This paragraph shall not apply to any 
unsupported uses.

Or. en

Justification

There should be no obligation for a supplier to support all the uses identified by a 
downstream user and to prepare exposure scenarios for uses he does not support.

Paragraph 2 should not conflict with Heading 16 of the safety data sheet (also part of the 
GHS SDS)

Amendment by Dagmar Roth-Behrendt

Amendment 1023
Article 34, paragraph 2

2. Any downstream user shall have the right 
to make a use known in writing to the 
manufacturer, importer or downstream user 
who supplies him with a substance with the 
aim of making this an identified use. In so 
doing, he shall provide sufficient 
information to allow his supplier to prepare
an exposure scenario for his use in the 
supplier’s chemical safety assessment.

2. Any downstream user shall have the right 
to make a use known in writing to the 
manufacturer, importer or downstream user 
who supplies him with a substance with the 
aim of making this an identified use. In so 
doing, he shall provide sufficient 
information to allow his supplier to provide
an exposure scenario for his use in the 
supplier’s chemical safety assessment.

In accordance with Article 3, paragraph 26 
the manufacturer, importer or downstream 
user may refuse to provide an exposure 
scenario.

Or. en
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Justification

The amendment clarifies that the suppliers are only exceptionally allowed to refuse to provide
a down-stream user with the necessary exposure scenario for a use. This clarification has 
particular value for SMEs as it gives legal certainty and makes cost more calculable. 
Amendment to be seen in connection with amended Article 3, paragraph 26.

Amendment by Françoise Grossetête

Amendment 1024
Article 34, paragraph 2

2. Any downstream user shall have the right 
to make a use known in writing to the 
manufacturer, importer or downstream user
who supplies him with a substance with the 
aim of making this an identified use. In so 
doing, he shall provide sufficient 
information to allow his supplier to prepare 
an exposure scenario for his use in the 
supplier’s chemical safety assessment.

2. Any downstream user shall have the right 
to make a use known in writing to the 
manufacturer, importer, downstream user, 
distributor or any other actor in the supply 
chain who supplies him with a substance 
with the aim of making this an identified 
use. In so doing, he shall provide sufficient 
information to allow his supplier to prepare 
an exposure scenario for his use in the 
supplier’s chemical safety assessment.

This paragraph shall not apply to 
unauthorised use.

Or. fr

Justification

Suppliers should not be obliged to authorise all uses identified by a downstream user or to 
prepare an exposure scenario for a use that they have not authorised.

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

Amendment 1025
Article 34, paragraph 2

2.  Any downstream user shall have the right 
to make a use known in writing to the
manufacturer, importer or downstream user 
who supplies him with a substance with the 
aim of making this an identified use. In so 
doing, he shall provide sufficient 
information to allow his supplier to prepare 
an exposure scenario for his use in the 
supplier’s chemical safety assessment.

2.  Any downstream user shall have the right 
to make a use known in writing to the 
manufacturer, importer or downstream user 
who supplies him with a substance with the 
aim of making this an identified use. In so 
doing, he shall provide sufficient 
information to allow his supplier to make 
provision for an exposure scenario for his 
use in the supplier’s chemical safety 
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assessment.

This paragraph shall not apply to any 
unintended uses.

Or. it

Justification

There should be no obligation for a supplier to make provision for exposure scenarios for 
unintended uses.

Amendment by Holger Krahmer

Amendment 1026
Article 34, paragraph 2

2. Any downstream user shall have the right 
to make a use known in writing to the 
manufacturer, importer or downstream user 
who supplies him with a substance with the 
aim of making this an identified use. In so 
doing, he shall provide sufficient 
information to allow his supplier to prepare 
an exposure scenario for his use in the 
supplier’s chemical safety assessment.

2. Any downstream user shall have the right 
to make the exposure categories of a 
substance known in writing to the 
manufacturer, importer or downstream user 
who supplies him with a substance with the 
aim of making this an identified exposure 
category. In so doing, he shall provide 
sufficient information to allow his supplier 
to prepare the necessary exposure scenarios 
for his use in the supplier’s chemical safety 
assessment.

Or. de

Justification

See justification of the amendment to Article 3, No 13a (new).

Amendment by Elisabeth Jeggle, Thomas Ulmer, Anja Weisgerber

Amendment 1027
Article 34, paragraph 2

2. Any downstream user shall have the right 
to make a use known in writing to the 
manufacturer, importer or downstream user 
who supplies him with a substance with the 
aim of making this an identified use. In so 
doing, he shall provide sufficient 
information to allow his supplier to prepare 

2. Any downstream user shall have the right 
to make a use which does not correspond to 
an assessed or pre-registered use or 
exposure category known in writing to the 
manufacturer, importer or downstream user 
who supplies him with a substance with the 
aim of making this an identified use. In so 
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an exposure scenario for his use in the 
supplier’s chemical safety assessment.

doing, he shall provide sufficient 
information to allow his supplier to assign 
the use to a use and exposure category as 
specified in Annex Iaa and to prepare an 
exposure assessment for his use in the 
supplier’s chemical safety assessment or in 
drawing up the safety data sheet .

Or. de

Justification

This amendment is linked to the amendment to Article 34(1)(a).

Amendment by Jutta D. Haug, Klaus Hänsch, Bernhard Rapkay, Helmut Kuhne, Mechtild 
Rothe

Amendment 1028
Article 34, paragraph 2

2. Any downstream user shall have the right 
to make a use known in writing to the 
manufacturer, importer or downstream user 
who supplies him with a substance with the 
aim of making this an identified use. In so 
doing, he shall provide sufficient 
information to allow his supplier to prepare 
an exposure scenario for his use in the 
supplier’s chemical safety assessment.

2. Any downstream user shall have the right 
to make a use known in writing to the 
manufacturer, importer or downstream user 
who supplies him with a substance with the 
aim of making this an identified use within 
the meaning of Article 3(25) and (30). In so 
doing, he shall provide sufficient 
information to allow his supplier to prepare 
an exposure scenario for his use in the 
supplier’s chemical safety assessment.

Or. de

Justification

A user should be able to notify his supplier of one or more additional use and exposure 
categories. The use and exposure categories should be form the basis of the flow of 
information along the supply chain. Use and exposure categories are the main instrument of a 
structured transfer of information on risk management measures, exposure target values (e.g. 
DNEL, PNEC) and conditions of use throughout the supply chain. They support the actors in 
the supply chain and are helpful in drawing up a safety data sheet for the next actor in the 
supply chain.
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Amendment by Elisabeth Jeggle, Thomas Ulmer, Anja Weisgerber

Amendment 1029
Article 34, paragraph 4

4. A downstream user of a substance on its 
own or in a preparation shall prepare a 
chemical safety report in accordance with 
Annex XI for any use outside the conditions 
described in an exposure scenario
communicated to him in a safety data sheet.

If the downstream user implements or 
recommends an exposure scenario which 
includes as a minimum the conditions 
described in the exposure scenario 
communicated to him, he need not prepare 
a chemical safety report.
The downstream user need not prepare a 
chemical safety report in either of the 
following cases:
(a) a safety data sheet is not required to be 
communicated with the substance;
(b) a chemical safety report is not required 
to be completed by his supplier.

4. A downstream user of a substance on its 
own or in a preparation shall, for any use 
outside a use or exposure category 
communicated to him in a safety data sheet,
prepare his own safety data sheet in 
accordance with Annex Ia taking account 
of this differing use. In so doing he must 
assign his differing use to a use and 
exposure category as specified in Annex 
Iaa.

Or. de

Justification

It is asking far too much to expect a downstream user to draw up a substance safety report; 
drawing up a safety data sheet is enough.

Amendment by Jutta D. Haug, Klaus Hänsch, Bernhard Rapkay, Helmut Kuhne, Mechtild 
Rothe

Amendment 1030
Article 34, paragraph 4

4. A downstream user of a substance on its 
own or in a preparation shall prepare a 

4. A downstream user of a substance on its 
own or in a preparation shall prepare a 
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chemical safety report in accordance with 
Annex XI for any use outside the conditions 
described in an exposure scenario
communicated to him in a safety data sheet.

If the downstream user implements or 
recommends an exposure scenario which 
includes as a minimum the conditions 
described in the exposure scenario
communicated to him, he need not prepare a 
chemical safety report.

The downstream user need not prepare a
chemical safety report in either of the 
following cases:
(a) a safety data sheet is not required to be 
communicated with the substance;
(b) a chemical safety report is not required to 
be completed by his supplier.

chemical safety report in accordance with 
Annex XI for any use outside the use and 
exposure categories communicated to him 
in a safety data sheet.

If the downstream user implements or 
recommends an exposure scenario which 
includes as a minimum the conditions 
described in the use and exposure 
categories communicated to him, he need 
not prepare a chemical safety report.

The downstream user need not prepare a 
chemical safety report in either of the 
following cases:
(a) a safety data sheet is not required to be 
communicated with the substance;
(b) a chemical safety report is not required to 
be completed by his supplier.

Or. de

Justification

A user should be able to notify his supplier of one or more additional use and exposure 
categories. The use and exposure categories should be form the basis of the flow of 
information along the supply chain. Use and exposure categories are the main instrument of a 
structured transfer of information on risk management measures, exposure target values (e.g. 
DNEL, PNEC) and conditions of use throughout the supply chain. They support the actors in 
the supply chain and are helpful in drawing up a safety data sheet for the next actor in the 
supply chain.

Amendment by Dagmar Roth-Behrendt

Amendment 1031
Article 34, paragraph 4, subparagraph 1

4. A downstream user of a substance on its 
own or in a preparation shall prepare a 
chemical safety report in accordance with 
Annex XI for any use outside the conditions 
described in an exposure scenario 
communicated to him in a safety data sheet.

4. Any downstream user of a substance on 
its own or in a preparation shall prepare a 
chemical safety report in accordance with 
Annex XI for any use in quantities of 1 
tonne or more per year per substance
outside the conditions described in an 
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exposure scenario communicated to him in a 
safety data sheet.

Or. en

Justification

This amendment ensures equal treatment of registrants and downstream users with regard to 
uses which have to be included in a chemical safety assessment, which – for reasons of 
workability – should only required for uses in quantities of 1 t or more per year.

Amendment by Dagmar Roth-Behrendt

Amendment 1032
Article 34, paragraph 4, subparagraph 3

The downstream user need not prepare a 
chemical safety report in either of the 
following cases:

The downstream user need not prepare a 
chemical safety report in any of the 
following cases:

(a) a safety data sheet is not required to be 
communicated with the substance;

(a) a safety data sheet is not required to be 
communicated with the substance;

(b) a chemical safety report is not required to 
be completed by his supplier.

(b) a chemical safety report is not required to 
be completed by his supplier.

(ba) for a period of 5 years for a use for the 
purposes of product and process orientated 
research and development, provided he 
reports to the Agency the information set 
out in Article 35 as well as a list of his 
customers or users, if any, and the 
estimated quantity he uses for his PPORD.

Or. en

Justification

This amendment introduces the possibility for downstream users doing product and process 
orientated research and development to benefit from an exemption from the obligation to 
perform the chemical safety assessment for that use by including some more information, 
which is not difficult to generate, in the report that they have to send to the Agency for that 
use according to Article 35. (linked to the amendments to Article 3(22), Article 4 a and Article 
7 by the same author).

Amendment by Elisabeth Jeggle, Thomas Ulmer, Anja Weisgerber

Amendment 1033
Article 34, paragraph 5
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5. Any downstream user shall identify, apply 
and where suitable, recommend, appropriate 
measures to adequately control risks 
identified in either of the following:

(a) the safety data sheet(s) supplied to him;
(b) his own chemical safety assessment. 

5. Any downstream user shall identify, apply 
and where suitable, recommend, appropriate 
measures to adequately control risks 
identified in his safety data sheet.

Or. de

Justification

The amendment is linked to the amendment to Article 34(4) (above).

Amendment by Elisabeth Jeggle, Thomas Ulmer, Anja Weisgerber

Amendment 1034
Article 34, paragraph 6

6. Downstream users shall keep their 
chemical safety report available and up to 
date.

6. Downstream users shall keep their safety 
data sheet available and up to date.

Or. de

Justification

The amendment is linked to the amendment to Article 34(4) (above).

Amendment by Elisabeth Jeggle, Thomas Ulmer, Anja Weisgerber

Amendment 1035
Article 34, paragraph 7

7. Article 13(2) and (5) shall apply mutatis 
mutandis.

deleted

Or. de

Justification

The amendment is linked to the amendment to Article 34(4) (above).
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Amendment by Holger Krahmer

Amendment 1036
Article 35

1. Before commencing a particular use of a 
substance that has been registered by an 
actor up the supply chain in accordance with 
Articles 5 or 16, any downstream user shall 
report to the Agency the information 
specified in paragraph 2 of this Article, if a 
safety data sheet is communicated to him 
that includes an exposure scenario and the 
downstream user is using the substance 
outside the conditions described in that 
exposure scenario.

2. The information reported by the 
downstream user shall include the following 
in the format specified by the Agency in 
accordance with Article 108:

(a) his identity and contact details;

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

(c) the identity of the substance(s) as 
specified in section 2 of Annex IV;

(d) if known, the identity of the 
manufacturer(s) or the importer(s); 

(e) a brief general description of the use(s);

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

3. The downstream user shall update this 
information without delay in the event of a 
change in the information reported in 
accordance with paragraph 1.

4. A downstream user shall report to the 

1. Before commencing use of a substance in 
an exposure category that has been 
registered by an actor up the supply chain in 
accordance with Articles 5 or 16, any 
downstream user shall report to the Agency 
the information specified in paragraph 2 of 
this Article, if a safety data sheet is 
communicated to him that contains the 
given exposure category, and the 
downstream user uses the substance in a 
way that differs from this. 
2. The information reported by the 
downstream user shall include the following 
in the format specified by the Agency in 
accordance with Article 108:
(a) his identity and contact details;

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

(c) the identity of the substance(s) as 
specified in section 2 of Annex IV;

(d) if known, the identity of the 
manufacturer(s) or the importer(s); 

(e) a brief general description of the 
exposure categories;

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

3. The downstream user shall update this 
information without delay in the event of a 
change in the information reported in 
accordance with paragraph 1.

4. A downstream user shall report to the 
Agency in the format specified by the 
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Agency in the format specified by the 
Agency in accordance with Article 108 if his 
classification of a substance is different to 
that of his supplier.

5. Reporting in accordance with paragraphs 
1 to 4 shall not be required in respect of a 
substance, on its own or in a preparation, 
used by the downstream user in quantities of 
less than 1 tonne per year.

Agency in accordance with Article 108 if his 
classification of a substance is different to 
that of his supplier.

5. Reporting in accordance with paragraphs 
1 to 4 shall not be required in respect of a 
substance, on its own or in a preparation, 
used by the downstream user in quantities of 
less than 10 tonnes per year.

Or. de

Justification

See justification of amendment X to Article 3, No 13a (new). 2. See justification of amendment 
X to Article 2(1).

Amendment by Elisabeth Jeggle, Thomas Ulmer, Anja Weisgerber

Amendment 1037
Article 35, title

Obligation for downstream users to report 
information

Obligation for downstream users to report 
information to the Agency

Or. de

Justification

Linked to the amendment to Article 34.

Amendment by Elisabeth Jeggle, Thomas Ulmer, Anja Weisgerber

Amendment 1038
Article 35, paragraph 1

1. Before commencing a particular use of a 
substance that has been registered by an 
actor up the supply chain in accordance 
with Articles 5 or 16, any downstream user 
shall report to the Agency the information 

1. Where a use is provided for in Article 
34(2) which falls outside a use and 
exposure category assessed by the 
manufacturer or importer, notification of 
the Agency shall be required before 
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specified in paragraph 2 of this Article, if a 
safety data sheet is communicated to him 
that includes an exposure scenario and the 
downstream user is using the substance 
outside the conditions described in that 
exposure scenario.

commencing the differing use.

Or. de

Justification

Linked to the amendment to Article 34.

Amendment by Jutta D. Haug, Klaus Hänsch, Bernhard Rapkay, Helmut Kuhne, Mechtild 
Rothe

Amendment 1039
Article 35, paragraph 1

1. Before commencing a particular use of a 
substance that has been registered by an 
actor up the supply chain in accordance with 
Articles 5 or 16, any downstream user shall 
report to the Agency the information 
specified in paragraph 2 of this Article, if a 
safety data sheet is communicated to him 
that includes an exposure scenario and the 
downstream user is using the substance 
outside the conditions described in that 
exposure scenario.

1. Before commencing a particular use of a 
substance that has been registered by an 
actor up the supply chain in accordance with 
Articles 5 or 16, any downstream user shall 
report to the Agency the information 
specified in paragraph 2 of this Article, if a 
safety data sheet is communicated to him 
that includes use and exposure categories 
and the downstream user is using the 
substance outside the use and exposure 
categories.

Or. de

Justification

Use and exposure categories are the main instrument of a structured transfer of information 
on risk management measures, exposure target values (e.g. DNEL, PNEC) and conditions of 
use throughout the supply chain. They support the actors in the supply chain and are helpful 
in drawing up a safety data sheet for the next actor in the supply chain. 
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Amendment by Elisabeth Jeggle, Thomas Ulmer, Anja Weisgerber

Amendment 1040
Article 35, paragraph 2, point (b)

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

(b) the registration number(s) referred to in 
Article 18(1) or the pre-registration number 
referred to in Article 26a(1), if available;

Or. de

Justification

Linked to the amendment to Article 34.

Amendment by Elisabeth Jeggle, Thomas Ulmer, Anja Weisgerber

Amendment 1041
Article 35, paragraph 2, point (e)

(e) a brief general description of the use(s); (e) a brief general description of the use(s) 
including the relevant use and exposure 
categories referred to in Annex Iaa;

Or. de

Justification

Linked to the amendment to Article 34.

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

Foglietta, Adriana Poli Bortone, Cristiana Muscardini and Sergio Berlato

Amendment 1042
Article 35, paragraph 2, point (f)

(f) a proposal for additional testing on 
vertebrate animals, where this is considered 
necessary by the downstream user to 

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

Or. it

Justification

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

Amendment by Johannes Blokland

Amendment 1043
Article 35, paragraph 5

5. Reporting in accordance with paragraphs 
1 to 4 shall not be required in respect of a 
substance, on its own or in a preparation, 
used by the downstream user in quantities of 
less than 1 tonne per year.

5. Reporting in accordance with paragraphs 
1 to 4 shall not be required in respect of a 
substance, on its own or in a preparation, 
used by the downstream user in quantities of 
less than 1 tonne per year, with the 
exception of substances of very high 
concern.

Or. nl

Justification

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

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

Amendment 1044
Article 35 a (new)

Article 35a
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Obligation for downstream SMEs to report 
information

1. Before commencing a particular use of a 
substance that has been registered by an 
actor up the supply chain in accordance 
with Articles 5 or 16, any downstream user 
shall report to the Agency the information 
specified in paragraph 2 of this Article, if a 
safety data sheet is communicated to him 
that includes an exposure scenario and the 
downstream user is using the substance 
outside the conditions described in that 
exposure scenario.
2. The information reported by the 
downstream user shall include the 
following in the format specified by the 
Agency in accordance with Article 108:
(a) his identity and contact details;
(b) the registration number(s) referred to in 
Article 18(1), if available;
(c) the identity of the substance(s) as 
specified in section 2 of Annex IV;
(d) if known, the identity of the 
manufacturer(s) or the importer(s); 
(e) a brief general description of the use(s).
3. If the Agency considers that further 
more detailed tests on vertebrates or non-
vertebrates are appropriate, it shall provide 
for these to be recovered from among 
existing tests or instruct the Member State 
to which the undertaking belongs to have 
the tests carried out. Any results which are 
useful for the Agency’s safety assessments 
shall be forwarded to the Agency. 
4. Should the results of the tests recovered 
or commissioned by the Agency be 
negative, the Agency shall notify the 
applicant and the State to which he belongs 
with a view to blocking its use.
5. The downstream user shall update this 
information without delay in the event of a 
change in the information reported in 
accordance with paragraph 1.
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6. A downstream user shall report to the 
Agency in the format specified by the 
Agency in accordance with Article 108 if 
his classification of a substance is different 
to that of his supplier.
7. Reporting in accordance with 
paragraphs 1 to 4 shall not be required in 
respect of a substance, on its own or in a 
preparation, used by the downstream user 
in quantities of less than 1 tonne per year.

Or. it

Justification

Ad hoc procedure to enable an SME  to register the identified own-use, thereby protecting its 
industrial confidentiality.

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

Amendment 1045
Article 35 a (new)

Article35 a
Procedure for compulsory notification of 

information for SMEs
1. Where the downstream user is an SME, 
within the meaning of Article 3(30) of this 
Regulation, the notification procedure 
provided for in Article 35 shall apply, with 
the exception of paragraph 2(f) and 
paragraphs 3, 4 and 5.
2. Further more detailed tests on 
vertebrates and non-vertebrates which 
prove necessary as a result of the Agency’s 
assessment shall be identified by the 
Agency from among existing tests..
3. If the tests referred to in the previous 
paragraph do not already exist, the Agency 
shall instruct the Member State in which 
the SME has its head office to carry out the 
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tests. Results which are useful to the safety 
assessments shall be notified to the SME 
following conclusion of the tests.
4. The Agency shall as soon as possible 
notify the applicant (SME) and the Member 
State in which it has its head office if the 
results of the tests are negative with a view 
to blocking the use of the substance which 
has been tested. 
5. The downstream user shall be required 
to update the information reported under 
paragraph 1 as soon as any change occurs 
in this information.
6. A downstream user shall report to the 
Agency in the format specified by the 
Agency in accordance with Article 108 if 
his classification of a substance is different 
from that of his supplier.
7. Reporting in accordance with 
paragraphs 1 to 4 shall not be required in 
respect of a substance, on its own or in a 
preparation, used by the downstream user 
in quantities of less than one tonne per 
year.

Or. it

Justification

An ad hoc procedure for SMEs should be included to ensure that registration of an identified 
own-use can be carried out without prejudice to industrial confidentiality. This avoids the risk 
of unfair competition between an upstream actor and a downstream user.

This amendment is linked to the amendment to Article 3(29a) by the same Member.


