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Text proposed by the Commission Amendments by Parliament

Amendment by Jonas Sjöstedt + Alessandro Foglietta, Adriana Poli Bortone, Cristiana 
Muscardini, Sergio Berlato + Ria Oomen-Ruijten, Thomas Ulmer, Miroslav Mikolášik, Eija-
Riitta Korhola, Péter Olajos, Anja Weisgerber, Antonios Trakatellis, Renate Sommer, Erna 

Hennicot-Schoepges and Dagmar Roth-Behrendt

Amendment 403
Article 4, paragraph 1

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

deleted

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

Or. en

Justification

There is EU legislation in place in the areas mentioned but the environmental aspects have 
not been adequately taken into account. It is therefore not acceptable to exempt these areas 
from the obligation to register (Sjöstedt).

These provisions are now included in Article 2, paragraph 1 cb (new) and annex I ba ( new) 
(Foglietta and others).

For reasons of simplification and consolidation, one provision should list all the exemptions 
from the scope. All exemptions should be contained in article 2 (see amendment to article 2).
Linked to amendments to articles 2, 8 and 53-5 (Oomen-Ruijten and others).

Consequence of new Article 2 (Roth-Behrendt).

Amendment by Robert Sturdy

Amendment 404
Article 4, paragraph 1, point  (e a) (new)

(ea) in plant protection products within the 
scope of Council Directive 91/414/EEC1

1OJ L 230, 19.8.1991, p.1

Or. en

Justification

To avoid double regulation of substances used in pesticides under both REACH Regulation 
and Directive 91/414/EEC, without removing plant protection products from the overall 
scope of the REACH Regulation.
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Amendment by Holger Krahmer and Jorgo Chatzimarkakis

Amendment 405
Article 4, paragraph 1, subparagraph (e a) (new)

(ea) in research and development, 
including academic and product and 
process orientated research.

Or. de

Justification

Research and technological development are the cornerstones of EU competitiveness. The 
overriding importance of research and technological development for Europe justifies the 
exclusion of this area from the REACH registration requirement.

Amendment by Dagmar Roth-Behrendt

Amendment 406
Article 4, paragraph 2, point (c a) new

(ca) substances on their own or in 
preparations, which have been registered in 
accordance with this Title by a
manufacturer or importer, and which are 
recycled in the Community by another 
manufacturer  or importer who shows that:
(i) the substance being the result of the 
recycling process is the same as the 
already registered substance; and
(ii) he has been provided with the 
information in accordance with Articles 29 
and 30 relating to the registered substance.

Or. en

Justification

Some substances which are a result of specific recycling processes should also be exempt 
from the obligation to register provided that the enterprise performing the recycling process 
has been provided with information on the substance.
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Amendment by Jonas Sjöstedt

Amendment 407
Article 4, paragraph 3

3. On-site isolated intermediates or 
transported isolated intermediates shall be 
exempted from Chapters 2 and 3, without 
prejudice to Chapters 4, 5 and 6.

3. On-site isolated intermediates or 
transported isolated intermediates shall be 
exempted from Chapter 3, without 
prejudice to Chapters 4, 5 and 6.

Or. en

Justification

Intermediates should not be exempted from the obligation to register.

Amendment by Dagmar Roth-Behrendt

Amendment 408
Article 4 a (new)

Article 4 a
Exemptions from the obligation to register 
for product and process orientated research 

and development (PPORD)
1. A substance manufactured in the 
Community, or imported for the purposes 
of product and process orientated 
research and development shall be 
exempt from the obligation to register  set 
out in Articles 5, 6, 15, 16, and 19 for a 
period of five years, provided the 
manufacturer or importer notifies the 
Agency of the following information in the 
format specified by the Agency in 
accordance with Article 108:
(a) the identity of the manufacturer or 
importer;
(b) the identity of the substance;
(c) the classification of the substance, if 
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any;
(d) the estimated quantity; and
(e) the list of his customers, if any.
Such a substance shall not be made 
available to the general public at any time 
either on its own or in a preparation or in 
an article. The staff of the customer(s) or of 
the notifier shall handle the substance in 
reasonably controlled conditions. 
Remaining quantities of the substance shall 
be re-collected for disposal after the 
exemption period or at the end of the 
research activities, whatever is earlier.
2. The Agency shall assign a number to the 
notification and a notification date, which 
shall be the date of receipt of the 
notification to the Agency, and shall 
forthwith communicate that number and 
date to the manufacturer or importer 
concerned and shall forward the 
information notified and the number and 
date to the competent authority of each 
Member State in which the substance is 
manufactured, imported or used for the 
purpose of the product and process 
orientated research and development.
3. The Agency may extend the five-year 
exemption period by a further maximum of 
10 years upon request of the manufacturer 
or importer, if he can demonstrate that 
such an extension is justified by the 
research and development programme. The 
notifier may bring an appeal against any 
negative decision in this respect according 
to Articles 87 to 89.
4. The Agency and the competent 
authorities of the respective Member 
State(s) shall always keep confidential the 
information submitted in accordance with 
paragraph 1. 

Or. en
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Justification

This amendment encourages product and process oriented research and development by 
simplifying the requirements set out in the proposal and by opening up opportunities for 
downstream users while preserving the possibility for authorities to intervene. It should be 
sufficient to know where the PPORD takes place so that, in cases of concern, the authorities 
know whom to address and thus are able to act quickly. The conditions to be fulfilled while 
doing the research will ensure protection of human health and the environment.

The provisions on PPORD should be placed at the beginning of Title III as a new Article 4a 
as they contain a general exemption from the duty to register (linked to amendments to article 
3(22), 7 and 34(4)).

Amendment by Johannes Blokland

Amendment 409
Article 4 a (new)

Article 4a
Notification of substances on their own or 

in preparations
1. Except as otherwise provided in this 
regulation, any manufacturer who 
manufactures a substance in quantities of 1 
tonne or more per year or manufactures a 
substance which meets one of the criteria 
referred to in points (a) to (c) shall submit a 
notification to the Agency.
Except as otherwise provided in this 
regulation, any importer who imports or 
manufactures a substance, on its own or in 
a preparation, in quantities of 1 tonne or 
more per year or manufactures a substance 
which meets one of the criteria referred to 
in points (a) to (c) shall submit a 
notification to the Agency.
(a) Substances which, pursuant to Directive 
67/548/EEC, meet the criteria for 
classification as carcinogenic, category 1 or 
2;
(b) substances which, pursuant to Directive 
67/548/EEC, meet the criteria for 
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classification as mutagenic, category 1 or 
2;
(c) substances which, pursuant to Directive 
67/548/EEC, meet the criteria for 
classification as toxic to reproduction, 
category 1 or 2.
2. Any manufacturer or importer of a 
polymer shall submit a notification to the 
Agency concerning any monomers or other 
unregistered substances which meet the 
criteria referred to in Article 4 a new (1), 
points (a) to (c), or if both of the following 
conditions are met:
(a) the polymer consists of at least 2% by 
weight (g/g) of those monomers or other 
substances;
(b) the total quantity of those monomers or 
other substances is 1 tonne or more per 
year.
3. When a notification is submitted, the fee 
set by the Agency shall be paid.

Or. nl

Justification

In order to ascertain the degree of concern to which a substance gives rise it is necessary to 
submit a notification for registration. On the basis of this information, the substance can be 
classified by degree of concern (Blokland priority package).

Amendment by Johannes Blokland

Amendment 410
Article 4 b (new)

Article 4b
Notification of substances in articles

Any manufacturer or importer of articles 
shall submit to the Agency a notification 
for each substance contained in those 
articles if the substance in question meets 
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one of the criteria referred to in Article 4 a 
new (1), points (a) to (c).

Or. nl

Justification

In order to ascertain the degree of concern to which a substance gives rise it is necessary to 
submit a notification for registration. On the basis of this information, the substance can be 
classified by degree of concern (Blokland priority package). 

Amendment by Johannes Blokland

Amendment 411
Article 4 c (new)

Article 4c
Information to be submitted with a 

notification
1. For a notification as required pursuant 
to Article 4 a new, paragraph 1, the 
following information must be submitted, 
in the format specified by the Agency 
pursuant to Article 108:
(a) the identity of the manufacturer or 
importer pursuant to point 1.1 of Annex 
IV;
(b) the identity of the substances pursuant 
to points 2.1 and 2.2 of Annex IV;
(c) information about the manufacture of 
the substance pursuant to point 3.1 of 
Annex IV; this information represents 
every identified use by the notifier;
(d) the classification and labelling of the 
substance pursuant to point 4.1 of Annex 
IV;
(e) the degree of persistence pursuant to 
Annex XII a new;
(f) bioaccumulativity pursuant to Annex 
XII a new;



AM\565897EN.doc 9/157 PE 357.817v01-00

EN

(g) (eco)toxicity pursuant to Annex XII a 
new.
Information about the intrinsic properties 
of the substances must comply with the 
criteria laid down in Article 12.
2. The notification must be made within 18 
months of the entry into force of this 
Regulation.

Or. nl

Justification

In addition to the general information about the notifier, the notification must include 
information about the persistence, bioaccumulativity and (eco)toxicity of the substance 
concerned. On the basis of these data the substance will be classified by degree of concern 
(Blokland priority package).

Amendment by Johannes Blokland

Amendment 412
Article 4 d (new)

Article 4 d
Exemption from notification

1. Article 4 a, paragraph 1, shall not apply 
to the substances referred to in Article 8.
2. Article 4 a, paragraph 1, shall not apply 
to monomers that are used as on-site 
isolated intermediates or transported 
isolated intermediates.
3. Article 4 a, paragraph 1, shall not apply 
to polymers.

Or. nl

Justification

Substances which were exempted from registration under the REACH proposal do not need to 
be notified either (Blokland priority package).
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Amendment by Johannes Blokland

Amendment 413
Article 4 e (new)

Article 4 e
Classification of substances by degree of 

concern
1. Substances shall be classified by degree 
of concern, using the following four 
categories:
(a) very high concern
(b) high concern
(c) concern
(d) low concern. 
2. For persistence, use shall be made of the 
classifications 'not inherently 
biodegradable', 'slowly inherently 
biodegradable', 'adaptively or incompletely 
inherently biodegradable'  or 'readily 
biodegradable'.
3. For bioaccumulativity, use shall be made 
of the BCF value.
4. For (eco)toxicity, use shall be made of 
the NOEC.
5. Substances of very high concern
Substances which meet one of the following 
criteria shall be classified as substances of 
very high concern:
(a) substances which are not inherently 
biodegradable and have a BCF value ≥ 
5000,
(b) substances which are not inherently 
biodegradable and have a BCF value ≥ 
2000 and a NOEC  ≤ 0.1 mg/L.
6. Substances of high concern
Substances which meet one of the following 
criteria shall be classified as substances of 
high concern:
(a) substances which are not inherently 
biodegradable and have a BCF value < 
2000 and a NOEC  ≤ 0.01 mg/L,
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(b) substances which are not inherently 
biodegradable and have a BCF value 
between 500 and 1999 and a NOEC ≤ 0.1 
mg/L,
(c) substances which are not inherently 
biodegradable and have a BCF value 
between 2000 and 4999  and a NOEC > 0.1 
mg/L and  ≤ 1.0 mg/L,
(d) substances which are slowly inherently 
biodegradable and have a BCF value ≥ 500 
and a NOEC  ≤ 0.1 mg/L,
(e) substances which are adaptively or 
incompletely inherently biodegradable and
have a BCF value ≥ 2000 and a NOEC ≤ 
0.01 mg/L,
(f) substances which are readily 
biodegradable and have a BCF value ≥ 
2000 and a NOEC ≤ 0.01 mg/L.
7. Substances of concern
Substances which meet one of the following 
criteria shall be classified as substances of 
concern:
(a) substances which are not inherently 
biodegradable and have a BCF value < 500 
and a NOEC  > 0.01 mg/L  and  ≤ 0.1 
mg/L,
(b) substances which are not inherently 
biodegradable and have a BCF value < 
2000 and a NOEC  > 0.1 mg/L and  ≤ 1.0 
mg/L,
(c) substances which are not inherently 
biodegradable and have a BCF value 
between 2000 and 4999  and a NOEC  > 1.0 
mg/L,
(d) substances which are slowly inherently 
biodegradable and have a BCF value < 500 
and a NOEC  ≤ 0.1 mg/L,
(e) substances which are slowly inherently 
biodegradable and have a NOEC  > 0.1 
mg/L and ≤ 1.0 mg/L ,
(f) substances which are slowly inherently 
biodegradable and have a BCF value ≥ 
2000  and a NOEC > 1.0 mg/L,
(g) substances which are adaptively or 
incompletely inherently biodegradable and 
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have a BCF value ≥ 2000  and a NOEC ≤ 
0.01 mg/L,
(h) substances which are adaptively or 
incompletely inherently biodegradable and 
have a NOEC > 0.01 mg/L and ≤ 1.0 mg/L,
(i) substances which are readily 
biodegradable and have a BCF value < 
2000 and a NOEC  ≤ 0.01 mg/L,
(j) substances which are readily 
biodegradable and have a NOEC > 0.01 
mg/L and  ≤ 0.1 mg/L,
(k) substances which are readily 
biodegradable and have a BCF value ≥ 100 
and a NOEC > 0.1 mg/L and  ≤ 1.0 mg/L.
8. Substances of low concern
Substances which meet one of the following 
criteria shall be classified as substances of 
low concern:
(a) substances which are not inherently 
biodegradable and have a BCF value < 
2000 and a NOEC  > 1.0 mg/L,
(b) substances which are slowly inherently 
biodegradable and have a BCF value < 
2000 and a NOEC  > 1.0 mg/L,
(c) substances which are adaptively or 
incompletely inherently biodegradable and 
have a NOEC  > 1.0 mg/L,
(d) substances which are readily 
biodegradable and have a BCF value < 100 
and a NOEC > 0.1 mg/L and ≤ 1.0 mg/L,
(e) substances which are readily 
biodegradable and have a NOEC  > 1.0 
mg/L.

Or. nl

Justification

Substances must be classified by degree of concern on the basis of persistence, 
bioaccumulativity and (eco)toxicity (Blokland priority package).
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Amendment by Johannes Blokland

Amendment 414
Article 5, paragraph 1

1. Save where this Regulation provides 
otherwise, any manufacturer of a substance 
in quantities of 1 tonne or more per year 
shall submit a registration to the Agency.

1. Save where this Regulation provides 
otherwise, any manufacturer of a substance 
of very high concern, irrespective of the 
volume, or of another substance in 
quantities of 1 tonne or more per year shall 
submit a registration to the Agency.

Save where this Regulation provides 
otherwise, any importer of a substance, 
either on its own or in a preparation, in 
quantities of 1 tonne or more per year shall 
submit a registration to the Agency.

Save where this Regulation provides 
otherwise, any importer of a substance of 
very high concern or another substance in 
quantities of 1 tonne or more per year, either 
on its own or in a preparation, shall submit 
a registration to the Agency.

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 Richard Seeber

Amendment 415
Article 5, paragraph 1

1. Save where this Regulation provides 
otherwise, any manufacturer of a substance 
in quantities of 1 tonne or more per year 
shall submit a registration to the Agency.

1. Save where this Regulation provides 
otherwise, any manufacturer of a substance 
in quantities of 1 tonne or more per year 
shall apply to the Agency for a registration.

Save where this Regulation provides 
otherwise, any importer of a substance, 
either on its own or in a preparation, in 
quantities of 1 tonne or more per year shall 
submit a registration to the Agency. 

Save where this Regulation provides 
otherwise, any manufacturer of a substance 
in quantities of 1 tonne or more per year 
shall apply to the Agency for a registration 
and submit all available information.

Or. de
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Justification

In keeping with the 'one substance - one registration' approach, data concerning substances 
should not be collected for each manufacturer/importer, but rather for each substance. As a 
matter of principle, the registrant should submit all available information; however, if 
registration is to be granted that must incorporate a basic information set.

Amendment by Holger Krahmer and Jorgo Chatzimarkakis

Amendment 416
Article 5, paragraph 1

1. Save where this Regulation provides 
otherwise, any manufacturer of a substance 
in quantities of 1 tonne or more per year 
shall submit a registration to the Agency.

1. Save where this Regulation provides 
otherwise, any manufacturer of a substance 
in quantities of 10 tonnes or more per year 
shall submit a registration to the Agency.

Save where this Regulation provides 
otherwise, any importer of a substance, 
either on its own or in a preparation, in 
quantities of 1 tonne or more per year shall 
submit a registration to the Agency. 

1. Save where this Regulation provides 
otherwise, any manufacturer of a substance 
in quantities of 10 tonnes or more per year 
shall submit a registration to the Agency.

Or. de

Justification

See justification for the amendment to Article 2(1).

Amendment by Carl Schlyter, Caroline Lucas, Hiltrud Breyer

Amendment 417
Article 5, paragraph 1, subparagraph 2

Save where this Regulation provides 
otherwise, any importer of a substance, 
either on its own or in a preparation, in 
quantities of 1 tonne or more per year shall 
submit a registration to the Agency. 

Save where this Regulation provides 
otherwise, any importer of a substance, 
either on its own, in a preparation or in 
articles, in quantities of 1 tonne or more per 
year shall submit a registration to the 
Agency.
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Or. en

Justification

Articles represent a major source of exposure to chemicals. A major amount of articles sold 
in the EU is imported. While the use of substances in EU manufactured articles is covered by 
the general registration requirements, this is not the case for import articles. There is no 
justification to limit the registration to substances imported as such or in preparations. 
Importers of articles should ensure that their substances fulfil the same requirements as 
substances used in EU manufactured articles. This would create a level playing field between 
EU manufactures and importers.

Amendment by Jonas Sjöstedt

Amendment 418
Article 5, paragraph 1, subparagraph 2 a (new)

Save where this regulation provides 
otherwise, any manufacturer or importer of 
an article containing a substance, either on 
its own or in a preparation, in quantities of 
1 tonne or more per year, where that 
substance is intended to be released under 
normal and reasonably foreseeable 
conditions of use, shall submit a 
registration to the Agency.

Or. en

Justification

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

Amendment by Dagmar Roth-Behrendt

Amendment 419
Article 5, paragraph 1 a (new)

1a. Paragraph 1 shall not apply to a 
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substance which is present in a preparation 
in a concentration of 0,1% or less.

Or. en

Justification

The workability of REACH needs to be improved for importers who may have serious 
difficulties obtaining information on substances that are insignificant to the preparation and 
would incur disproportionate costs as a result. Importers can also be EU manufacturers or 
EU downstream users who need preparations as a key input to their products.

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

Amendment 420
Article 5, paragraph 1 a (new)

1a. A registration to the Agency in 
accordance with paragraph 1 shall not be 
performed for a substance which is present 
in a preparation at a concentration less 
than the lowest of any of the following:
a) the applicable concentrations defined in 
the table of article 3 (3) of directive 
1999/45/EC;
b) the concentration limits given in annex I 
to directive 67/548/EEC;
c) the concentration limits given in Part B 
of Annex II to Directive 1999/45/EC;
d) the concentration limits given in Part B 
of Annex III to Directive 1999/45/EC;
e) the concentration limits given in an 
agreed entry in the classification and 
labelling inventory established under Title 
X;
f) 0.1 %, if the substance meets the criteria 
in annex XII.

Or. en
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Justification

1. To be consistent with the same requirement in article 13 (2) for the chemical safety report 
on substances present in preparations.

2.  In the absence of such limits, which lead to the classification of a preparation as 
dangerous, importers would have to analyse each preparation, or obtain the relevant data 
from their supply chain, for low levels of, potentially, an endless list of substances.

Amendment by Holger Krahmer and Jorgo Chatzimarkakis

Amendment 421
Article 5, paragraph 1 a (new)

1a. A registration pursuant to paragraph 1 
shall not be required for a substance which 
is present in a preparation at a 
concentration lower than the lowest defined 
in any of the following provisions:
(a)the applicable concentrations given in 
the table in Article 3(3) of Directive 
1999/45/EC; 
(b) the concentration limit values given in 
Annex I to Directive 67/548/EEC;
(c) 0.1 %, if the substance meets the criteria 
laid down in Annex XII.

Or. de

Justification

Incorporation of the limit values laid down for substances and preparations in Article 13. 
Without such limit values, even the smallest traces of chemicals, traces which pose no risk to 
the environment and health, would have to be registered. This is disproportionate. Steps must 
be taken to ensure that only substances which are present in preparations above specific 
concentrations need to be registered.
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Amendment by Françoise Grossetête

Amendment 422
Article 5, paragraph 3, subparagraph 1

3. Any manufacturer or importer of a 
polymer shall submit a registration to the 
Agency for the non-registered monomer 
substance(s) or other non-registered 
substance(s) if both the following conditions 
are met:

3. Any manufacturer or importer of a 
polymer shall submit a registration to the 
Agency for the non-registered monomer 
substance(s) or other non-registered 
substance(s) if both the following conditions 
are met, unless these monomers are formed 
during synthesis and cannot be isolated:

Or. fr

Justification

Some monomers are formed in this way and cannot, therefore, be isolated.

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

Amendment 423
Article 5, paragraph 3

Any manufacturer or importer of a polymer 
shall submit a registration to the Agency for 
the non-registered monomer substance(s) or 
other non-registered substance(s) if both the 
following conditions are met:

Any manufacturer or importer of a polymer 
shall submit a registration to the Agency for 
the non-registered monomer substance(s) or 
other non-registered substance(s), except 
where such monomer substances formed 
during synthesis and cannot be isolated, if 
both the following conditions are met:

(a) the polymer consists of 2% weight by 
weight (w/w) or more of such monomer 
substance(s) or other substance(s);

(a) the polymer consists of 2% weight by 
weight (w/w) or more of such monomer 
substance(s) or other substance(s);

(b) the total quantity of such monomer 
substance(s) or other substance(s) makes up 
1 tonne or more per year.

(b) the total quantity of such monomer 
substance(s) or other substance(s) makes up 
1 tonne or more per year.

Non-registered monomer substances or 
other non-registered substances are 
substances that have not been registered by 
the manufacturer who supplies such 
substances to the polymer manufacturer.
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However, where non-registered monomer 
substances or other substances were 
registered by the original manufacturer or 
by a designated representative thereof, the 
polymer manufacturer may make use of 
this registration provided that the registrant 
has indicated that it is used in the 
manufacture of polymers.

Or. it

Justification

The provisions make a clear distinction between registered and non-registered polymers and 
the use thereof in the production of polymers. This amendment is linked to the other 
amendments tabled to the articles set out in Title II: Registration of substances.

Amendment by Holger Krahmer and Jorgo Chatzimarkakis

Amendment 424
Article 5, paragraph 3, subparagraph (b)

(b) the total quantity of such monomer 
substance(s) or other substance(s) makes up 
1 tonne or more per year.

b) the total quantity of such monomer 
substance(s) or other substance(s) makes up 
10 tonnes or more per year.

Or. de

Justification

See justification for the amendment to Article 2(1).

Amendment by Werner Langen and Françoise Grossetête

Amendment 425
Article 5, paragraph 3 a (new)

3a. Polymers which have already been 
registered pursuant to Directive 
67/548/EEC shall be deemed to have been 
registered within the meaning of this Title. 
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The Agency shall allocate them a 
registration number within one year 
following the entry into force of this 
Regulation.

Or. de

Justification

Protection for new polymers which have already been registered (Langen).

Registrations for substances which have already been notified will remain valid and the 
exemption rules for intermediaries may be applied to non-registered monomers or other non-
registered substances containing such polymers (Grossetête).

Amendment by Johannes Blokland

Amendment 426
Article 5, paragraph 3 b (new)

3b. Any manufacturer or importer of a 
polymer shall also submit a registration to 
the Agency if the non-registered monomers 
or other non-registered substances are 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 Dagmar Roth-Behrendt

Amendment 427
Article 5, paragraph 4

4. A submission for registration shall be 4. A submission for registration shall be 
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accompanied by the fee as set by the 
Agency.

accompanied by the fee as set by the 
Agency. For registrations of substances 
between 1 and 10 tonnes for which the 
hazard dossier includes all information 
specified in Annex V a fee need not be paid.

Or. en

Justification

This amendment shall encourage the submission of a full data set for substances between 1 
and 10 tonnes. 
It is the first piece of a whole set of amendments establishing a more flexible system for 
substances which will be registered in quantities of 1 to 10 tonnes. The system will identify 
priority substances for which more information than in the Commission proposal will be 
generated for the benefit of health and environment while at the same time reducing the 
overall costs on SMEs and making it more proportionate.

The system proposed hereby for 1 to 10 tonnes starts, at the stage of registration, with a 
collection of all available hazard information, and some basic exposure information, based 
on exposure categories. These two elements in the registration dossier will:

– firstly, guide companies to use their available data, review it and draw adequate 
conclusions for risk management resulting in better quality safety data sheets for 
substances classified as dangerous and better quality guidance on safe use for substances 
not classified as dangerous. This will improve the protection of human health and the 
environment compared to the situation today,

– secondly, assist the Agency in performing a screening to identify substances that could 
pose a high risk to human health and the environment for which more information will 
have to be generated.

To encourage the submission of all available information, no registration fee will be required 
for a complete set of hazard data as specified in a modified Annex V, including information 
on acute toxicity and biodegradation which is not required under the Commission proposal.

At the second stage of the proposed system for 1 to 10 tonnes, the Agency will perform a 
screening of the submitted registration dossiers for which not all the information set out in the 
modified Annex V is available to identify substances that could pose a high risk. Screening 
criteria are set out in these amendments, and further criteria may be added by the Agency at a 
later stage. For the substances identified as a result of the screening, the missing hazard 
information to complete the Annex V dataset will need to be generated and submitted to the 
Agency by the registrants. If there is more than one enterprise manufacturing or importing 
the same substance, only one dataset will be required and the cost will be shared. For 
substances not identified in the screening this information will not be required.
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Thus, the system will provide more information for high risk substances and avoid wasting 
scarce resources on other substances which are of much lower concern. Thereby, resources 
will be more usefully targeted.

These amendments are inspired by the main ideas of the proposal developed by Malta and 
Slovenia and should be seen in continuity with the approach proposed for the volume ranges 
10t to 100t, and over 100t, within the overall goal of sustainable development.

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 428
Article 5, paragraph 4, subparagraph 1 a (new)

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

Or. it

Justification

To make matters easier for SMEs, the registration fee set by the agency should be 
commensurate with the information supplied for the purpose of registering the substance. 
This amendment is linked to the other amendments tabled to the articles set out in Title II: 
Registration of substances.

Amendment by Carl Schlyter, Caroline Lucas, Hiltrud Breyer

Amendment 429
Article 5, paragraph 4 a (new)

4a. All submissions for registration shall be 
independently audited prior to their 
submission to the Agency, and the audit 
report shall be submitted to the Agency 
with the submission for registration. This 
audit shall ensure that the registration is 
complete and of good quality. The audit 
shall be carried out by an organisation 
independent of the registrant, though the 
cost shall be met by the registrant. The 
Agency shall formulate guidance on such 
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quality audits.

Or. en

Justification

There is currently no mandatory evaluation of the quality and content of the registration 
dossiers, as the Agency will only check for completeness (Article 18(2)). Given that a recent 
evaluation by competent authorities of Member States found that only 31% of safety data 
sheets were fully accurate, we consider it vital that an independent audit is required prior to 
submission of the documents in order to ensure the accuracy of registration dossiers.

Amendment by Carl Schlyter, Caroline Lucas, Hiltrud Breyer

Amendment 430
Article 5 a (new)

Article 5 a
Notification of low-volume substances

1. Any manufacturer or importer of a 
substance in quantities between 10 kg and 
1 tonne per year shall submit a notification 
to the Agency for that substance.
2. A notification of a substance in 
quantities between 10 kg and 1 tonne per 
year shall include all the following 
information, in the format specified by the 
Agency in accordance with Article 108, to 
the extent that the manufacturer is able to 
submit it without any additional testing:
(a) the identity of the manufacturer as 
specified in section 1 of Annex IV;
(b) the identity of the substance as 
specified in section 2.1 of Annex IV ;
(c) the classification of the substance;
(d) any available existing information on 
physicochemical, human health or 
environmental properties of the substance.

Or. en
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Justification

A simple notification requirement for substances between 10 kg and 1 tonne per year should 
be added to REACH so as to finally have an understanding about the total of existing 
substances that are actually being produced and the knowledge available on them. Under 
REACH in its current form, we would only know about ca. 30,000 substances that are 
produced in quantities above 1 tonne. However, EINECS lists more than 100,000 existing 
substances.

Amendment by Carl Schlyter, Caroline Lucas, Hiltrud Breyer

Amendment 431
Article 6

Article 6 This article deleted

Or. en

Justification

Linked to the amendment inserting articles into Article 5(1) by the same authors. 
The provisions suggested in article 6 are de facto only relevant for import articles, as the use 
of substances in EU manufactured articles is already covered by the general registration 
requirements. However, the provisions for importers  are very weak, unclear, create an 
unequal playing field between importers and EU manufacturers, as importers can benefit 
from the registration by EU manufacturers, and they only apply after 11 years. This article 
should therefore be deleted in combination with a general requirement to register substances 
in articles.

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

Amendment 432
Article 6

1. Any producer or importer of articles shall 
submit a registration to the Agency for any 
substance contained in those articles, if all 
the following conditions are met:

1. Any producer or importer of articles shall 
submit a registration to the Agency for any 
substance contained in those articles, if all 
the following conditions are met:

(a) the substance is present in those articles 
in quantities totalling over 1 tonne per 

(a) the quantity of the substance in each 
article exceeds 1 tonne per producer or 
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producer or importer per year, each article 
type being considered separately;

importer per year;

(b) the substance meets the criteria for 
classification as dangerous in accordance 
with Directive 67/548/EEC;

(b) the concentration of the substance 
exceeds 0.1% by weight in each component 
of each article;

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

(c) the substance is not exempted from the 
registration requirement.

2. Any producer or importer of articles 
shall notify the Agency of any substance 
contained in those articles in accordance 
with paragraph 3, if all the following 
conditions are met:

2. Paragraph 1 shall not apply to 
substances already registered for use in the 
production of an article by an actor up the 
supply chain.

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

3. Substances, preparations and articles 
that do not comply with the provisions of 
paragraph 1 may not be produced or 
imported.

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

4. The time periods set out in Article 21(1) 
to (3) shall apply to paragraph 1 of this 
article.

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

5. Provisions for the implementation of 
paragraph 1 shall be adopted in accordance 
with the procedure set out in Article 130(3).

6. Paragraphs 1 to 4 shall apply 3 months 
after the deadline specified in Article 21(3).
7. Any measures for the implementation of 
paragraphs 1 to 6 shall be adopted in 
accordance with the procedure referred to 
in Article 130(3).

Or. it

Justification

The Commission proposal European products scant protection against unfair competition 
from countries outside the EU. Imports of some articles and substances that are not subject to 
the rules with which those produced within the EU must comply would thus be favoured since 
a product subjected to fewer controls would cost less and could be manufactured from a 
wider range of materials.
Therefore, the 'hidden' substances in articles should be regulated in the same way as the 
declared substances, which means that there should also be a reference to the quantity of a 
substance in each article and to the 0.1% criterion.
Furthermore, REACH's scope should not be confined to substances classified as dangerous in 
accordance with Directive 67/548/EEC and those released under 'reasonably foreseeable 
conditions'.

Amendment by Anja Weisgerber, Elisabeth Jeggle and Thomas Ulmer

Amendment 433
Article 6

1. Any producer or importer of articles shall 
submit a registration to the Agency for any 
substance contained in those articles, if all 

1. Any producer or importer of articles shall 
submit a registration to the Agency for any 
substance contained in those articles, if all 
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the following conditions are met: the following conditions are met for each 
substance:

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

(a) the quantity of the substance exceeds 1 
tonne per producer or importer per year,  in 
each article;

(b) the substance meets the criteria for 
classification as dangerous in accordance 
with Directive 67/548/EEC;

(b) the concentration of the substance 
exceeds 0.1% by weight in each constituent 
part of each article;

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

(c) the substance is not excluded from the 
registration requirement.

2. Any producer or importer of articles shall 
notify the Agency of any substance 
contained in those articles in accordance 
with paragraph 3, if all the following 
conditions are met:
(a) the substance is present in those articles 
in quantities totalling over 1 tonne per 
producer or importer per year;
(b) the substance meets the criteria for 
classification as dangerous in accordance 
with Directive 67/548/EEC;
(c) the producer or importer knows, or it is 
made known to the producer or importer, 
that the substance is likely to be released 
under normal and reasonably foreseeable 
conditions of use, even though this release 
is not an intended function of the article;
(d) the quantity of the substance released 
may adversely affect human health or the 
environment.
3. If the conditions in paragraph 2 are met, 
the information to be notified shall include 
the following, in the format specified by the 
Agency in accordance with Article 108:
(a) the identity and contact details of the 
producer or importer;
(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;
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(d) the classification of the substance;
(e) a brief description of the use(s) of the 
article;
(f) the tonnage range of the substance, 
such as 1-10 tonnes, 10-100 tonnes and so 
on.
4. The Agency may take decisions requiring 
producers or importers of articles to
register, in accordance with this Title, any 
substance contained in those articles and 
notified in accordance with paragraph 3.
5.Paragraphs 1 to 4 shall not apply to 
substances that have already been registered 
for that use by an actor up the supply chain.

2. Paragraph 1 shall not apply to substances 
that have already been registered for use in 
the manufacture of the article by an actor 
up the supply chain.

6. Paragraphs 1 to 4 shall apply 3 months 
after the deadline specified in Article 21(3).

3. Articles which do not meet the 
conditions laid down in paragraph 1 may 
be neither manufactured nor imported.

7. Any measures for the implementation of 
paragraphs 1 to 6 shall be adopted in 
accordance with the procedure referred to in 
Article 130(3).

4. The deadlines laid down in Article 21(1) 
to (3) shall not apply to paragraph 1.

Or. de

Justification

In the version set out in the Commission proposal, Article 6 offers the EU processing industry 
scant protection against unfair competition from outside the EU. Since an equivalent, 
imported product is required to meet less stringent conditions, it will be cheaper; moreover, it 
may be manufactured using a broader range of raw materials.

The amendment establishes a fair trading environment for undertakings inside and outside the 
EU and guarantees the highest possible degree of human health and environmental 
protection.

Amendment by Liam Aylward

Amendment 434
Article 6

1. Any producer or importer of articles shall 1. Any producer or importer of articles shall 
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submit a registration to the Agency for any 
substance contained in those articles, if all 
the following conditions are met:

submit a registration to the Agency for any 
substance contained in those articles,

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

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

(b) the substance meets the criteria for 
classification as dangerous in accordance 
with Directive 67/548/EEC;

(b) it meets the criteria for classification as 
dangerous in accordance with Directive 
67/548/EEC; and

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

(c) the functioning of the article requires 
release of the substance.

2. Any producer or importer of articles 
shall notify the Agency of any substance 
contained in those articles in accordance 
with paragraph 3, if all the following 
conditions are met:
(a) the substance is present in those articles 
in quantities totalling over 1 tonne per 
producer or importer per year;
(b) the substance meets the criteria for 
classification as dangerous in accordance 
with Directive 67/548/EEC;
(c) the producer or importer knows, or it is 
made known to the producer or importer, 
that the substance is likely to be released 
under normal and reasonably foreseeable 
conditions of use, even though this release 
is not an intended function of the article;
(d) the quantity of the substance released 
may adversely affect human health or the 
environment.
3. If the conditions in paragraph 2 are met, 
the information to be notified shall include 
the following, in the format specified by the 
Agency in accordance with Article 108:
(a) the identity and contact details of 
the producer or importer;
(b) the registration number(s) 
referred to in Article 18 (1), if available;
(c) the identity of the substance(s) as 
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specified in section 2 of Annex IV;
(d) the classification of the substance;
(e) a brief description of the use(s) of 
the article;
(f) the tonnage range of the substance, 
such as 1-10 tonnes, 10-100 tonnes and so 
on.
4. The Agency may take decisions requiring 
producers or importers of articles to 
register, in accordance with this Title, any 
substance contained in those articles and 
notified in accordance with paragraph 3.
5. Paragraphs 1 to 4 shall not apply to 
substances that have already been registered 
for that use by an actor up the supply chain.

2. Paragraph 1 shall not apply to substances
duly registered for that use.

6. Paragraphs 1 to 4 shall apply 3 months 
after the deadline specified in Article 21(3).

3. Paragraph 1 shall apply 3 months after 
the deadline specified in Article 21 (3).

7. Any measures for the implementation of 
paragraphs 1 to 6 shall be adopted in 
accordance with the procedure referred to in 
Article 130(3).

4. Any measures for the implementation of 
paragraphs 1 to 3 shall be adopted in 
accordance with the procedure referred to in 
Article 130 (3).

Or. en

Justification

The obligations of the producer or importer of the article must be clarified so that the 
circumstances to be considered when assessing whether a release is “intended” are clear. 
The definition of “use” in the draft regulation is so broad that virtually any activity 
associated with the article, such as end use disposal, misuse of the article, repair activities, 
and uses warned against may have to be taken into account if the “normal and reasonably 
foreseeable” language is retained.

Section 6(2) requires the notification of unintended releases of substances from articles if 
certain conditions are met. The spectre of unintended release from articles will trigger 
extensive, time consuming and costly analysis with little real reduction of impact on human 
health or the environment.
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Amendment by Richard Seeber

Amendment 435
Article 6

General obligation to register substances in 
articles

General obligation to register substances in 
articles

1. Any producer or importer of articles 
shall submit a registration to the Agency 
for any substance contained in those 
articles, if all the following conditions are 
met:

The requirement to provide information 
concerning certain component substances 
shall apply to articles listed in Annex XX. 
Information must be supplied only for 
those substances listed in Annex YY. If 
necessary, information about these specific 
substances contained in specific articles 
shall be supplied to all actors in the supply 
chain and made accessible to the general 
public via the Internet or by means of a 
label on the article concerned.

(a) the substance is present in those articles 
in quantities totalling over 1 tonne per 
producer or importer per year, each article 
type being considered separately;
(b) the substance meets the criteria for 
classification as dangerous in accordance 
with Directive 67/548/EEC;
(c) the substance is intended to be released 
under normal and reasonably foreseeable 
conditions of use. 
2. Any producer or importer of articles 
shall notify the Agency of any substance 
contained in those articles in accordance 
with paragraph 3, if all the following 
conditions are met:
(a) the substance is present in those articles 
in quantities totalling over 1 tonne per 
producer or importer per year;
(b) the substance meets the criteria for 
classification as dangerous in accordance 
with Directive 67/548/EEC;
(c) the producer or importer knows, or it is 
made known to the producer or importer, 
that the substance is likely to be released 
under normal and reasonably foreseeable 
conditions of use, even though this release 
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is not an intended function of the article;
(d) the quantity of the substance released 
may adversely affect human health or the 
environment.
3. If the conditions in paragraph 2 are met, 
the information to be notified shall include 
the following, in the format specified by the 
Agency in accordance with Article 108:
(a) the identity and contact details of the 
producer or importer;
(b) the registration number(s) referred to 
in Article 18 (1), if available;
(c) the identity of the substance(s) as 
specified in section 2 of Annex IV;
(d) the classification of the substance;
(e) a brief description of the use(s) of the 
article;
(f) the tonnage range of the substance, 
such as 1-10 tonnes, 10-100 tonnes and so 
on.
4. The Agency may take decisions requiring 
producers or importers of articles to 
register, in accordance with this Title, any 
substance contained in those articles and 
notified in accordance with paragraph 3.
5.Paragraphs 1 to 4 shall not apply to 
substances that have already been 
registered for that use by an actor up the 
supply chain.
6. Paragraphs 1 to 4 shall apply 3 months 
after the deadline specified in Article 21(3).
7. Any measures for the implementation of 
paragraphs 1 to 6 shall be adopted in 
accordance with the procedure referred to 
in Article 130(3).

Or. de
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Justification

The costly, but in all likelihood inefficient, registration procedure for certain substances in 
articles should be replaced by a labelling or publication requirement applicable only to 
certain articles and certain substances. 

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

Amendment 436
Article 6

1. Any producer or importer of articles shall 
submit a registration to the Agency for any 
substance contained in those articles, if all 
the following conditions are met:

1. Any producer or importer of articles shall 
submit a registration to the Agency for any 
substance contained in those articles, if all 
the following conditions are met:

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

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

(b) the substance meets the criteria for 
classification as dangerous in accordance 
with Directive 67/548/EEC;

(b) the substance meets the criteria for 
classification as dangerous in accordance 
with Directive 67/548/EEC;

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

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

(ca)  the substance is present in the article 
in concentrations exceeding the lowest of 
any of the concentration limits specified 
below:
(i) the applicable concentrations defined in 
the table of article 3(3) of Directive 
1999/45/EC;
(ii) the concentration limits given in Annex 
I to Directive 67/548/EC;
(iii) the concentration limits given in part 

B of annex II to Directive 1999/45/EC;
(iv) the concentration values given in part 
B of annex III to Directive 1999/45/EC;
(v) the concentration limits given in an 
agreed entry in the classification and 
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labelling inventory established under Title 
X;
(vi) 0,1% if the substance meets the criteria 
in Annex XII.

2.) Any producer or importer of articles 
shall notify the Agency of any substance 
contained in those articles in accordance 
with paragraph 3, if all the following 
conditions are met:
(a) the substance is present in those articles 
in quantities totalling over 1 tonne per 
producer or importer per year;
(b) the substance meets the criteria for 
classification as dangerous in accordance 
with Directive 67/548/EEC;
(c) the producer or importer knows, or it is 
made known to the producer or importer, 
that the substance is likely to be released 
under normal and reasonably foreseeable 
conditions of use, even though this release 
is not an intended function of the article;
(d) the quantity of the substance released 
may adversely affect human health or the 
environment.
3. If the conditions in paragraph 2 are 
met, the information to be notified shall 
include the following, in the format 
specified by the Agency in accordance 
with Article 108:
(a) the identity and contact details of 
the producer or importer;
(b) the registration number(s) 
referred to in Article 18 (1), if available;
(c) the identity of the substance(s) as 
specified in section 2 of Annex IV;
(d) the classification of the substance;
(e) a brief description of the use(s) of 
the article;
4. The Agency may take decisions requiring 
producers or importers of articles to 
register, in accordance with this Title, any 
substance contained in those articles and 
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notified in accordance with paragraph 3.
5. Paragraphs 1 to 4 shall not apply to 
substances that have already been registered 
for that use by an actor up the supply chain.

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

6. Paragraphs 1 to 4 shall apply 3 months 
after the deadline specified in Article 21(3).

3. Paragraphs 1 to 2 shall apply three months 
after the deadline specified in Article 21(3).

7. Any measures for the implementation of 
paragraphs 1 to 6 shall be adopted in 
accordance with the procedure referred to in 
Article 130(3).

4. Any measures for the implementation of 
paragraphs 1 to 3 shall be adopted in 
accordance with the procedure referred to in 
Article 130(3).

Or. en

Justification

The provisions concerning substances in finished articles are a critical issue as they will have 
a substantial impact on the competitiveness of European downstream user industries. In the 
interest of pursuing EU Lisbon Agenda and of ensuring a high level of environment 
protection, article 6 needs to be amended.
The Commission provision leads to significant trade implications and provides a strong 
incentive to produce articles outside the EU.
The amendment brings  the provisions of article 6, in line with the requirements for 
substances and substances in preparations (Article 13.7) and authorisation requirements (Art 
53.7) within REACH, as well as with the threshold values incorporated in other community 
legislation where similar thresholds are applied (67/548/EEC, 1999/45/EC).

Amendment by Lena Ek

Amendment 437
Article 6

1. Any producer or importer of articles shall 
submit a registration to the Agency for any 
substance contained in those articles, if all 
the following conditions are met:

1. Any producer or importer of articles shall 
submit a registration to the Agency for any 
substance in those articles, if all the 
following conditions are met:

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

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

(b) the substance meets the criteria for 
classification as dangerous in accordance 
with Directive 67/548/EEC;

(b) the substance meets the criteria for 
classification as dangerous in accordance 
with Directive 67/548/EEC;
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(c) the substance is intended to be released 
under normal and reasonably foreseeable 
conditions of use;

(c) the substance is intended to be released 
under normal and reasonably foreseeable 
conditions of use;
(ca) the substance has not been registered 
for that use by an actor up the supply 
chain.

2. Any producer or importer of articles 
shall notify the Agency of any substance 
contained in those articles in accordance 
with paragraph 3, if all the following 
conditions are met:

2. The Agency may take decisions requiring 
producers or importers of articles to submit 
a registration, in accordance with this Title, 
for any substance in those articles, if all the 
following conditions are met:

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

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

(b) the substance meets the criteria for 
classification as dangerous in accordance 
with Directive 67/548/EEC;

(b) the Agency has grounds for suspecting 
that:

(i) the substance is released from the 
article, and
(ii) the release of the substance from the 
articles presents a risk to human health or 
the environment;

(c) the producer or importer knows, or it is 
made known to the producer or importer, 
that the substance is likely to be released 
under normal and reasonably foreseeable 
conditions of use, even though this release 
is not an intended function of the article;

(c) the substance has not been registered for 
the use in question.

(d) the quantity of the substance released 
may adversely affect human health or the 
environment.
3. If the conditions in paragraph 2 are met, 
the information to be notified shall include 
the following, in the format specified by the 
Agency in accordance with Article 108:
(a) the identity and contact details of the 
producer or importer;
(b) the registration number(s) referred to in 
Article 18 (1), if available;
(c) the identity of the substance(s) as 
specified in section 2 of Annex IV;
(d) the classification of the substance;
(e) a brief description of the use(s) of the 
article;
(f) the tonnage range of the substance, 
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such as 1-10 tonnes, 10-100 tonnes and so 
on.
4. The Agency may take decisions requiring
producers or importers of articles to 
register, in accordance with this Title, any 
substance contained in those articles and 
notified in accordance with paragraph 3.
5. Paragraphs 1 to 4 shall not apply to 
substances that have already been 
registered for that use by an actor up the 
supply chain.
6. Paragraphs 1 to 4 shall apply 3 months 
after the deadline specified in Article 21(3).

3. Paragraphs 1 and 2 shall apply 3 months 
after the deadline specified in Article 21(3).

7. Any measures for the implementation of 
paragraphs 1 to 6 shall be adopted in 
accordance with the procedure referred to in 
Article 130(3).

4. Any measures for the implementation of 
paragraphs 1 to 4 shall be adopted in 
accordance with the procedure referred to in 
Article 130(3).

Or. en

Justification

The proposal wording is unclear as regards when an article is said to "contain" a given 
substance or the substance "is present" in the article. Such wording should be consistent, and 
the deleted of the word "contained" thus constitutes a clarification. The term "article type" is 
not defined in the proposal and should be deleted to avoid legal uncertainty. The addition to 
Article 6.1 clarifies that information on substances in articles is communicated down the 
supply chain if the production of an article is an intended use. This should be specified in 
Article 6.1 rather than in Article 6.5.

Article 6.2 deals with substances which are unintentionally released from articles. The 
Commission proposal makes the Agency’s decision to request a registration, thus to clarify a 
case of concern, dependent on a “ self-complaint” by the producer or importer of the articles 
under Article 6.2. The Agency should be empowered to demand this information on suspicion 
of risk (this also ensures compatibility with WTO provisions). The notification step is 
superfluous in such situations.

Amendment by Christofer Fjellner

Amendment 438
Article 6, paragraph 1

1. Any producer or importer of articles shall 
submit a registration to the Agency for any 

1. The Agency may decide that producers 
or importers of articles shall register all
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substance contained in those articles, if all 
the following conditions are met:

substances contained in those articles in 
accordance with this section, if all the 
following conditions are met:

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

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

(b) the substance meets the criteria for 
classification as dangerous in accordance 
with Directive 67/548/EEC;

b) the Agency has reason to suspect that:
i) the substance is emitted from the article 
and
ii) the substance emitted from the article 
constitutes a risk to human health or the 
environment.

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

c) the substance has not been registered for 
the use concerned.

Or. sv

Justification

On the basis of the knowledge that the Agency is now collecting, it is more effective if the 
Agency assesses which articles should be subject to registration. By placing the burden of 
proof on the Agency, moreover, we should be able to meet our obligations within the WTO.

Amendment by Chris Davies, Frédérique Ries

Amendment 439
Article 6, paragraph 1

General obligation to register substances in 
articles

General obligation to notify authorised 
chemicals in articles

1. Any producer or importer of articles shall 
submit a registration to the Agency for any 
substance contained in those articles, if all 
the following conditions are met:

1. Any producer  of an article type shall 
notify the Agency in accordance with 
paragraph 2 of any substances contained in 
those articles above a minimum 
concentration level  if it fulfils the criteria 
referred to in Article 54 (a-e) or has been 
identified in accordance with Article 54   
(f ).

(a) the substance is present in those articles 
in quantities totalling over 1 tonne per 
producer or importer per year, each article 
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type being considered separately;
(b) the substance meets the criteria for 
classification as dangerous in accordance 
with Directive 67/548/EEC;
(c) the substance is intended to be released 
under normal and reasonably foreseeable 
conditions of use.

Or. en

Justification

Article 6 should provide the legal framework for developing workable tools to manage the use 
of high risk chemicals in consumer articles. Rather than identifying if and to what extent  
chemicals meeting the criteria of Article 54 are being released or likely released and having 
an adversely affect on human health or the environment, REACH should aim at managing the 
use of such chemicals contained in consumer articles regardless on tonnage and where the 
product is sourced. The notification process will be applicable 6 years after REACH comes 
into force and be based on  guidance notes, which will be phased in on a voluntary basis 3 
years after REACH comes into force. The article type and the minimum concentration levels 
should be addressed and defined in the guidance notes. The development of the guidance and 
the aim of the notification procedure is to fill current knowledge gaps (i.e. at the moment 
there is very little information available throughout the product supply chain)  and provide an 
overview of the use of high risk chemicals by product category.

Amendment by Satu Hassi

Amendment 440
Article 6, paragraph 1

1. Any producer or importer of articles shall 
submit a registration to the Agency for any 
substance contained in those articles, if all 
the following conditions are met:

1. Any producer or importer of articles shall 
submit a registration to the Agency for any 
substance contained in those articles, if all 
the following conditions are met:

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

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

(b) the substance meets the criteria for 
classification as dangerous in accordance 
with Directive 67/548/EEC;

(b) the substance meets the criteria for 
classification as dangerous in accordance 
with Directive 67/548/EEC;

(c) the substance is intended to be released 
under normal and reasonably foreseeable 

(c) the substance is present in 
concentrations above 0,1% in those articles 
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conditions of use. or in homogenous materials of those 
articles.

Or. en

Justification

Articles represent a primary source of exposure to chemicals. The use of hazardous 
substances in articles should be subject to the registration requirements. The reference to 
'article type' is not acceptable, as it is completely unclear (e.g. chair with arms versus chair 
without arms - is it one article type or two?). The total mass of imported articles represents 
the only clear reference. This basis has also been chosen for substances and preparations. 
The limitation of the registration requirement to hazardous substances in articles intended to 
be released is far too limited, as hardly any articles qualify for this. All hazardous substances 
present in articles above a certain concentration should be subject to registration. 

Amendment by Jonas Sjöstedt

Amendment 441
Article 6, paragraph 1

1. Any producer or importer of articles shall 
submit a registration to the Agency for any 
substance contained in those articles, if all 
the following conditions are met: 

1. Any producer or importer of articles shall 
submit a registration to the Agency for any 
substance contained in those articles, if all 
the following conditions are met: 

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

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

(b) the substance meets the criteria for 
classification as dangerous in accordance 
with Directive 67/548/EEC;

(b) the substance meets the criteria referred 
to in Article 54 (a-e) or has been identified 
in accordance with Article 54 (f);

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

Or. en

Justification

To avoid a situation where producers of articles within the EU suffer major competitive 
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disadvantages in relation to importers of articles to the EU, it is necessary to introduce a 
limited registration requirement in REACH for substances in articles.

Amendment by Dan Jørgensen, Åsa Westlund, Riitta Myller + Anne Ferreira, Marie-Noëlle 
Lienemann,

Amendment 442
Article 6, paragraph 1

1. Any producer or importer of articles shall 
submit a registration to the Agency for any 
substance contained in those articles, if all 
the following conditions are met:

1. Any producer or importer of articles shall 
submit a registration to the Agency for any 
substance contained in those articles, if the 
substance is present in those articles in a 
cumulative quantity of over 1 tonne per 
producer or importer per year.

(a) the substance is present in those articles 
in quantities totalling over 1 tonne per 
producer or importer per year, each article 
type being considered separately;
(b) the substance meets the criteria for 
classification as dangerous in accordance 
with Directive 67/548/EEC;
(c) the substance is intended to be released 
under normal and reasonably foreseeable 
conditions of use.

Or. en

Justification

The weakest component is the tonnage limit of 1 tonne chemical per article type. This will 
create a legal nightmare in any attempt at enforcement, as importers will be able to divide 
their imports into numerous article types (red chairs, blue chairs), and argue that the 1 tonne 
threshold is not being breached by any individual article type. We consider that public health
and the environment would be better protected if the registration threshold for chemicals in 
imported articles were calculated per importer rather than per article type, as occurs with 
substances and preparations (Jørgensen and others) .

Health and the environment will be better protected if the registration threshold is defined on 
the basis of the cumulative quantities imported by each importer, rather than on the basis of 
the quantities for each article type. The deletion of the condition relating to the possible 
release of the substance by the product will facilitate the application of this provision and 
increase legal security. Finally, the scope of the provisions governing the registration of 
substances in imported products must be similar to that laid down for substances produced in 
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the EU (Ferreira and others).

Amendment by Evangelia Tzampazi

Amendment 443
Article 6, paragraph 1

Any producer or importer of articles shall 
submit a registration to the Agency for any 
substance contained in those articles, if all 
the following conditions are met:

Any producer or importer of articles shall 
submit a registration to the Agency for any 
substance contained in those articles, if all 
the following conditions are met:

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

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

(b) the substance meets the criteria for 
classification as dangerous in accordance 
with Directive 67/548/EEC;

(b) the substance meets the criteria for 
classification as dangerous in accordance 
with Directive 67/548/EEC;

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

Or. el

Justification

Covers separate imports in small quantities and avoids misinterpretation of terms.

Amendment by Ria Oomen-Ruijten, Thomas Ulmer, Miroslav Mikolášik, Eija-Riitta Korhola, 
Bogusław Sonik, Renate Sommer

Amendment 444
Article 6, paragraph 1

1. Any producer or importer of articles shall 
submit a registration to the Agency for any 
substance contained in those articles, if all 
the following conditions are met: 

1. Any producer or importer of articles shall 
submit a registration to the Agency for any 
substance contained in those articles, if all 
the following conditions are met: 

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

(a) the substance is present in those articles 
in quantities totalling over 1 tonne per 
producer or importer per year, and
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type being considered separately;
(b) the substance meets the criteria for 
classification as dangerous in accordance 
with Directive 67/548/EEC;

(b) the substance meets the criteria for 
classification as dangerous in accordance 
with Directive 67/548/EEC; and

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

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

(ca) The substances are present in the 
article at concentrations equalling or 
exceeding the lowest of any of the 
following:
(i) the concentrations specified in Annex I 
of Directive 67/548/EC, or
(ii) the concentrations specified in part A 
and B of the annex II of Directive   
1999/45/EC, when no concentration limit 
for the substance in preparations is listed in 
Annex I to Directive 67/548/EC.
(iii) 0,1% if the substance meets the criteria 
in Annex XII.

Or. en

Justification

1(a) As the definition of article type is missing, the inclusion of this term only creates legal 
uncertainty. 
1 (c) The alternative wording is more clearly defining the scope of the provision.
1(ca) The lack of any quantitative criteria implies that the presence of trace amounts
of a classified substance has to be considered. A producer/ importer would have to know all 

the substances that theoretically may be present at the lowest concentration in all articles. 
This would make article 6 totally unworkable, since producers/importers would not have this 
information and the authorities could not check trace amounts of substances in the millions of 
articles imported into the EC. The introduction of a threshold is a must for workability. 
Declarations are limited to substances which concentration is above the threshold. This is in 
line with the current Directive on preparations (1999/45/EC) and with the REACH project 
itself (article 13.2 and Art 53.7) for substances in preparations (registration) and substances 
of high concern (authorisation), Article 13.2 and 53.7 already use the proposed thresholds to 
establish that under such limits a substance in a preparation is no longer dangerous (why 
should this not apply to articles?).
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Amendment by Holger Krahmer and Jorgo Chatzimarkakis

Amendment 445
Article 6, paragraph 1, subparagraph (a)

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

(a) the substance is present in those articles 
in quantities totalling over 10 tonnes per 
producer or importer per year, each article 
type being considered separately; articles 
which are similar in terms of the properties 
of the substances they contain may be 
assessed jointly in the registration file;

Or. de

Justification

1. See justification for the amendment to Article 2(1).
2.Instead of introducing a new, vague concept (article type), for the purposes of 
standardisation provision should be made for the joint assessment of similar substances in the 
registration file. 

Amendment by Johannes Blokland

Amendment 446
Article 6, paragraph 1, subparagraph (a)

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

(a) the substance is present in those articles 
in quantities totalling over 1 tonne per 
producer or importer per year, or use is 
made of substances of very high concern, 
each article type being considered 
separately;

Or. nl

Justification

For substances of very high concern in products, a general registration requirement also 
applies. The degree of concern must also be communicated (Blokland priority package).
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Amendment by Karl-Heinz Florenz, Ria Oomen-Ruijten, Avril Doyle, Françoise Grossetête, 
Eija-Riitta Korhola, Peter Liese, Anders Wijkman

Amendment 447
Article 6, paragraph 1 a (new)

1a. Paragraph 1, letter (a) shall not apply to 
substances which are ingredients added to 
tobacco products within the meaning of 
Article 2, paragraph 1, and Article 2, 
paragraph 5, of Directive 2001/37/EC  on 
the approximation of the laws, regulations 
and administrative provisions of the 
Member States concerning the 
manufacture, presentation and sale of 
tobacco products.

Or. en

Justification

The usual quantity restriction of 1 tonne for chemical substances should not be applied for 
substances which are added to tobacco. Otherwise tobacco manufacturers could circumvent 
the obligation to register by adapting their production system and using only those chemicals 
and their derivatives which volume amounts to less than 1 tonne. The exposure scenario and 
the noxious effect of these chemicals, therefore, justify the removal of the quantity restriction 
for substances added to tobacco and tobacco products.

Amendment by Miroslav Ouzký + Chris Davies, Frédérique Ries +Evangelia Tzampazi + 
Dan Jørgensen, Åsa Westlund, Riitta Myller +  Christofer Fjellner + Anne Ferreira, Marie-
Noëlle Lienemann + Satu Hassi + Ria Oomen-Ruijten, Thomas Ulmer, Miroslav Mikolášik, 

Eija-Riitta Korhola, Bogusław Sonik, Renate Sommer, Erna Hennicot-Schoepges 

Amendment 448
Article 6, paragraph 2

2. Any producer or importer of articles 
shall notify the Agency of any substance 
contained in those articles in accordance 
with paragraph 3, if all the following 
conditions are met:

delete

(a) the substance is present in those articles 
in quantities totalling over 1 tonne per 
producer or importer per year;
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(b) the substance meets the criteria for 
classification as dangerous in accordance 
with Directive 67/548/EEC;
(c) the producer or importer knows, or it is 
made known to the producer or importer, 
that the substance is likely to be released 
under normal and reasonably foreseeable 
conditions of use, even though this release 
is not an intended function of the article;
(d) the quantity of the substance released 
may adversely affect human health or the 
environment.

Or. en

Justification

The paper and the paper recycling will not be able to meet the requirements of Article 6(2) 
for all possible remaining substances left over in the paper, since every batch of paper would 
have to be tested for the presence of any impurity that may meet the criteria of Article 6(2). 
This is not technically or economically feasible. In effect, the REACH Regulation seems to 
assume that manufacturers of articles deal with standardised products (as suggested by the 
reference to “article type” in Article 6(1)). Paper products, however, routinely vary in 
composition (Ouzky).

This follows from the  amendment on Article 6 (1) (Davies, Ries).

Creates confusion and misunderstanding of definitions. (Tzampazi).

On the basis of the knowledge that the Agency is now collecting, it is more effective if the 
Agency assesses which articles should be subject to registration. By placing the burden of 
proof on the Agency, moreover, we should be able to meet our obligations within the WTO. 
(Fjellner).

It will be easier for importers and producers to apply the provisions concerning the 
registration of substances contained in imported products if the distinction between products 
containing 'substances likely to be released' and those containing substances in connection 
with which 'the producer or importer knows, or it is made known to the producer or importer, 
that the substance is likely to be released' is done away with. Producers, importers, 
distributors and retailers will all benefit from this increased legal security (Ferreira, 
Lienemann).

Many articles are likely to release hazardous chemicals. However, the current provisions of 
REACH on such articles are very weak - they are tantamount to saying: "if there are strong 
reasons for a restriction, then please notify us". This does not ensure adequate protection of 
human health or the environment. Moreover, the condition of potential adverse affect is far 



AM\565897EN.doc 47/157 PE 357.817v01-00

EN

too subjective and controversial to be useful. Articles represent a primary source of exposure 
to chemicals. The use of hazardous substances in articles should be subject to the registration 
requirements as given in the amendment to Article 6(1) (Hassi).

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

Amendment by Johannes Blokland

Amendment 449
Article 6, paragraph 2, subparagraph (a)

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

(a) the substance is present in those articles 
in quantities totalling over 1 tonne per 
producer or importer per year or use is made 
of substances of very high concern;

Or. nl

Justification

For substances of very high concern in products, a general registration requirement also 
applies. The degree of concern must also be communicated (Blokland priority package).

Amendment by Jonas Sjöstedt

Amendment 450
Article 6, paragraph 2, letters (c) and (d)

(c) the producer or importer knows, or it is 
made known to the producer or importer, 
that the substance is likely to be released 
under normal and reasonably foreseeable 
conditions of use, even though this release is 
not an intended function of the article;

(c) the producer or importer knows, or it is 
made known to the producer or importer, 
that the substance is likely to be released, 
even though this release is not an intended 
function of the article;

(d) the quantity of the substance released 
may adversely affect human health or the 
environment.

Or. en
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Justification

The last condition is not possible to apply in practice and should therefore be deleted. It is not 
reasonable to assume that the importer can judge if the quantity released will have an 
adverse effect on human health or the environment.

Amendment by Dan Jørgensen, Åsa Westlund, Riitta Myller + Satu Hassi + Evangelia 
Tzampazi + Anne Ferreira, Marie-Noëlle Lienemann +  Ria Oomen-Ruijten, Thomas Ulmer, 
Miroslav Mikolášik, Eija-Riitta Korhola, Bogusław Sonik, Renate Sommer, Erna Hennicot-

Schoepges

Amendment 451
Article 6, paragraph 3

3. If the conditions in paragraph 2 are 
met, the information to be notified shall 
include the following, in the format 
specified by the Agency in accordance 
with Article 108:

delete

(a) the identity and contact details of the 
producer or importer;
(b) the registration number(s) referred to 
in Article 18 (1), if available;
(c) the identity of the substance(s) as 
specified in section 2 of Annex IV;
(d) the classification of the substance;
(e) a brief description of the use(s) of the 
article;
(f) the tonnage range of the substance, 
such as 1-10 tonnes, 10-100 tonnes and so 
on.

Or. en

Justification

As the use of hazardous substances in articles should be subject to the registration 
requirements as given in the amendment to Article 6(1), there is no more need for this 
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provision (Hassi).

Creates confusion and is superfluous (Tzampazi)

In keeping with the amendment to Article 6(2)(Ferreira, Lienemann).

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

Amendment by Chris Davies and Frédérique Ries

Amendment 452
Article 6, paragraph 3, introductory sentence and letter (a)

3. If the conditions in paragraph 2 are met, 
the information to be notified shall include 
the following, in the format specified by the 
Agency in accordance with Article 108:

3. If the conditions in paragraph 1 are met, 
the information to be notified shall include
the following, in the format specified by the 
Agency in accordance with Article 108:

(a) the identity and contact details of the 
producer or importer;

(a) his identity and contact details;

Or. en

Justification

It follows from the amendment in Article 6 (1) that REACH should aim at creating a 
framework for controlling the use of chemicals, which fulfils the criteria referred to in 
REACH Article 54 (a-e) or has been identified in accordance with Article 54  (f), contained in 
articles whether the article is manufactured or imported into the Community market.

Amendment by Johannes Blokland

Amendment 453
Article 6, paragraph 3, subparagraph (f)

(f) the tonnage range of the substance, such 
as 1-10 tonnes, 10-100 tonnes and so on.

(f) the tonnage range of the substance, such 
as 0-1 tonne, 1-10 tonnes, 10-100 tonnes 
and more than 1000 tonnes.

Or. nl
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Justification

This is more complete, specifying all the tonnage ranges (Blokland priority package).

Amendment by Johannes Blokland

Amendment 454
Article 6, paragraph 3, subparagraph (f) a (new)

(fa) the degree of concern.

Or. nl

Justification

The Agency must also be informed of the degree of concern (Blokland priority package).

Amendment by Anne Ferreira, Marie-Noëlle Lienemann + Evangelia Tzampazi + Satu Hassi 
+ Ria Oomen-Ruijten, Thomas Ulmer, Miroslav Mikolášik, Eija-Riitta Korhola, Bogusław 

Sonik, Renate Sommer, Erna Hennicot-Schoepges

Amendment 455
Article 6, paragraph 4

4. The Agency may take decisions requiring 
producers or importers of articles to 
register, in accordance with this Title, any 
substance contained in those articles and 
notified in accordance with paragraph 3.

deleted

Or. en

Justification

In keeping with the amendment to Article 6(2)(Ferreira, Lienemann).

Creates confusion and is superfluous (Tzampazi).

As the use of hazardous substances in articles should be subject to the registration 
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requirements as given in the amendment to Article 6(1), there is no more need for this 
provision.(Hassi.)

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

Amendment by Chris Davies, Frédérique Ries

Amendment 456
Article 6, paragraph 4

4. The Agency may take decisions requiring 
producers or importers of articles to register, 
in accordance with this Title, any substance 
contained in those articles and notified in 
accordance with paragraph 3.

4. The Agency may take decisions requiring 
producers or importers of articles to register, 
in accordance with this Title, any substance 
contained in those articles if the following 
conditions are met: 
a) a substance is contained in the article
b) the Agency has grounds for suspecting 
that:

(i) it meets the criteria for classification 
as dangerous in accordance with 
Directive 67/548/EEC,
(ii) the substance is released,
(iii) the release of the substance from the       
article presents a risk to human health or 
the environment;

(c) the substance has not been registered  
for the use in question.

Or. en

Justification

This amendment will act as a safety clause to ensure that the Agency has the competence to 
demand information and the registration of a use in an article of an unregistered substance 
which is classified as dangerous, is being released and is a risk to either human health or the 
environment in an article.
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Amendment by Ria Oomen-Ruijten, Thomas Ulmer, Miroslav Mikolášik, Eija-Riitta Korhola, 
Bogusław Sonik, Renate Sommer

Amendment 457
Article 6, paragraph 5

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

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

Or. en

Justification

Brings the provision in line with the registrations requirements for substances and  
substances in preparations that are applicable to EU Article producers. Linked with 
amendment to Article 6(1).

Amendment by Anne Ferreira, Marie-Noëlle Lienemann + Satu Hassi

Amendment 458
Article 6, paragraph 5

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

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

Or. fr

Justification

This amendment is in line with the amendment to Article 6, paragraphs 2 to 4 (Ferreira and 
Lienemann).

This ensures consistency with the amendments suggesting the deletion of paragraphs 2, 3, and 
4 (Hassi).
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Amendment by Chris Davies, Frédérique Ries

Amendment 459
Article 6, paragraph 5

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

5. Paragraphs 1 to 3 shall not apply to 
substances that have been already notified
for that use by an actor up the supply chain

Or. en

Justification

This follows from the previous amendment on Article 6 (1).

Amendment by Chris Davies, Frédérique Ries

Amendment 460
Article 6, paragraph 6

6. Paragraphs 1 to 4 shall apply 3 months 
after the deadline specified in Article 21(3).

6. Paragraphs 1 to 3 shall apply 3 months 
after the deadline specified in Article 21(4). 
Sector specific guidance shall be phased in 
on a voluntary basis 3 years before 
paragraph 1 to 3 apply.

Or. en

Justification

To achieve a functional system of managing the use of authorised chemicals in the supply 
chain of articles it is necessary to apply a step-by-step approach. The information collected 
during the development of sector specific guidance and the phase in will provide a useful 
stepping-stone for further developments in the complex area of chemical uses in consumer 
articles. This amendment ensures that the sector specific guidance notes will be phased in 
over a 3 year before Article 6 comes into force.

Amendment by Satu Hassi

Amendment 461
Article 6, paragraph 6
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6. Paragraphs 1 to 4 shall apply 3 months after 
the deadline specified in Article 21(3).

6. Paragraph 1 shall apply one year after 
the deadlines specified in Article 21.

Or. en

Justification

It is not acceptable to exempt import products from the registration requirements of 
substances in articles for 11 years and 3 months. Hazardous substances in imported articles 
should be registered at the latest one year after these substances have been registered in the 
EU.

Amendment by Anne Ferreira, Marie-Noëlle Lienemann

Amendment 462
Article 6, paragraph 6

6. Paragraphs 1 to 4 shall apply 3 months 
after the deadline specified in Article 21(3)..

6.. Paragraph 1 shall apply 3 months after 
the deadline specified in Article 21(3)..

Or. en

Justification

In keeping with the amendment to Article 6(2) to (4).

Amendment by Anne Ferreira, Marie-Noëlle Lienemann + Satu Hassi

Amendment 463
Article 6, paragraph 7

7. Any measures for the implementation of 
paragraphs 1 to 6 shall be adopted in 
accordance with the procedure referred to in 
Article 130(3).

7. Any measures for the implementation of 
paragraphs 1 to 3 shall be adopted in 
accordance with the procedure referred to in 
Article 130(3).

Or. en
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Justification

This ensures consistency with the amendments suggesting to delete paragraphs 2, 3, and 4 
(Hassi).

In keeping with the amendment to Article 6(2) to (4) (Ferreira, Lienemann).

Amendment by Chris Davies, Frédérique Ries

Amendment 464
Article 6, paragraph 7

7. Any measures for the implementation of 
paragraphs 1 to 6 shall be adopted in 
accordance with the procedure referred to in 
Article 130(3).

7. Legislation for the implementation of this 
Article shall be adopted in accordance with 
the procedure referred to in Article 130 (3).

Or. en

Justification

To ensure that implementing legislation can be adopted in order to achieve the workability of 
the entire Article 6.

Amendment by Chris Davies, Frédérique Ries + Mary Honeyball

Amendment 465
Article 6, paragraph 7 a (new)

7a. The implementing measure referred to 
in paragraph 7, shall be in accordance with 
the  sector specific guidance developed 
according to Article 73 paragraph 2 (ia) 

Or. en

Justification

The basis for a workable framework is the identification of product categories and the use of 
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chemicals, which fulfils the criteria referred to in REACH Article 54 (a-e) or has been 
identified in accordance with Article 54  (f). The development of sector specific guidance will 
be based on these two elements and the implementing measures should be in accordance with 
these developments in order to ensure compliance and legal certainty.

Amendment by Françoise Grossetête

Amendment 466
Article 6, paragraph 7 a (new)

7a. The Agency will provide guidelines to 
help the producers and importers of articles 
as well as the competent authorities.

Or. fr

Amendment by Ria Oomen-Ruijten, Thomas Ulmer, Miroslav Mikolášik, Françoise 
Grossetête, Bogusław Sonik, Antonios Trakatellis, Renate Sommer, Erna Hennicot-

Schoepges

Amendment 467
Article 6 a a (new)

Article 6 aa
Transference and division of registrations, 

“Group registration“
1. The legal right acquired following 
registration shall be both transferable and 
divisible. Where the ownership of a 
company is transferred, the new owner 
shall fulfil the obligations under Article 20. 
Where part of the company owning a 
registration is transferred e.g. through the 
sale of a single production plant which 
manufactures the registered substance, the 
agency shall assign a new registration 
number to the new owner.
2. If a manufacturer is an affiliate 
controlled by another legal entity (the so-
called ‘parent company’), this parent 
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company can register and hold a 
registration on behalf of the affiliate. An 
affiliate can also register and hold the 
registration for its parent company or other 
affiliates. In such cases only one 
registration is needed. The legal entity 
nominated as group registrant shall be 
responsible for fulfilling the obligations 
under this regulation.
Paragraph 2 shall also apply if the parent 
company or the affiliate is not established 
in the EU. The registrant and holder of the 
registration must be established within the 
EU.

Or. en

Justification

Proposal for the solution of following cases:
Within company groups, products are delivered to customers from changing production sites 
within the EU, which may belong to different affiliates. Distribution of products within groups 
is often steered by one unit within the group which can be part of the parent company or a 
group company. A group registration would be an appropriate solution to reduce the costs 
and bureaucracy in these cases.
If a registrant only sells one of several production plants in which a substance is produced, a 
new registration by the purchaser is not necessary.

Amendment by Werner Langen

Amendment 468
Article 6 a a (new)

Article 6aa
1.The legal right secured by means of a 
registration shall be both transferable and 
divisible. The new holder shall take over 
the rights and obligations of the original 
registrant. If a registration is divided, the 
Agency shall allocate the new holder a new 
registration number.
2. If the manufacturer is a subsidiary of 
another legal person (the 'parent 
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company'), the parent company may apply 
for and maintain a registration in the name 
of the subsidiary. Conversely, a subsidiary 
may apply for and maintain a registration 
for its parent company or for other 
subsidiaries. In such cases, only one 
registration shall be required. The legal 
person in whose name the group 
registration is made shall be responsible for 
meeting the requirements under this 
Regulation. The legal person in whose 
name the group registration is made must 
be established in the EU.

Or. de

Justification

If a registrant no longer wishes to make use of a registration, it must be possible for the 
relevant rights to be transferred.

Within concerns, products are supplied to downstream users from a variety of production 
centres within the EU, centres which may belong to different subsidiaries. The supply of 
products within a concern is often coordinated by a unit which may be part either of the 
parent company or a subsidiary. The proposed group registration arrangement would be a 
suitable way of reducing costs and red tape.

Amendment by Dagmar Roth-Behrendt

Amendment 469
Article 7

Article 7 This article deleted

Or. en

Justification

Consequence of the amendment  that proposes a new Article 4 (a) (linked to article 3(22), 4a 
and 34(4).
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Amendment by Thomas Ulmer, Elisabeth Jeggle and Anja Weisgerber

Amendment 470
Article 7

1. Articles 5 and 19 shall not apply for a 
period of five years to a substance 
manufactured in the Community or 
imported for the purposes of product and 
process orientated research and 
development with a number of listed 
customers and in a quantity which are 
limited to the purpose of product and 
process orientated research and 
development.

Research and development shall be defined 
as the systematic, and often also 
haphazard, search for new knowledge. In 
overall terms, a distinction shall be drawn 
between basic research, i.e. research with 
no specific constraints or purpose, and 
applied research i.e. research which seeks 
to resolve a specific problem and frequently 
has an economic application as its 
objective.

2. For the purpose of paragraph 1, the 
manufacturer or importer shall notify the 
Agency of the following information in the 
format specified by the Agency in 
accordance with Article 108:

Substances and mixtures of substances 
used and applied under strict conditions in 
research and development laboratories 
shall not be subject to the provisions of this 
Regulation.

(a) the identity of the manufacturer or 
importer;
(b) the identity of the substance;
(c) the classification of the substance, if 
any;
d) the estimated quantity; 
(e) the list of customers referred to in 
paragraph 1; and 
(f) sufficient information on the research 
and development programme to enable the 
Agency to take informed decisions under 
paragraphs 4 and 7.
The period set out in paragraph 1 shall 
begin at receipt of the notification at the 
Agency.
3. The Agency shall assign a number to the 
notification and a notification date, which 
shall be the date of receipt of the 
notification at the Agency, and shall 
forthwith communicate that number and 
date to the manufacturer or importer 
concerned. 
4. The Agency shall check the completeness 
of the information supplied by the notifier. 
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It may decide to impose conditions with the 
aim of ensuring that the substance or the 
preparation or article in which the 
substance is incorporated will be handled 
only by staff of listed customers as referred 
to in paragraph 2(e) in reasonably 
controlled conditions and will not be made 
available to the general public at any time 
either on its own or in a preparation or 
article and that remaining quantities will be 
re-collected for disposal after the 
exemption period.
5. In the absence of any indication to the 
contrary, the manufacturer or importer of 
the substance may manufacture or import 
the substance not earlier than four weeks 
after the notification.
6. The manufacturer or importer shall 
comply with any conditions imposed by the 
Agency in accordance with paragraph 4.
7. The Agency may decide to extend the 
five-year exemption period by a further 
maximum of five years or, in the case of 
substances to be used exclusively in the 
development of medicinal products for 
human or veterinary use, for a further 
maximum of 10 years, upon request if the 
manufacturer or importer can demonstrate 
that such an extension is justified by the 
research and development programme.
8. The Agency shall forthwith communicate 
any draft decisions to the competent 
authorities of each Member State in which 
the manufacture, import or product and 
process orientated research takes place.
When taking decisions as provided for in 
paragraphs 4 and 7, the Agency shall take 
into account any comments made by such 
competent authorities.
9. The Agency and the competent 
authorities of the respective Member States 
shall always keep confidential the 
information submitted in accordance with 
paragraphs 1 to 8.
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10. An appeal may be brought, in 
accordance with Articles 87, 88 and 89, 
against Agency decisions under paragraphs 
4 and 7.

Or. de

Justification

The exclusion of these substances from the scope of the Regulation will create opportunities 
for research and development, also in connection with low-risk substances.

Amendment by Ria Oomen-Ruijten, Thomas Ulmer, Miroslav Mikolášik, Françoise 
Grossetête, Péter Olajos, Renate Sommer

Amendment 471
Article 7

1. Articles 5 and 19 shall not apply for a 
period of five years to a substance 
manufactured in the Community or imported 
for the purposes of product and process 
orientated research and development with a 
number of listed customers and in a quantity 
which are limited to the purpose of product 
and process orientated research and 
development.

1. Articles 5 and 19 shall not apply to a 
substance manufactured in the Community 
or imported for the purposes of product and 
process orientated research and development 
with a number of listed customers and in a 
quantity which are limited to the purpose of
product and process orientated research and 
development.

2. For the purpose of paragraph 1, the 
manufacturer or importer shall notify the 
Agency of the following information in the 
format specified by the Agency in 
accordance with Article 108:

2. For the purpose of paragraph 1, the 
manufacturer or importer shall notify the 
Agency of the following information in the 
format specified by the Agency in 
accordance with Article 108:

(a) the identity of the manufacturer or 
importer;

(a) the identity of the manufacturer or 
importer;

(b) the identity of the substance; (b) the identity of the substance;
(c) the classification of the substance, if any; (c) the classification of the substance, if any;

(d) the estimated quantity; (d) the estimated quantity;
(e) the list of customers referred to in 
paragraph 1; and

(e) the list of customers referred to in 
paragraph 1; and

(f) sufficient information on the research and 
development programme to enable the 

(f) sufficient information on the research and 
development programme to enable the 
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Agency to take informed decisions under 
paragraphs 4 and 7.

Agency to take informed decisions under 
paragraphs 4 and 7.

The period set out in paragraph 1 shall 
begin at receipt of the notification at the 
Agency.
3. The Agency shall assign a number to the 
notification and a notification date, which 
shall be the date of receipt of the notification 
at the Agency, and shall forthwith 
communicate that number and date to the 
manufacturer or importer concerned.

3. The Agency shall assign a number to the 
notification and a notification date, which 
shall be the date of receipt of the notification 
at the Agency, and shall forthwith 
communicate that number and date to the 
manufacturer or importer concerned.

4. The Agency shall check the completeness 
of the information supplied by the notifier. It 
may decide to impose conditions with the 
aim of ensuring that the substance or the 
preparation or article in which the substance 
is incorporated will be handled only by staff 
of listed customers as referred to in 
paragraph 2(e) in reasonably controlled 
conditions and will not be made available to 
the general public at any time either on its 
own or in a preparation or article and that 
remaining quantities will be re-collected for 
disposal after the exemption period. 

4. The Agency shall check the completeness 
of the information supplied by the notifier. It 
may decide to impose conditions with the 
aim of ensuring that the substance or the 
preparation or article in which the substance 
is incorporated will be handled only by staff 
of listed customers as referred to in 
paragraph 2(e) in reasonably controlled 
conditions and will not be made available to 
the general public at any time either on its 
own or in a preparation or article and that 
remaining quantities will be re-collected for 
disposal after the research and development  
period. 

5. In the absence of any indication to the 
contrary, the manufacturer or importer of the 
substance may manufacture or import the 
substance not earlier than four weeks after 
the notification.

5. In the absence of any indication to the 
contrary, the manufacturer or importer of the 
substance may manufacture or import the 
substance not earlier than four weeks after 
the notification.

6. The manufacturer or importer shall 
comply with any conditions imposed by the 
Agency in accordance with paragraph 4.

6. The manufacturer or importer shall 
comply with any conditions imposed by the 
Agency in accordance with paragraph 4.

7. The Agency may decide to extend the 
five-year exemption period by a further 
maximum of five years or, in the case of 
substances to be used exclusively in the 
development of medicinal products for 
human or veterinary use, for a further 
maximum of 10 years, upon request if the 
manufacturer or importer can demonstrate 
that such an extension is justified by the 
research and development programme.
8. The Agency shall forthwith communicate 
any draft decisions to the competent 

7. The Agency shall forthwith communicate 
any draft decisions to the competent 
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authorities of each Member State in which 
the manufacture, import or product and
process orientated research takes place.

authorities of each Member State in which 
the manufacture, import or product and 
process orientated research takes place.

When taking decisions as provided for in 
paragraphs 4 and 7, the Agency shall take 
into account any comments made by such 
competent authorities.

When taking decisions as provided for in 
paragraph 4, the Agency shall take into 
account any comments made by such 
competent authorities.

9. The Agency and the competent authorities 
of the respective Member States shall always 
keep confidential the information submitted 
in accordance with paragraphs 1 to 8.

8. The Agency and the competent authorities 
of the respective Member States shall always 
keep confidential the information submitted 
in accordance with paragraphs 1 to 7.

10. An appeal may be brought, in 
accordance with Articles 87, 88 and 89, 
against Agency decisions under paragraphs
4 and 7.

9. An appeal may be brought, in accordance 
with Articles 87, 88 and 89, against Agency 
decisions under paragraph 4.

Or. en

Justification

No timeframes should be defined.

Amendment by Holger Krahmer and Jorgo Chatzimarkakis

Amendment 472
Article 7, paragraph 1

1. Articles 5 and 19 shall not apply for a 
period of five years to a substance 
manufactured in the Community or imported 
for the purposes of product and process 
orientated research and development with a 
number of listed customers and in a quantity 
which are limited to the purpose of product 
and process orientated research and 
development.

1. Articles 5 and 19 shall not apply to a 
substance manufactured in the Community 
or imported for the purposes of product and 
process orientated research and development 
with a number of listed customers and in a 
quantity which are limited to the purpose of 
product and process orientated research and 
development.

Or. de
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Justification

The imposition of a time-limit for substances used for the purposes of product and process 
orientated research and development will hamper innovation. There is a risk that research 
projects will be relocated outside the EU, jeopardising highly qualified jobs.

Amendment by Anja Weisgerber

Amendment 473
Article 7, paragraph 1

1. Articles 5 and 19 shall not apply for a 
period of five years to a substance 
manufactured in the Community or imported 
for the purposes of product and process 
orientated research and development with a 
number of listed customers and in a quantity 
which are limited to the purpose of product 
and process orientated research and 
development.

1. Articles 5 and 19 shall not apply for a 
period of 10 years to a substance 
manufactured in the Community or imported 
for the purposes of product and process 
orientated research and development with a 
number of listed customers and in a quantity 
which are limited to the purpose of product 
and process orientated research and 
development.

Or. de

Justification

Repetitive research and development cycles, the starting criteria for which can be determined 
only after the preceding cycle has been completed, are often needed to optimise substance-
related product and process development. These research and development cycles can be very 
time-consuming. The five-year derogation from the provisions of Articles 5 and 19 for 
substances manufactured in or imported into the Community for the purposes of product  and 
process orientated research and development is too short and should be extended to 10 years.

Amendment by Martin Callanan + Lena Ek

Amendment 474
Article 7, paragraph 2, point (f)

(f) sufficient information on the research 
and development programme to enable the 
Agency to take informed decision under 

deleted
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paragraphs 4 and 7.

Or. en

Justification

Information on product and process research is often highly confidential for commercial 
reasons. The need to explain a research programme to the Agency creates a risk that 
confidentiality will be breached.  Moreover, detailed information on the R&D activity is not 
necessary for the Agency to make its determination of environmental hazards from the 
chemical in research use.
During a PPORD programme, there will be no significant exposure of humans and/or the 
environment to the substance, preparation or article in question, and the Agency can always 
formulate safeguard conditions under Articles 7.4 and 7.6 on the basis of the identity of the 
substance.
The amendment:
– ensures that innovation is protected against inadvertent disclosure of confidential 

business information;
– minimises the administrative burden of REACH on research industry. (Callanan)

In the majority of cases, the Agency has no need for this highly confidential information. 
During a PFORD programme, there will be no exposure of humans and/or the environment to 
the substance, preparation or article in question, and the Agency can always formulate 
safeguard conditions under Articles 7.4 and 7.6 on the basis of the identity of the substance. 
Detailed information on the R&D activity should therefore not be a standard requirement 
(Ek).

Amendment by Jonas Sjöstedt

Amendment 475
Article 7, paragraph 4

4. The Agency shall check the completeness 
of the information supplied by the notifier.
It may decide to impose conditions with the 
aim of ensuring that the substance or the 
preparation or article in which the substance 
is incorporated will be handled only by staff 
of listed customers as referred to in 
paragraph 2(e) in reasonably controlled 
conditions and will not be made available to 
the general public at any time either on its 
own or in a preparation or article and that 
remaining quantities will be re-collected for 

4. The Agency shall check the completeness 
of the information supplied by the notifier.
It may decide to impose conditions with the 
aim of ensuring that the substance or the 
preparation or article in which the substance 
is incorporated will be handled only by staff 
of listed customers as referred to in 
paragraph 2(e) in reasonably controlled 
conditions and will not be made available to 
the general public at any time either on its 
own or in a preparation or article and that 
remaining quantities will be re-collected for 
disposal after the exemption period and that 
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disposal after the exemption period. potential risks to human health and/or the 
environment are reasonably controlled.

Or. en

Justification

To facilitate innovation it is appropriate to exempt substances being used in research and 
development. However it is necessary to add criteria concerning the potential risks to human
health and the environment.

Amendment by Karin Scheele

Amendment 476
Article 7, paragraph 4

4. The Agency shall check the completeness 
of the information supplied by the notifier. It 
may decide to impose conditions with the 
aim of ensuring that the substance or the 
preparation or article in which the substance 
is incorporated will be handled only by staff 
of listed customers as referred to in 
paragraph 2(e) in reasonably controlled 
conditions and will not be made available to 
the general public at any time either on its 
own or in a preparation or article and that 
remaining quantities will be re-collected for 
disposal after the exemption period.

4. The Agency shall check the completeness 
of the information supplied by the notifier. It
shall take a decision on conditions which 
must be met in order to ensure that the 
manufacture and use of the substance or 
the preparations in which the substance is 
incorporated involve the lowest possible 
degree of risk, in particular as regards 
unknown risk characteristics. In that 
connection, it may, for example, stipulate
that the substance or the preparation or 
article in which the substance is incorporated 
will be handled only by staff of listed 
customers as referred to in paragraph 2(e) in 
reasonably controlled conditions and will 
not be made available to the general public 
at any time either on its own or in a 
preparation or article and that remaining 
quantities will be re-collected for disposal 
after the exemption period.

Or. de

Justification

In order to ensure that, as a result of a lack of knowledge concerning substances used for the 
purposes of product  and process orientated research, no unacceptable risks arise in 
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connection with the manufacture or use of such substances, the Agency should take a decision 
in each case on the conditions which must be met. The stringency of the conditions will be 
determined by the degree to which the applicant can show that the relevant risks are under 
control. This will also ensure - in connection with paragraph 8 - that the competent Member 
State authorities are informed in each case of the research and development plans.

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

Amendment 477
Article 7, paragraph 8, subparagraph 2

When taking decisions as provided for in 
paragraphs 4 and 7, the Agency shall take 
into account any comments made by such
competent authorities.

When taking decisions as provided for in 
paragraphs 4 and 7, the Agency shall take 
into account any comments made by the
competent authorities of each Member State 
in which the manufacture, import or 
product and process orientated research 
takes place.

Or. en

Justification

This is the actual procedure laid down in Council Directive 92/32/EEC, which has shown to 
work well and will therefore not be replaced by the REACH regulation.

Amendment by Ria Oomen-Ruijten, Thomas Ulmer, Miroslav Mikolášik, Péter Olajos, Anja 
Weisgerber, Renate Sommer, Erna Hennicot-Schoepges  + Alessandro Foglietta, Adriana Poli 

Bortone, Cristiana Muscardini, Sergio Berlato + Dagmar Roth-Behrendt

Amendment 478
Article 8

Article 8 This article deleted

Or. en

Justification

Avoid double legislation (see justification amendment on article 2). Linked to amendments to 
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articles 2, 4 and 53-5 (Oomen-Ruijten and others).

These provisions are now included in Article 2 paragraph 1f new and annex Ic (Foglietta and 
others).
Consequence of new Article 2 (Roth Behrendt).

Amendment by Elisabeth Jeggle, Thomas Ulmer and Anja Weisgerber

Amendment 479
Article 9

A registration required by Article 5 or by 
Article 6(1) or (4) shall include all the 
following information in the format 
specified by the Agency in accordance with 
Article 108:

A registration required by Article 5 or by 
Article 6(1) or (4) shall include all the 
following information in the format 
specified by the Agency in accordance with 
Article 108:

(a) a technical dossier including: (a) a technical dossier including:
(i) the identity of the manufacturer(s) or 
importer(s) as specified in section 1 of 
Annex IV;

(i) the identity of the manufacturer(s) or 
importer(s) as specified in section 1 of 
Annex IV;

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

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

(iii) information on the manufacture and 
use(s) of the substance as specified in 
section 3 of Annex IV; this information shall 
represent all the registrant’s identified 
use(s);

(iii) information on the manufacture and 
use(s) of the substance as specified in 
section 3 of Annex IV; this information shall 
represent all the registrant’s identified use(s) 
and the respective proposed production or 
import quantities, if they total 1 tonne per 
year or more, rounded up or down to the 
nearest tonne in each case;

(iii a) information on the manufacture and 
use(s) of the substance and classification of 
all identified uses on the basis of the use 
and exposure categories laid down in 
Annex I aa;

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

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

(v) guidance on safe use of the substance as 
specified in Section 5 of Annex IV;
(vi) summaries of the information derived 
from the application of Annexes V to IX;

(vi) summaries of the information derived 
from the application of Annexes V to IX;

(vii) robust study summaries of the (vii) robust study summaries of the 
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information derived from the application of 
Annexes V to IX, if required under Annex I;

information derived from the application of 
Annexes V to IX, if required under Annex I;

(viii) a statement as to whether or not 
information has been generated by testing on 
vertebrate animals; 

(viii) a statement as to whether or not 
information has been generated by testing on 
vertebrate animals;

(ix) proposals for testing where required by 
the application of Annexes V to IX; 

(ix) proposals for testing where required by 
the application of Annexes V to IX;

(x) a declaration as to whether he agrees that 
his summaries and robust study summaries 
of the information derived from the 
application of Annexes V to VIII with 
regard to tests not involving vertebrate 
animals may be shared against payment with 
subsequent registrants;

(x) a declaration as to whether he agrees that 
his summaries and robust study summaries 
of the information derived from the 
application of Annexes V to VIII with 
regard to tests not involving vertebrate 
animals may be shared against payment with 
subsequent registrants;

(aa) an up-to-date safety data sheet as 
specified in Annex 1a;

(b) a chemical safety report when required 
under Article 13.

(b) a chemical safety report when required 
under Article 13.

(ba) a declaration by the registrant 
concerning his classification of the 
substance at one of the risk-oriented 
priority levels 1 to 3 as specified in Annex 
IVa. The first sentence shall not apply if a 
pre-registration procedure has been carried 
out pursuant to Articles 26 et seq.

Or. de

Justification

In keeping with the 'one substance - one registration' approach, this amendment lays down 
the arrangements for introducing risk-oriented information requirements. Accordingly, 
information concerning the proposed use of a substance should also be provided on the basis 
of use and exposure categories. This will also facilitate the provision of information to each 
entity in the supply chain. The same applies to the safety data sheet. Self-classification by 
priority level is a precondition for meeting the further risk-oriented information requirements 
laid down in Article 11 and will be checked as part of the assessment procedure.
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Amendment by Dagmar Roth-Behrendt

Amendment 480
Article 9

A registration required by Article 5 or  by 
Article 6(1) or (4) shall include all the 
following information in the format 
specified by the Agency in accordance with 
Article 108:

A registration dossier required to be 
submitted to the Agency according to
Articles 5 or 6 shall include all the following 
information in the format specified by the 
Agency in accordance with Article 108:

(a) a technical dossier including: (a) an individual dossier 
(i) the identity of the manufacturer(s) 

or importer(s) as specified in 
section 1 of Annex IV;

(i) the identity of the manufacturer(s) 
or importer(s) as specified in 
section 1 of Annex IV;

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

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

(iii) information on the manufacture 
and use(s) of the substance as 
specified in section 3 of 
Annex IV; this information shall 
represent all the registrant’s 
identified use(s);

(iii) information on the manufacture 
and use(s) of the substance as 
specified in section 3 of 
Annex IV; this information shall
include all the registrant’s 
identified use(s) and shall in 
particular point out the uses he 
advises against;

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

(v) guidance on safe use of the 
substance as specified in 
Section 5 of Annex IV;

(vi) summaries of the information 
derived from the application of 
Annexes V to IX;

(aa) a hazard dossier including:

(vii) robust study summaries of the 
information derived from the 
application of Annexes V to IX, if 
required under Annex I;

(i) robust study summaries of the 
information derived from the 
application of Articles 11 to 13;

(viii) a statement as to whether or not 
information has been generated 
by testing on vertebrate animals;

(ii) summaries of any other 
information derived from the 
application of Articles 11 and 12;

(ix) proposals for testing where 
required by the application of 

(iii) proposals for testing where 
required by the application of
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Annexes V to IX; Articles 11 to 13;
(iv)       a statement as to whether or not 

information has been generated 
by testing on vertebrate animals;

(x) a declaration as to whether he 
agrees that his summaries and 
robust study summaries of the 
information derived from the 
application of Annexes V to VIII
with regard to tests not involving 
vertebrate animals may be shared 
against payment with subsequent 
registrants;

(v) a declaration as to whether 
summaries and robust study 
summaries of the information 
derived from the application of 
Article 11 with regard to tests not 
involving vertebrate animals may 
be shared against payment with 
subsequent registrants within the 
10 years after its submission;

b) a chemical safety report when required 
under Article 13

b) the hazard classification of the 
substance as specified in section 4 of 
Annex IV;

ba) for substance in quantities of 1 to 10                                    
tonnes, exposure information as 
specified in section 5 of Annex IV;

bb) or substances in quantities of 10    
tonnes or more per year a chemical 
safety report in accordance with Article 
13;

(bc) the safety data sheet, if required in 
accordance with Article 29 or guidance 
on safe use as set out in section 5 of 
Annex IV/Annex IC (new); including 
an indication of which information the 
registrant considers as confidential.

Or. en

(Points (a) (viiii) in the Commission text has become point (b) (iv)  in Parliament’s 
amendment.

Justification

This amendment sets out the information to be submitted for general registration purposes, in 
the order of hazard information, exposure information and risk management information:

1. The individual dossier is not new compared to the Commission proposal, it only 
integrates information on the identity of the enterprise, the substances and the uses.

2. The hazard dossier collects all information on the properties of a substance, and its 
content is specified in Article 11 in connection with the testing Annexes.
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3. The classification and labelling for a dangerous substance will as, in the 
Commission proposal, be a separate item of the registration dossier.

4. For substances in quantities of 1 to 10 tonnes some basic exposure information will 
need to be submitted, whereas - as in the Commission proposal - for substances in 
quantities of 10 tonnes or more per year, the chemical safety report is required.

This exposure information is kept simple so that it will not be unreasonable for 
companies to provide this information. It has two functions: first, it will help 
companies to develop the safety data sheet/guidance on safe use, and secondly, it will 
support the Agency to screen registration dossiers submitted to identify priority 
substances for which more information will need to be generated.

5. Finally, information on risk management is part of the registration. For substances 
which are classified as dangerous the safety data sheet shall be submitted. Safety data 
sheets must be compiled as an existing obligation today and are required in Art. 29 of 
the REACH proposal for substances classified as dangerous to be supplied. So this is 
no new additional burden for enterprises. For substances which are not classified as 
dangerous, and only for those, guidance on safe use needs to be submitted as part of 
the registration. This guidance on safe use is already included in section 5 of Annex IV 
in the Commission proposal and consists of 8 of the 16 headings of the safety data 
sheet related to risk management. This avoids duplication of information to be 
compiled (amendment linked to amendment to article 5(4)).

Amendment by Richard Seeber

Amendment 481
Article 9, introduction

A registration required by Article 5 or by 
Article 6(1) or (4) shall include all the 
following information in the format 
specified by the Agency in accordance with 
Article 108:

All information concerning the substance 
available to the applicant must be enclosed 
with the registration application required by 
Article 5. At all events, the registration 
application shall be rejected if it does not 
include at least the following information in 
the format specified by the Agency in 
accordance with Article 108:

Or. de
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Justification

In keeping with the 'one substance - one registration' approach, data concerning substances 
should not be collected for each manufacturer/importer, but rather for each substance. As a 
matter of principle, the registrant should submit all available information; however, if 
registration is to be granted that must incorporate a basic information set.

Amendment by Liam Aylward

Amendment 482
Article 9, introduction

A registration required by Article 5 or by 
Article 6(1) or (4) shall include all the 
following information in the format 
specified by the Agency in accordance with 
Article 108:

A registration required by Article 5 or by 
Article 6(1) on one substance or a group of 
substances, shall include all the following 
information in the format specified by the 
Agency in accordance with Article 108:

Or. en

Justification

This is to facilitate read-across for substances and to ensure consistency  with the provisions 
of Annex IX, section 1.5: Substances whose physicochemical, toxicological and 
ecotoxicological properties are likely to be similar or follow a regular pattern as a result of 
structural similarity may be considered as a group, or "category" of substances. Application 
of the group concept requires that physicochemical properties, human health effects and 
environmental effects or environmental fate may be predicted from data for a reference 
substance within the group by interpolation to other substances in the group (read-across 
approach). This avoids the need to test every substance for every endpoint.

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

Amendment 483
Article 9, introduction

A registration required by Article 5 or by 
Article 6(1) or ( 4) shall include the 
following information in the format 

A registration required by Article 5 or by 
Article 6 (1 ) or (4 ) on one substance or on 
a category of similar substances shall 
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specified by the Agency in accordance with 
Article 108:

include the following information in the 
format specified by the Agency in 
accordance with Article 108:

Or. en

Justification

Recognises the concept that a category of substances with equivalent/similar properties may 
be included in one registration to minimise the number of registration dossiers.

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

Hennicot-Schoepges  

Amendment 484
Article 9, point (a)

A registration required by Article 5 or by 
Article 6(1) or (4) shall include all the 
following information in the format 
specified by the Agency in accordance with 
Article 108:

A registration required by Article 5 or by 
Article 6(1) or (4) shall include all the 
following information in the format 
specified by the Agency in accordance with 
Article 108:

(a) a technical dossier including: (a) a technical dossier including:

(i) the identity of the manufacturer(s) 
or importer(s) as specified in 
section 1 of Annex IV;

(i) the identity of the manufacturer(s) 
or importer(s) as specified in 
section 1 of Annex IV;

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

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

(iii) information on the manufacture 
and use(s) of the substance as 
specified in section 3 of 
Annex IV; this information shall 
represent all the registrant’s 
identified use(s);

(iii) information on the manufacture 
and use(s) of the substance as 
specified in section 3 of 
Annex IV; this information shall 
represent all the registrant’s 
identified use(s);

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

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

(v) guidance on safe use of the 
substance as specified in Section 5 

(v) guidance on safe use of the 
substance as specified in Section 5 
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of Annex IV; of Annex IV;
(vi) summaries of the information 

derived from the application of 
Annexes V to IX;

(vi)       for substances manufactured or 
imported above 10 tons and for 
substances manufactured or 
imported between 1-10 tonnes, if 
the substance is considered of 
potentially high risk in 
accordance to the prioritisation 
specified in article 20 a,
summaries of the information 
derived from the application of 
Annex IVa (Information Set), 
and summaries of any other 
available relevant  information 
which is deemed by the registrant 
to be pertinent to the assessment 
of the risk.

(vii) robust study summaries of the 
information derived from the 
application of Annexes V to IX, if 
required under Annex I;

vii)  for substances manufactured or 
imported above 10 tons and for 
substances manufactured or 
imported between 1-10 tonnes, if 
the substance is considered of 
potentially high risk in 
accordance to the prioritisation 
specified in article 21(a) 2, 
original study reports or robust 
study summaries of the 
information derived from the 
application of Annex IVa 
(Information Set), and of any 
other available relevant  
information which is deemed by 
the registrant to be pertinent to 
the assessment of the risk;

(viii) a statement as to whether or not 
information has been generated by 
testing on vertebrate animals;

(viii) a statement as to whether or not 
information has been generated by 
testing on vertebrate animals;

(ix) proposals for testing where 
required by the application of 
Annexes V to IX;

(ix)       a proposal to generate the 
information derived from the 
application of Annexes  VII and 
VIII and the consideration 
Annex IX, if the conclusions of 
the chemical safety  report (CSR) 
suggest that further information 
is required;

(x) a declaration as to whether he (x) a declaration as to whether he 
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agrees that his summaries and 
robust study summaries of the 
information derived from the 
application of Annexes V to VIII 
with regard to tests not involving 
vertebrate animals may be shared 
against payment with subsequent 
registrants; 

agrees that his summaries and 
robust study summaries of the 
information derived from the 
application of Annexes V to VIII 
with regard to tests not involving 
vertebrate animals may be shared 
against payment with subsequent 
registrants; 

(xa)      a written statement that the 
registrant has access to all 
original studies from which 
submitted summaries or robust 
study summaries were derived. At 
the request of the Agency the 
registrant shall provide evidence 
that he is the owner of, or that he 
has legal access to, these studies;

Or. en

Justification

Recognises the concept, described in Annex IX, paragraph 1.5, that categories of substances 
with equivalent / similar properties exist and enables such categories of substances to be 
included in one registration to minimise the number of registration dossiers.

“Robust summary” needs to be carefully defined, as it is a term used within other initiatives 
e.g. OECD HPV programme. Any future changes in the OECD requirements would 
potentially impact upon the requirements for the registration dossier. This would not be 
practicable to implement.  To avoid unnecessary administrative effort and possible errors, it 
should be possible to alternatively submit the report of a study rather than re-summarise it. 
This would reduce the administrative burden considerably and further practicability.

2. Registration including risk-based prioritisation: Risk, not the annual volume alone, is the 
suitable criterion for identifying substances of high concern. Therefore, the registration 
process shall include a system for prioritisation of substances based on risk. Consortia 
formation for pre-registration is encouraged but remains voluntary. Sharing of vertebrate 
animal study results is mandatory.
The new CEFIC proposal includes the following:

- Obligatory pre-registration for the 30,000 substances in 18 months.
- An Information Set to be prepared for all substances above 10 tons and used as the starting 
point for a tiered risk assessment and for prioritisation (for substances below 10 tons only 
appropriate information is needed). This Information Set shall be sent to the Agency within 5 
years after the entry into force of REACH.
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- Registration of substances above 1000 tons & CMRs in 5 years.
- Prioritisation for registration of substances between 1000 – 1 tons to be sent to the Agency 
in 5 years.
- Registration in:
7 years after the entry into force of REACH: substances between 1000 – 1 tons + substances 

below 100 tons of high concern;
9 years: substances between 100 – 1 tons of low concern;
11 years: substances below 10 tons of low concern.

As an integral part of the registration dossier, each registrant should be obliged to make a 
statement that he has access to the original studies underlying the robust study summaries. 
Such access can be: the registrant is the owner of the study; he has a letter of access or the 
original study was published/is in the public domain (Official Journal, scientific publication, 
etc.). Otherwise those companies that had delivered robust study summaries earlier under 
programmes where robust study summaries are published (e.g. OECD HPV Chemicals 
Programme, EPA Challenge programme) would be penalised. Freeriders could use these 
summaries without financial contribution to the studies for their registration.

Linked to amendments to article 20a and article 21.

Amendment by Holger Krahmer

Amendment 485
Article 9, paragraph (a), subparagraph (iii)

(iii) information on the manufacture and 
use(s) of the substance as specified in 
section 3 of Annex IV; this information shall 
represent all the registrant’s identified 
use(s);

(iii) Information on the manufacture and 
exposure categories of the use(s) of the 
substance as specified in section 3 of Annex 
IV; this information shall represent all the 
registrant's identified exposure categories 
for the use(s) of the substance. This 
information must enable users who are not 
themselves manufacturers or importers to 
use the substance safely within the 
identified exposure categories, without 
additional tests and without being required 
to implement their own risk-management 
measures;

Or. de

Justification

Without pre-established, clearly defined exposure categories there can be no legal and 
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planning security for downstream users of chemicals. A catalogue of cross-sectoral exposure 
categories covering all uses should therefore be incorporated into the proposal for a 
regulation. This would not only serve to make the system more workable, but would also 
guarantee downstream users legal security and essentially solve their problems relating to 
know-how.

Amendment by Guido Sacconi

Amendment 486
Article 9, paragraph (a), subparagraph (vi)

(vi) summaries of the information derived 
from the application of Annexes V to IX;

vi) summaries of the information derived 
from the application of Annexes V to IX, or 
summaries of equivalent information 
already gathered for such substances in 
accordance with other European Union 
provisions. The Agency shall produce and 
update on a regular basis a list setting out 
the information gathered on substances in 
accordance with other European Union 
provisions that is deemed equivalent to the 
information requested under this 
Regulation;

Or. it

Justification

It should be possible for information already gathered on substances in accordance with 
other Community provisions to be used without further alteration/reformulation.

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

Amendment 487
Article 9, paragraph (a), subparagraphs (vi) and (vii)

(vi) summaries of the information derived 
from the application of Annexes V to IX;

(vi) for substances manufactured or 
imported above 10 tonnes and for 
substances manufactured or imported 
between 1 and 10 tonnes, if the substance is 
considered potentially high risk on the 
basis of the order of priority established in 
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accordance with Article 21a(2), summaries 
of the information derived from the 
application of Annex VI (Information Set), 
and summaries of any other available 
relevant  information which is deemed by 
the registrant to be pertinent to the 
assessment of the risk;

(vii) robust study summaries of the 
information derived from the application of 
Annexes V to IX, if required under Annex I;

(vii) for substances manufactured or 
imported above 10 tonnes and for 
substances manufactured or imported 
between 1 and 10 tonnes, if the substance 
is considered potentially high risk on the 
basis of the order of priority established in 
accordance with Article 21a(2), original 
study reports or robust study summaries of 
the information derived from the application 
of Annex VI (Information Set), and of any 
other available relevant  information which 
is deemed by the registrant to be pertinent 
to the assessment of the risk;

Or. it

Justification

The meaning of 'robust study summaries' needs to be accurately defined, given that the term is 
used in connection with other initiatives such as the OECD's HPV programme. Any future 
change to the OECD requirements could impact on the registration dossier requirements. 
This would not be very practicable. So as to avoid unnecessary effort and possible mistakes, it 
would be possible to submit the report on a study rather than having to re-summarise the 
study. This would greatly reduce red tape and at the same time would be more practicable.

Amendment by Guido Sacconi

Amendment 488
Article 9, paragraph (a), subparagraph (vii)

(vii) robust study summaries of the 
information derived from the application of 
Annexes V to IX, if required under Annex I;

vii) robust study summaries of the 
information derived from the application of 
Annexes V to IX, if required under Annex I, 
or equivalent robust study summaries 
already drawn up for the substance in 
accordance with other European Union 
provisions;
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Or. it

Justification

It should be possible for information already gathered on substances in accordance with 
other Community provisions to be used without further alteration/reformulation. Linked to the 
amendment to Article 9(a)(vi).

Amendment by Chris Davies

Amendment 489
Article 9, point (a) (viii)

(viii) a statement as to whether or not 
information has been generated by testing on 
vertebrate animals;

(viii) a statement as to whether or not 
information has been generated by testing on 
vertebrate animals, including which tests on 
vertebrate animals have been carried out 
and the number of animals used;

Or. en

Justification

In view of the objective to promote non-animal testing and the concern about the use of 
vertebrate animals under this Regulation, information should be made available on the 
animal tests that have been carried out and the number of animals used.

Amendment by Richard Seeber

Amendment 490
Article 9, paragraph (a), subparagraph (ix)

(ix) proposals for testing where required by 
the application of Annexes V to IX; 

(x) proposals for testing where required by 
the application of Annexes VII to IX;

Or. de
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Justification

Article 9(a)(ix) contradicts Annex IV, step 4:
Pursuant to Article 9, the technical dossier must incorporate proposals for testing where 
required by the application of Annexes V to IX. However, Annex IV stipulates that the data 
required by the application of Annexes V and VI must be generated even if no proposal is 
submitted first:

'STEP 4- GENERATE NEW DATA/PROPOSE TESTING strategy

In some cases it will not be necessary to generate new data. However, where there is an 
information gap that needs to be filled, new data shall be generated (Annexes V and VI), or a 
testing strategy shall be proposed (Annexes VII and VIII)'.

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

Amendment 491
Article 9, paragraph (a), subparagraphs (ix) - (x a) (new)

(ix) proposals for testing where required by 
the application of Annexes V to IX; 

(ix) a proposal for supplying information 
derived from application of Annexes VII 
and VIII and from the observations set out 
in Annex IX, if the conclusions of the 
chemical safety report (CSR) indicate that 
further information is required;

(x) a declaration as to whether he agrees that 
his summaries and robust study summaries 
of the information derived from the 
application of Annexes V to VIII with 
regard to tests not involving vertebrate
animals may be shared against payment with 
subsequent registrants;

(x) a declaration as to whether he agrees that 
his summaries and robust study summaries 
of the information derived from the 
application of Annexes V to VIII with 
regard to tests not involving vertebrate 
animals may be shared against payment with 
subsequent registrants;

(xa) a written declaration to the effect that 
the registrant has access to all original 
studies from which the submitted 
summaries or robust study summaries were 
derived; where the Agency so requests, the 
registrant shall furnish proof that he is the 
owner of, or has legal access to, those 
studies;

Or. it
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Justification

As an integral part of the registration dossier, each registrant should be required to show that 
he has access to the original studies forming the basis of the robust study summaries. It needs 
to be checked that: (a) the registrant is the owner of the study; (b) he has a letter authorising 
access thereto; or (c) the initial study is in the public domain. This amendment seeks to 
prevent any free riders from drawing financial benefits from unregulated access to studies.

Amendment by Guido Sacconi, Ria Oomen-Ruijten, 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 492
Article 9, point (a) (x)

(x) a declaration as to whether he agrees 
that his summaries and robust study 
summaries of the information derived from 
the application of Annexes V to VIII with 
regard to tests not  involving vertebrate 
animals may be shared against payment 
with subsequent registrants;

deleted

Or. en

Justification

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

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

The purpose of deleting point (x) of Article 9(a) is to do away with the option enjoyed by the 
holders of the rights to study findings of granting or not granting access to test data 
concerning non-vertebrate animals. The deletion of this provision is fundamental to the 
introduction of the principle of compulsory access to all data, against fair and proportional 
payment (although no agreement has yet been concluded on precisely what payment a person 
seeking access to data must make to the rightsholder). This issue is of paramount importance 
for SMUs in particular, since it will substantially reduce the costs they incur in connection 
with REACH measures. This amendment is linked to the other amendments tabled to the 
articles in Title II: Registration of substances (Vernola and others).
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The deletion of point (x) of Article 9(a) seeks to clear the way for the introduction of the 
principle of compulsory access to all data. This amendment is linked to the amendment to 
Article 23(4) (Foglietta and others).

Amendment by Jonas Sjöstedt

Amendment 493
Article 9, point (a) (x a) (new)

(xa) an assessment whether the criteria in 
Annex XII are fulfilled for the 
identification of persistent, bioaccumulative 
and toxic substances or very persistent and 
very bioaccumulative substances, if not 
required by Article 13.

Or. en

Justification

This amendment raises the level of information required.

Amendment by Mojca Drčar Murko

Amendment 494
Article 9, point (a) (x a) and (x b) (new)

(xa) for substances in quantities of 1 to 10 
tonnes, exposure information as specified 
in section 6 of Annex IV (new);
(xb) a copy of the material safety data sheet 
in the case of classified substances;

Or. en

Justification

In order to allow for a preliminary screening of low volume substances on the basis of 
possible risk, basic exposure information is required. It would thus be possible to assign a 
greater priority for information gathering for those substances where exposure is considered 
to be significant or difficult to estimate, as well as to allow for a preliminary consideration of 
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possible risk. In order to facilitate official monitoring, the Agency database should also 
include an inventory of material safety data sheets.

Amendment by Karin Scheele

Amendment 495
Article 9, paragraph (b)

(b) a chemical safety report when required 
under Article 13.

(b) a chemical safety report.

Or. de

Justification

Linked to the amendment to the first subparagraph of Article 13(1).

Amendment by Guido Sacconi

Amendment 496
Article 9, paragraph 1 a (new)

The applicant, at the time of submitting the 
information needed for registration under 
the terms of letters (a) and (b) may opt for 
specifically designated documents or parts 
of documents to be treated confidentially. 
The applicant shall provide reasons for 
such a request. The authority which 
receives the information shall, with due 
reference to Article 116,  decide which 
information is to remain confidential.

Or. it

Justification

Adds a reference to Article 116 on confidentiality to Amendment 21 by the rapporteur.
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Amendment by Ria Oomen-Ruijten, Thomas Ulmer, Miroslav Mikolášik, Anja Weisgerber, 
Renate Sommer, Erna Hennicot-Schoepges 

Amendment 497
Article 9, subparagraph 1 a (new)

Information required in paragraph 1 and 
generated under other EU or international 
legislation and/or chemicals programmes 
may be submitted in their original format.

Or. en

Justification

Data already collected or reports already compiled on a substance under other EU or 
international programmes or legislation should be permitted and presented as such, without 
the need for modification and/or unnecessary redrafting.  Examples of such programmes are: 
the OECD programme for the production of internationally agreed Safety Information Data 
Sets (SIDS), the International Chemical Council Association High Production Volume 
(ICCA/HPV) assessments of chemicals, the Human and Environmental Risk Assessment 
Project (HERA) of chemicals used in the home for laundry and household cleaning, the 
monographs of the European Toxicology & Ecotoxicology Centre (ECETOC) on individual 
chemicals.

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

Amendment 498
Article 10

Joint submission of data by members of 
consortia

Joint submission of data by multiple 
registrants

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

1. Subject to paragraph 2, when a substance 
is intended to be manufactured in the 
Community by one or more manufacturers 
and/or imported by one or more importers, 
the following shall apply:

Each member of the consortium shall Each registrant shall submit separately the 
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submit separately the information specified 
in Article 9(a)(i), (ii) and (iii), and (viii).

information specified in Article 9(a)(i), (ii) 
and (iii), and (viii).

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

The registrants may decide themselves 
whether to submit the information specified 
in Article 9(a)(v) and (b) separately or 
whether one or more manufacturers or 
importers (the ”lead registrants”) are to 
submit this information on behalf of the 
others.

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

2. As regards the information specified in 
Article 9(a)(iv), (vi) (vii) and (ix), this shall 
only be submitted by one or more 
manufacturers or importers (“the lead 
registrant(s)”) acting with the agreement of 
the other manufacturer(s) or importer(s).  
If a registrant disagrees with the majority 
view on the selection of the information 
specified in Article 9(a)(iv), (vi) and/or (vii), 
he shall submit an explanation as to the 
nature of the disagreement, along with any 
accompanying information that he 
considers relevant.

Or. en

Justification

This "package" of amendments introduces the idea of "One Substance One Registration" 
(OSOR) and is linked to the amendments tabled by the same authors on Title II. The objective 
is to ensure a coherent information package for each substance - at least for the hazard data -
to be developed by industry on a solid and reliable basis. This will ensure the development of 
improved risk management measures for registrants and users based on one coherent hazard 
data set. Potentially confidential information (e.g. on uses) can be submitted directly to the 
Agency. This does not equate to mandatory consortia as registrants have the flexibility to 
decide how to work together. In addition, disagreements on the selection of data and/or 
classification and labelling can be identified and justified.
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Amendment by Bogusław Sonik, Eija-Riitta Korhola, Christofer Fjellner, Miroslav Ouzký

Amendment 499
Article 10, paragraph 1

1. When a substance is intended to be 
manufactured in the Community by two or 
more manufacturers and/or imported by two 
or more importers, they may join in a 
consortium for the purposes of registration. 
Parts of the registration shall then be 
submitted by one manufacturer or importer 
acting, with their agreement, on behalf of 
other manufacturers and/or importers in the 
following way:

1. When a substance is intended to be 
manufactured in the Community by two or 
more manufacturers and/or imported by two 
or more importers, they may join in a 
consortium for the purposes of registration. 
Parts of the registration shall then be 
submitted by one manufacturer or importer 
or third party acting, with their agreement, 
on behalf of other manufacturers and/or 
importers in the following way:

Each member of the consortium shall submit 
separately the information specified in 
Article 9 (1) (a) (i) to (iii) and (viii).

Each member of the consortium shall submit 
separately the information specified in 
Article 9 (1) (a) (i) to (iii) and (viii).

The one manufacturer or importer 
submitting on behalf of the other participants 
of the consortium shall submit the 
information specified in Article 9 (1) (a) 
(iv), (vi), (vii) and (ix).

The one manufacturer or importer or third 
party submitting on behalf of the other 
participants of the consortium shall submit 
the information specified in Article 9 (1) (a) 
(iv), (vi), (vii) and (ix).

The members of the consortium may decide 
themselves whether they submit the 
information specified in Article 9 (1) (a) (v) 
and (b) separately or whether the one 
manufacturer or importer submits this 
information on behalf of the others.

The members of the consortium may decide 
themselves whether they submit the 
information specified in Article 9 (1) (a) (v) 
and (b) separately or whether the one 
manufacturer or importer or third party 
submits this information on behalf of the 
others.

Or. en

Justification

To oblige a group of manufacturers of a substance to share information might violate 
confidentiality and thereby jeopardise joint submission of data. This problem can be avoided 
by using a separate organisation or a third party contracted on behalf of a consortium 
representing the interest of the group of manufacturers.
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Amendment by Ria Oomen-Ruijten, Thomas Ulmer, Miroslav Mikolášik, Françoise 
Grossetête, Anja Weisgerber, Bogusław Sonik, Renate Sommer, Erna Hennicot-Schoepges

Amendment 500
Article 10, paragraph 1

1. When a substance is intended to be 
manufactured in the Community by two or 
more manufacturers and/or imported by two 
or more importers, they may join in a 
consortium for the purposes of registration. 
Parts of the registration shall then be 
submitted by one manufacturer or importer 
acting, with their agreement, on behalf of 
other manufacturers and/or importers in 
the following way:

1. When a substance is intended to be 
manufactured in the Community by two or 
more manufacturers and/or imported by two 
or more importers, they may join in a 
consortium for the purposes of registration.

Each member of the consortium shall 
submit separately the information specified 
in Article 9 (1) (a) (i) to (iii) and (viii).

The Commission shall develop relevant 
guidance with the highest legal value, to 
assist companies on the appropriate 
application of competition law when 
forming such consortia.

The one manufacturer or importer 
submitting on behalf of the other participants 
of the consortium shall submit the 
information specified in Article 9 (1) (a) 
(iv), (vi), (vii) and (ix).

The one manufacturer or importer 
submitting on behalf of the other participants 
of the consortium shall submit the 
information specified in article 9 (1) (a) (iv), 
(vi), (vii), (viii) and (ix).

Each consortium may also jointly submit 
the information specified in Article 9 (1) (a) 
(i) to (iii).

The members of the consortium may decide 
themselves whether they submit the 
information specified in Article 9 (1) (a) (v) 
and (b) separately or whether the one 
manufacturer or importer submits this 
information on behalf of the others.

The members of the consortium may decide 
themselves whether they submit the 
information specified in Article 9 (1) (a) (v) 
and (b) separately or whether the one 
manufacturer or importer submits this 
information on behalf of the others.

Or. en

Justification

Guidance rules are necessary to help companies when forming a consortium, managing it and 
meeting to encourage competition compliance and avoid possible infringements.

In case of joint submission of data it should suffice that the one manufacturer/importer 
submitting on behalf of others makes a statement in the sense of Art. 9 1(a) (viii).
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It should be also possible to jointly submit the information referred to in Article 9(1)(a)(i) to 
(iii) if the members of the consortia agree; otherwise the sense of a consortium is limited.

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 501
Article 10, paragraph 1, subparagraph 1

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

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

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

Or. it

Justification

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

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

Amendment 502
Article 10, paragraph 1, subparagraph 1

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

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

Or. it

Justification

This amendment stems from the need to simplify the registration process and, above all, to 
reduce and rationalise the costs borne by SMEs. It is linked to the other amendments tabled to 
the articles in Title II: Registration of substances.

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 503
Article 10, paragraph 2

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

2. Each registrant who is a member of a 
consortium shall pay a proportional 
registration fee in accordance with criteria 
laid down by the Agency.

Or. it

Justification

The Agency needs to lay down proportionality criteria for the registration fee. This 
amendment is linked to the other amendments tabled to the articles in Title II: Registration of 
substances.
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Amendment by Johannes Blokland

Amendment 504
Article 10, paragraph 2

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

2. The registrants who are members of a 
consortium shall decide amongst themselves 
who shall pay which part of the fee for 
registration.

Or. nl

Justification

The registrants should decide amongst themselves who is to pay each part of the fee for 
registration. In this way it will be possible to agree within a consortium that a party which 
produces the substance to be registered in greater quantities should also pay a larger 
proportion of the registration fee. This will encourage SMEs to participate in consortiums, 
thus keeping their costs down.

Amendment by Richard Seeber

Amendment 505
Article 10, paragraph 2

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

2. Each registrant who is a participant of a 
consortium shall pay a fair share of the fee 
for registration.

Or. en

Justification

Limiting the reduction of fees only to one third 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.
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Amendment by Ria Oomen-Ruijten, Thomas Ulmer, Miroslav Mikolášik, Françoise 
Grossetête, Anja Weisgerber, Bogusław Sonik, María del Pilar Ayuso González, Cristina 

Gutiérrez-Cortines, Renate Sommer, Erna Hennicot-Schoepges 

Amendment 506
Article 10, paragraph 2

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

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

Or. en

Justification

Limiting the reduction of fees only to one third 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.

Linked to amendments to articles 17-2, 25,5 and 25-6.

Amendment by Christofer Fjellner, María del Pilar Ayuso González, Cristina Gutiérrez-
Cortines, Antonios Trakatellis

Amendment 507
Article 10, paragraph 2

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

2. Each consortium shall decide internally 
on the division of the registration fee.

Or. sv

Justification

Within voluntarily created consortia, the members themselves must have the opportunity to 
divide up the costs.

Amendment by Ria Oomen-Ruijten, Thomas Ulmer, Miroslav Mikolášik, Anja Weisgerber, 
Erna Hennicot-Schoepges + Alessandro Foglietta, Adriana Poli Bortone, Cristiana 
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Muscardini, Sergio Berlato

Amendment 508
Article 11

Article 11 This Article deleted

Or. en

Justification

With the adaptation of a new system bases on volume AND risk this article is not relevant 
anymore (Oomen-Ruijten and others).

The preceding articles are replaced by the amendments made to Article 21(Foglietta and 
others).

Amendment by Holger Krahmer

Amendment 509
Article 11

Information to be submitted depending on 
tonnage

Information to be submitted depending on 
risk

1. The technical dossier referred to in 
Article 9 (a) shall include under points (vi), 
(vii) and (viii) of that provision as a 
minimum the following:

1. The technical dossier referred to in 
Article 9 (a) shall include under points (vi), 
(vii) and (viii) of that provision as a 
minimum the following:

(a) the information specified in Annex V for 
substances manufactured or imported in 
quantities of 1 tonne or more per year per 
manufacturer or importer;

(a) the information specified in Annex V for 
substances in risk category 1;

(b) the information specified in Annexes V 
and VI for substances manufactured or
imported in quantities of 10 tonnes or more 
per year per manufacturer or importer;

(b) the information specified in Annexes V 
and VI for substances in risk category 2;

(c) the information specified in Annexes V 
and VI and testing proposals for the 
provision of the information specified in 
Annex VII for substances manufactured or 
imported in quantities of 100 tonnes or 
more per year per manufacturer or 

(c) the information specified in Annexes V 
and VI and testing proposals for the 
provision of the information specified in 
Annex VII for substances in risk category 3;
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importer;
(d) the information specified in Annexes V 
and VI and testing proposals for the 
provision of the information specified in 
Annexes VII and VIII for substances 
manufactured or imported in quantities of 
1000 tonnes or more per year per 
manufacturer or importer.

(d) the information specified in Annexes V 
and VI and testing proposals for the 
provision of the information specified in 
Annexes VII and VIII for substances in risk 
category 4.

2. As soon as the quantity of a substance 
that has already been registered reaches the 
next tonnage threshold the appropriate 
additional information required under 
paragraph 1, as well as any updates of the 
other elements of the registration in the 
light of this additional information, shall be 
submitted to the Agency.

Or. de

Justification

Switch from a quantitative to a risk-based approach: not the quantity of a substance, but 
rather the risk it represents must be the decisive criterion.  In that connection, the risk is 
determined by the hazardousness, quantity and exposure of the substance.  In principle, a 
restricted information set is needed for a risk assessment.  The annexes give details of risk 
categories linked to the information requirements set out in Article 11. 

Amendment by Elisabeth Jeggle, Thomas Ulmer and Anja Weisgerber

Amendment 510
Article 11

Information to be submitted depending on 
tonnage

Information to be submitted depending on 
risk

1. The technical dossier referred to in 
Article 9 (a) shall include under points (vi), 
(vii) and (viii) of that provision as a 
minimum the following:

1. The technical dossier referred to in 
Article 9 (a) shall include under points (vi), 
(vii) and (viii) of that provision as a 
minimum the following:

(a) the information specified in Annex V for 
substances manufactured or imported in 
quantities of 1 tonne or more per year per 
manufacturer or importer;

(a) the information specified in Annexes V 
and VI and testing proposals for the 
provision of the information specified in 
Annex VIII for substances classified by the 
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registrant, pursuant to Article 9(c) in 
conjunction with Annex IVa, at priority 
level 1;

(b) the information specified in Annexes V 
and VI for substances manufactured or 
imported in quantities of 10 tonnes or more 
per year per manufacturer or importer;

(b) the information specified in Annexes V 
and VI and testing proposals for the 
provision of the information specified in 
Annex VII for substances classified by the 
registrant, pursuant to Article 9(c) in 
conjunction with Annex IVa at priority 
level 2;

(c) the information specified in Annexes V 
and VI and testing proposals for the 
provision of the information specified in 
Annex VII for substances manufactured or 
imported in quantities of 100 tonnes or 
more per year per manufacturer or 
importer;

(c) the information specified in Annex V for 
substances classified by the registrant, 
pursuant to Article 9(c) in conjunction with 
Annex I a, at priority level 3.

(d) the information specified in Annexes V 
and VI and testing proposals for the 
provision of the information specified in 
Annexes VII and VIII for substances 
manufactured or imported in quantities of 
1000 tonnes or more per year per 
manufacturer or importer.
2. As soon as the quantity of a substance 
that has already been registered reaches the 
next tonnage threshold the appropriate 
additional information required under 
paragraph 1, as well as any updates of the 
other elements of the registration in the 
light of this additional information, shall be 
submitted to the Agency.

Or. de

Justification

The information to be supplied as part of the technical dossier should not be made solely 
contingent on the quantity of the substance which is manufactured or imported, but should 
rather reflect the risk inherent in the use of the substance in question.  Accordingly, toxicity 
and the uses to which the substance is put are decisive, alongside the total quantity 
manufactured or imported.  The new Annex IVa represents a workable risk-assessment 
instrument.
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Amendment by Johannes Blokland

Amendment 511
Article 11, title

Information to be submitted depending on 
tonnage

Information to be submitted depending on 
tonnage and degree of concern

Or. nl

Justification

The information must depend on the volume and the classification by degree of concern. In 
this article, the proposed volumes are therefore combined with the degree of concern 
(Blokland priority package).

Amendment by Chris Davies

Amendment 512
Article 11, paragraph 1

1. The technical dossier referred to in Article 
9 (a) shall include under points (vi), (vii) and 
(viii) of that provision as a minimum the 
following:

1. The technical dossier referred to in Article 
9 (a) shall include under points (vi), (vii) and 
(viii) of that provision as a minimum the 
following:

(a) the information specified in Annex V 
for substances manufactured or imported in 
quantities of 1 tonne or more per year per 
manufacturer or importer;

(a) the information specified in Annex V 
and testing proposals involving tests on 
vertebrate animals for the provision of that 
information for substances manufactured or 
imported in quantities of 1 tonne or more per 
year per manufacturer or importer;

(b) the information specified in Annexes 
V and VI for substances manufactured or 
imported in quantities of 10 tonnes or more 
per year per manufacturer or importer;

(b) the information specified in Annexes 
V and VI and testing proposals involving 
tests on vertebrate animals for the provision 
of that information for substances 
manufactured or imported in quantities of 10 
tonnes or more per year per manufacturer or 
importer;

(c) the information specified in Annexes 
V and VI and testing proposals for the 
provision of the information specified in 
Annex VII for substances manufactured or 

(c) the information specified in Annexes 
V and VI and testing proposals involving 
tests on vertebrate animals for the provision 
of the information specified in Annexes V to
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imported in quantities of 100 tonnes or more 
per year per manufacturer or importer;

VII for substances manufactured or imported 
in quantities of 100 tonnes or more per year 
per manufacturer or importer;

(d) the information specified in Annexes 
V and VI and testing proposals for the 
provision of the information specified in 
Annexes VII and VIII for substances 
manufactured or imported in quantities of 1 
000 tonnes or more per year per 
manufacturer or importer.

(d) the information specified in Annexes 
V and VI and testing proposals involving 
tests on vertebrate animals for the provision 
of the information specified in Annexes V to
VIII for substances manufactured or 
imported in quantities of 1 000 tonnes or 
more per year per manufacturer or importer.     

Or. en

Justification

Linked to Amendment of Recital 47. In order to prevent animal testing and save costs for 
industry, and as data from animal tests should only be provided if necessary for the safety 
assessment of a substance, testing proposals involving tests on vertebrate animals for 
provision of the information specified in Annexes V and VI should also be submitted.

Amendment by Dagmar Roth-Behrendt

Amendment 513
Article 11, paragraph 1, introduction and point (a)

1. The technical dossier referred to in 
Article 9 (a) shall include under points (vi), 
(vii) and (viii) of that provision as a 
minimum the following:

1. The hazard dossier referred to in 
Article 9 (1) (b) (i), (ii) and (iii) shall 
include the following information:

(a) the information specified in Annex V 
for substances manufactured or imported 
in quantities of 1 tonne or more per year 
per manufacturer or importer;

(a) for substances in quantities of 1 tonne 
or more per year per manufacturer or 
importer any information on physico-
chemical, human health and 
environmental properties of the substance 
available to the manufacturer or importer, 
including as a minimum the information 
on physico-chemical properties specified in 
Annex V; 

Or. en
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Justification

This amendment specifies that all available information is required to be submitted in a 
hazard dossier for substances between 1 and 10 tonnes, including as a minimum information 
on the physico-chemical properties set out in Annex V. 

To reduce costs, all information set out in Annex V shall only be required for those substances 
which are identified by the screening (as proposed below) as substances that could pose a 
high risk. For other substances only information that is already available is required to be 
submitted (amendment linked to amendment to article 5(4)).

Amendment by Mojca Drčar Murko

Amendment 514
Article 11, paragraph 1, point (a)

(a) the information specified in Annex V for 
substances manufactured or imported in 
quantities of 1 tonne or more per year per 
manufacturer or importer;

(a) the information on the physico-chemical 
properties specified in Annex V, point 5a,
and any information on the other 
physicochemical properties specified in 
Annex V, point 5b, as well as on 
toxicological and eco-toxicological 
endpoints for the substance available to the 
manufacturer or importer, for substances 
manufactured or imported in quantities of 1 
tonne or more per year per manufacturer or 
importer;

Or. en

Justification

As a first step, registrants in the 1 to 10 tonne bracket should be required to submit all 
relevant information available to them. Further information gathering may be required 
following an initial basic assessment and prioritisation. Certain physicochemical parameters 
(vapour pressure/granulometry, partition coefficient, flash point, flammability, explosive 
properties) should always be submitted in order to enable basic transport and containment 
measures, as well as to permit the application of simple exposure models.
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Amendment by Richard Seeber

Amendment 515
Article 11, paragraph 1, subparagraph (a)

(a) the information specified in Annex V for 
substances manufactured or imported in 
quantities of 1 tonne or more per year per 
manufacturer or importer;

(a) the information specified in Annex V for 
substances manufactured or imported in 
quantities of 1 tonne or more per year per 
manufacturer or importer or if the total 
quantity placed on the market amounts to 5 
tonnes or more per manufacturer or 
importer;

Or. de

Justification

In the proposal for a regulation quantitative requirements are based on annual production 
(import) volumes.  In keeping with the existing notification system, due account should also be 
taken of overall quantities (e.g. 1 tonne per year and 5 tonnes in total). 

Amendment by Johannes Blokland

Amendment 516
Article 11, paragraph 1, subparagraphs (b), (c) and (d)

(b) the information specified in Annexes V 
and VI for substances manufactured or 
imported in quantities of 10 tonnes or more 
per year per manufacturer or importer;

(b) the information specified in Annexes V 
and VI for substances manufactured or 
imported in quantities of 100 tonnes or more 
per year per manufacturer or importer, with 
the exception of substances of low concern;

(c) the information specified in Annexes V 
and VI and testing proposals for the 
provision of the information specified in 
Annex VII for substances manufactured or 
imported in quantities of 100 tonnes or more 
per year per manufacturer or importer;

(c) the information specified in Annexes V 
and VI and testing proposals for the 
provision of the information specified in 
Annex VII for substances manufactured or 
imported in quantities of 1 000 tonnes or 
more per year per manufacturer or importer, 
with the exception of substances of low 
concern and substances of concern;

(d) the information specified in Annexes V 
and VI and testing proposals for the 
provision of the information specified in 
Annexes VII and VIII for substances 
manufactured or imported in quantities of 

(d) the information specified in Annexes V 
and VI and testing proposals for the 
provision of the information specified in 
Annexes VII and VIII for substances of very 
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1 000 tonnes or more per year per 
manufacturer or importer.

high concern.

Or. nl

Justification

The information must depend on the volume and the classification by degree of concern. The 
proposed volumes are therefore combined with the degree of concern (Blokland priority 
package).

Amendment by Richard Seeber

Amendment 517
Article 11, paragraph 1, subparagraph (b)

(b) the information specified in Annexes V 
and VI for substances manufactured or 
imported in quantities of 10 tonnes or more 
per year per manufacturer or importer;

(b) the information specified in Annexes V 
and VI for substances manufactured or 
imported in quantities of 10 tonnes or more 
per year per manufacturer or importer or if 
the total quantity placed on the market 
amounts to 50 tonnes or more per 
manufacturer or importer;

Or. de

Justification

In the proposal for a regulation quantitative requirements are based on annual production 
(import) volumes.  In keeping with the existing notification system, due account should also be 
taken of overall quantities (e.g. 1 tonne per year and 50 tonnes in total).

Amendment by Richard Seeber

Amendment 518
Article 11, paragraph 1, subparagraph (c)

(c) the information specified in Annexes V 
and VI and testing proposals for the 
provision of the information specified in 
Annex VII for substances manufactured or 

(c) the information specified in Annexes V 
and VI and testing proposals for the 
provision of the information specified in 
Annex VII for substances manufactured or 
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imported in quantities of 100 tonnes or more 
per year per manufacturer or importer; 

imported in quantities of 100 tonnes or more 
per year per manufacturer or importer or if 
the total quantity placed on the market 
amounts to 500 tonnes or more per 
manufacturer or importer;

Or. de

Justification

In the proposal for a regulation quantitative requirements are based on annual production 
(import) volumes.  In keeping with the existing notification system, due account should also be 
taken of overall quantities (e.g. 1 tonne per year and 500 tonnes in total). 

Amendment by Caroline Lucas, Carl Schlyter, Hiltrud Breyer

Amendment 519
Article 11, paragraph 1, letter (c)

(c) the information specified in Annexes V 
and VI and testing proposals for the 
provision of the information specified in 
Annex VII for substances manufactured or 
imported in quantities of 100 tonnes or more 
per year per manufacturer or importer;

(c) the information specified in Annexes V,
VI, and the information specified in Annex 
VII, which does not involve vertebrate 
animal testing, and testing proposals for the 
provision of the information related to 
vertebrate animal testing specified in Annex 
VII for substances manufactured or imported 
in quantities of 100 tonnes or more per year 
per manufacturer or importer;

Or. en

Justification

It should be clarified that all the information in Annex VII that does not involve vertebrate 
animal testing should be included directly in the technical dossier. There is no reason to 
submit testing proposals for that information.  

Amendment by Caroline Lucas, Carl Schlyter, Hiltrud Breyer

Amendment 520
Article 11, paragraph 1, letter (d)
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(d) the information specified in Annexes V 
and VI and testing proposals for the 
provision of the information specified in 
Annexes VII and VIII for substances 
manufactured or imported in quantities of 
1000 tonnes or more per year per 
manufacturer or importer;

(d) the information specified in Annexes V,
VI, and the information specified in 
Annexes VII and VIII, which does not 
involve vertebrate animal testing, and 
testing proposals for the provision of the 
information related to vertebrate animal 
testing specified in Annexes VII and VIII 
for substances manufactured or imported in 
quantities of 1000 tonnes or more per year 
per manufacturer or importer;

Or. en

Justification

It should be clarified that all the information in Annexes VII and VIII that does not involve 
vertebrate animal testing should be included directly in the technical dossier. There is no 
reason to submit testing proposals for that information.  

Amendment by Richard Seeber

Amendment 521
Article 11, paragraph 1, subparagraph (d)

(d) the information specified in Annexes V 
and VI and testing proposals for the 
provision of the information specified in 
Annexes VII and VIII for substances 
manufactured or imported in quantities of 1 
000 tonnes or more per year per 
manufacturer or importer. 

(d) the information specified in Annexes V 
and VI and testing proposals for the 
provision of the information specified in 
Annexes VII and VIII for substances 
manufactured or imported in quantities of 1 
000 tonnes or more per year per 
manufacturer or importer or if the total 
quantity placed on the market amounts to 
5000 tonnes or more per manufacturer or 
importer.

Or. de

Justification

In the proposal for a regulation quantitative requirements are based on annual production 
(import) volumes.  In keeping with the existing notification system, due account should also be 
taken of overall quantities (e.g. 1 tonne per year and 5000 tonnes in total). 
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Amendment by John Bowis, Ria Oomen-Ruijten + Guido Sacconi

Amendment 522
Article 11, paragraph 2

2. As soon as the quantity of a substance that 
has already been registered reaches the next 
tonnage threshold the appropriate additional 
information required under paragraph 1, as 
well as any updates of the other elements of 
the registration in the light of this additional 
information, shall be submitted to the 
Agency.

2. As soon as the quantity of a substance that 
has already been registered reaches the next 
tonnage threshold the appropriate additional 
information required under paragraph 1, as 
well as any updates of the other elements of 
the registration in the light of this additional 
information, shall be submitted to the 
Agency.  The additional information to be 
submitted shall be provided to the Agency 
in a time-frame agreed between the 
registrant and the Agency and in parallel 
with the manufacturer/importer placing the 
substance on the market.

Or. en

Justification

It is sensible to provide the Agency and registrant with some certainty over the time-period 
for providing the additional information (Bowis and others).

The registrant and the Agency must agree on a further time-frame for the submission of the 
additional information (Sacconi).

Amendment by Johannes Blokland

Amendment 523
Article 11, paragraph 2

2. As soon as the quantity of a substance that 
has already been registered reaches the next 
tonnage threshold the appropriate additional 
information required under paragraph 1, as 
well as any updates of the other elements of 
the registration in the light of this additional 
information, shall be submitted to the 

2. As soon as the quantity of a substance that 
has already been registered reaches the next 
tonnage threshold, or the degree of concern 
changes due to new data, the appropriate 
additional information required under 
paragraph 1, as well as any updates of the 
other elements of the registration in the light 
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Agency. of this additional information, shall be 
submitted to the Agency.

Or. nl

Justification

The information must depend on the volume and the classification by degree of concern. The 
proposed volumes are therefore combined with the degree of concern (Blokland priority 
package).

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

Amendment 524
Article 11, paragraph 2 a (new)

2a. Priority shall be given to in vitro 
methods and the use of (quantitative) 
structure activity relationships ((Q)SARs). 
To this end, the Commission shall make 
available to companies a list of tests, 
databases and approved models.

Or. es

Justification

With the Centre in Ispra, the Commission's research and development capacity is sufficient to 
draw up a catalogue of approved methods that avoid animal testing. The Commission could 
monitor the databases and approved (Q)SAR models by means of a register. It could also 
confirm their proper use at any time through the reproduction of the results presented.

Amendment by Mojca Drčar Murko

Amendment 525
Article 11, paragraph 2 a (new)

2a. The quantity of a substance per year for 
a phase in substance shall be determined by 
the average quantity manufactured or 
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imported in the preceding 3 years before 
the submission of the registration dossier.

Or. en

Justification

Information requirements increase whenever a tonnage threshold is exceeded. The 
consequences of this are proportionally more significant whenever the 1 tonne and 10 tonne 
thresholds are exceeded. It is therefore necessary to permit a degree of flexibility for SMEs, 
particularly while sourcing. A 3 year average would ensure that more extensive registration 
requirements would only apply whenever a registrant has consistently exceeded a given 
tonnage threshold.

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

Amendment 526
Article 12, paragraph 1

1. Information on intrinsic properties of 
substances may be generated by means other 
than tests, in particular through the use of 
qualitative or quantitative structure-activity 
relationship models or from information 
from structurally related substances, 
provided that the conditions set out in 
Annex IX are met.

1. Information on intrinsic properties of 
substances may be generated by means other 
than tests, in particular through the use of 
qualitative or quantitative structure-activity 
relationship models or from information 
from structurally related substances, or 
through the use of approved (Q)SARs,
provided that the conditions set out in 
Annex IX are met.

Or. es

Justification

In order to fulfil one of the Agency's objectives.

Amendment by Guido Sacconi, Ria Oomen-Ruijten, Chris Davies, Carl Schlyter, Jonas 
Sjöstedt, Lena Ek, Alexander Lambsdorff, Jorgo Chatzimarkakis

Amendment 527
Article 12, paragraph 2, subparagraph 1 a (new)
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These methods shall be regularly reviewed 
and improved with a view to reducing 
experimentation on vertebrates and the 
number of animals involved. In particular, 
if the European Centre for the Validation 
of Alternative Methods (ECVAM) declares 
an alternative test method valid and ready 
for regulatory acceptance, the Agency shall 
submit within 14 days a draft decision 
amending the relevant Annex(es) to this 
Regulation with a view to replacing the 
animal test method with the alternative one.

Or. en

Justification

Replaces amendment 22 of the draft report. The test methods should be automatically updated 
when an alternative test method is validated by ECVAM.

Amendment by Holger Krahmer and Jorgo Chatzimarkakis

Amendment 528
Article 12, paragraph 3

3. Laboratory tests and analyses shall be 
carried out in compliance with the principles 
of good laboratory practice provided for in 
Directive 87/18/EEC and with the provisions 
of Directive 86/609/EEC.

3. Laboratory tests and analyses shall be 
carried out in compliance with the principles 
of good laboratory practice provided for in 
Directive 87/18/EEC and with the provisions 
of Directive 86/609/EEC. The first sentence 
shall not apply to laboratory tests and 
analyses carried out prior to the entry into 
force of this Regulation; however, only 
where there are duly justified doubts as to 
the validity of the findings the Agency may 
require additional tests or analyses..

Or. de

Justification

All data already available must be recognised in the REACH system, even if that data was not 
analysed in accordance with the GLP (good laboratory practice). The existing laws on 
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chemicals have ensured that data on a wide variety of substances are available in the EU. 
Firms should be completely freed from any requirement to supply data concerning these 
substances again - a superfluous and unnecessarily bureaucratic procedure. This 
arrangement may also obviate for many animal tests. 

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

Amendment 529
Article 12, paragraph 3

3. Laboratory tests and analyses shall be 
carried out in compliance with the principles 
of good laboratory practice provided for in 
Directive 87/18/EEC and with the provisions 
of Directive 86/609/EEC.

3.  New vertebrate animal laboratory tests 
shall be carried out in compliance with the 
principles of good laboratory practice 
provided for in Directive 87/18/EEC and 
with the provisions of Directive 
86/609/EEC. 

Or. en

Justification

Insistence that all testing is in compliance with GLP will increase costs unnecessarily, as “in 
house” testing is normally cheaper than testing conducted by GLP-standard laboratories. An 
exemption needs to be made for vertebrate animal testing.

Amendment by Chris Davies

Amendment 530
Article 12, paragraph 4, subparagraph 1

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

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

Justification

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

Amendment by John Bowis, Ria Oomen-Ruijten

Amendment 531
Article 12, paragraph 4, subparagraph 1

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

4. If a substance has already been registered, 
a new registrant shall be entitled to refer to 
studies and test reports, hereinafter 
“studies”, for the same substance submitted 
earlier, provided that he can show that the 
substance that he is now registering is the 
same as the one previously registered, with a
degree of purity and the nature of impurities 
which is similar i.e. which do not modify 
the toxicity profile of the substance and that 
he can submit a letter of access from the 
previous registrant(s) allowing the use of the 
studies.

Or. en

Justification

In practice, it is very difficult to always get the exact same purity of a substance even within 
the same plant.  Moreover, several companies may use different processes for the same 
substance but which result in different degrees of purity and the nature of impurities but 
which would not alter the toxicity profile of the substance.  This amendment seeks to avoid 
substances covered by REACH having to be registered several times, involving unjustified 
duplication of work and animal testing.  

Amendment by Dagmar Roth-Behrendt

Amendment 532
Article 12, paragraph 4, subparagraph 1
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4. If a substance has already been registered, 
a new registrant shall be entitled to refer to 
studies and test reports, hereinafter 
“studies”, for the same substance submitted 
earlier, provided that he can show that the 
substance that he is now registering is the 
same as the one previously registered, 
including the degree of purity and the nature 
of impurities, and that he can submit a letter 
of access from the previous registrant(s) 
allowing the use of the studies.

4. If a substance has already been registered, 
a new registrant shall be entitled to refer to 
studies and test reports, hereinafter 
“studies”, for the same substance submitted 
earlier, provided that he can show that the 
substance that he is now registering is the 
same as the one previously registered. The 
substance is considered to be the same, if 
the degree of purity and the nature of 
impurities are similar and do not modify its 
toxicity profile. The new registrant shall 
submit a letter of access from the previous 
registrant(s) allowing the use of the studies.

Or. en

Justification

This amendment will considerably improve the workability of the regulation. As the first 
registrant has to provide information on the purity of the substance (Annex IV.2.), it ensures 
that a substance does not have to be registered several times simply because its purity and the 
nature of impurities might vary without having a negative effect on the toxicity profile. 

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 533
Article 12, paragraph 4, subparagraph 1

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

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

Or. it
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Justification

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

The amendment seeks to clarify the legal position; the original wording could create 
confusion (Foglietta and others).

Amendment by Werner Langen

Amendment 534
Article 12, paragraph 4, first paragraph

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

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

The Agency shall deal with the issue of the 
subsequent appropriate division of costs.

Or. de

Justification

The entrepreneurs and consumers concerned must be guaranteed legal security.

Amendment by Karin Scheele, Carl Schlyter, Caroline Lucas and Hiltrud Breyer

Amendment 535
Article 13, paragraph 1, first paragraph

1. Without prejudice to Article 4 of 
Directive 98/24/EC, a chemical safety 

1.   Without prejudice to Article 4 of 
Directive 98/24/EC, a chemical safety 
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assessment shall be performed and a 
chemical safety report completed for all 
substances subject to registration in 
accordance with this Chapter if the 
registrant manufactures or imports such a 
substance in quantities of 10 tonnes or 
more per year. 

assessment shall be performed and a 
chemical safety report completed for all 
substances subject to registration in 
accordance with this Chapter. 

Or. de

Justification

As far as workers, consumers and the environment are concerned, the chemical safety 
assessment and the chemical safety report based on that assessment are fundamental to the 
safe use of chemicals. the resulting risk-management measures (see Annex I) can make an 
invaluable contribution to safety at the workplace. The amendment therefore suggests that a 
chemical safety assessment and a chemical safety report should be mandatory for all 
substances subject to registration pursuant to Chapter 2 (Scheele).

It is unacceptable to limit safety assessments to substances above 10 tonnes. This would 
mean, firstly, that for two-thirds of the substances that fall under REACH, the data provided 
under registration would not be assessed with regard to its impacts on human health and the 
environment. And even when they are hazardous, there would be no requirement to provide  
exposure data. Without exposure information, it would be near impossible to identify the 
appropriate risk management measures to protect workers or consumers against hazardous 
substances (Schlyter and others).

Amendment by Mary Honeyball + Jonas Sjöstedt + Dan Jørgensen, Åsa Westlund, Riitta 
Myller + Richard Seeber

Amendment 536
Article 13, paragraph 1, subparagraph 1

1. Without prejudice to Article 4 of 
Directive 98/24/EC, a chemical safety 
assessment shall be performed and a 
chemical safety report completed for all 
substances subject to registration in 
accordance with this Chapter if the registrant 
manufactures or imports such a substance in 
quantities of 10 tonnes or more per year.

1. Without prejudice to Article 4 of 
Directive 98/24/EC, a chemical safety 
assessment shall be performed and a 
chemical safety report completed for all 
substances subject to registration in 
accordance with this Chapter if the registrant 
manufactures or imports such a substance in 
quantities of 1 tonne or more per year.

Or. en
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Justification

The information required for chemicals produced at 1-10 tpa is inadequate. It will not identify 
chemicals meeting the criteria of very high concern or posing a risk to human health. After 
the internet consultation REACH has been significantly weakened, with 3 tests removed and 
the obligation to produce a Chemical Safety Report deleted. This lack of information leads to 
REACH not requiring many 1-10 tpa substances to have safety data sheet. Without such basic 
information, it will be difficult for downstream users to implement appropriate risk 
management measures protecting workers (Honeyball, Jørgensen and others).

This amendment ensures that basic information in the form of a Chemical Safety Report will 
be made available by manufacturers of chemicals for all chemicals above 1 tonne. This is 
necessary in order for risk management measures to be undertaken to protect professionals 
or consumers who are in direct contact with these chemicals, for example cloth dyes or 
household cleaning products (Sjöstedt) .

The drafting of a chemical safety report should be mandatory for substances manufactured in 
quantities of more than 1 tonne per year, since this new regulatory instrument is fundamental 
to risk assessment and risk avoidance strategies. Many - e.g. highly toxic - substances can 
already pose a major risk if they are present in very small quantities, certainly in quantities of 
much less than 1 tonne. Chemical safety reports for substances manufactured in quantities of 
more than 1 tonne are vital if workplace safety is to be guarantee. The arrangements put 
forward in the Commission proposal for quantities between 1 tonne and 10 tonnes could 
create gaps in the protection system (Seeber).

Amendment by Holger Krahmer

Amendment 537
Article 13, paragraph 1, subparagraph 1

1. Without prejudice to Article 4 of 
Directive 98/24/EC, a chemical safety 
assessment shall be performed and a 
chemical safety report completed for all 
substances subject to registration in 
accordance with this Chapter if the registrant 
manufactures or imports such a substance in 
quantities of 10 tonnes or more per year.

1. Without prejudice to Article 4 of 
Directive 98/24/EC, a chemical safety 
assessment shall be performed and a 
chemical safety report completed for all
substances subject to registration in 
accordance with this Chapter if the registrant 
manufactures or imports such a substance in 
quantities of 100 tonnes or more per year.

Or. de
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Justification

The  threshold triggering a mandatory chemical safety report should be 100 tonnes per year. 
This would serve to reduce the burden on SMUs.

Amendment by Bogusław Sonik, Eija-Riitta Korhola, Miroslav Ouzký

Amendment 538
Article 13, paragraph 2, introduction

2. A chemical safety assessment in 
accordance with paragraph 1 need not be 
performed for a substance which is present 
in a preparation if the concentration of the 
substance in the preparation is less than the 
lowest of any of the following:

2. A chemical safety assessment in 
accordance with paragraph 1 need not be 
performed for a substance which is present 
in a preparation or article if the 
concentration of the substance in the 
preparation or article is less than the lowest 
of any of the following:

Or. en

Justification

Concentration limits should also be included for substances in articles.  The proposal’s 
discrimination against substances in articles is not justified by toxicological and eco-
toxicological criteria. Furthermore, unlike substances in preparations, exposure to 
substances in articles requires an extraction medium and thus exposure is further limited.  
This amendment is in line with current EC legislation on articles.

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

Amendment 539
Article 13, paragraph 2, introduction

2.  A chemical safety assessment in 
accordance with paragraph 1 need not be 
performed for a substance which is present 
in a preparation if the concentration of the 
substance in the preparation is less than the 
lowest of any of the following:

2.  A chemical safety assessment in 
accordance with paragraph 1 need not be 
performed for a substance which is present 
in a preparation if the preparation does not 
classify as dangerous or if the concentration 
of the substance in the preparation is less 
than the lowest of any of the following:
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Or. en

Justification

Avoid subjecting component substances in preparations that do not meet the criteria for 
classification as hazardous to the full provisions of Chemical Safety Assessments and 
Chemical Safety Reports.

Amendment by Johannes Blokland

Amendment 540
Article 13, paragraph 2, subparagraph (f)

(f) 0.1%, if the substance meets the criteria 
in Annex XII.

(f) 0.1%, if the substance in question is a 
substance of very high concern.

Or. nl

Justification

PBT and vPvB substances are substances of very high concern (Blokland priority package).

Amendment by Johannes Blokland

Amendment 541
Article 13, paragraph 3, subparagraph (d)

(d) PBT and vPvB assessment. (d) an assessment of the degree of concern.

Or. nl

Justification

PBT and vPvB substances are substances of very high concern. The PBT and vPvB 
assessment is replaced with an assessment relating to the degree of concern (Blokland 
priority package).
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Amendment by Jonas Sjöstedt

Amendment 542
Article 13, paragraph 3, letters (d a) new, (d b) (new)

(e) exposure assessment;
(f) risk characterisation.

Or. en

Justification

This amendment aims to simplify the procedure by adding exposure assessment and risk 
characterisation as steps to be included in all chemical safety reports.

Amendment by Jonas Sjöstedt

Amendment 543
Article 13, paragraph 4

4. If, as a result of carrying out steps (a) to 
(d) of paragraph 3, the manufacturer or 
importer concludes that the substance 
meets the criteria for classification as 
dangerous in accordance with Directive 
67/548/EEC or is assessed to be a PBT or 
vPvB, the chemical safety assessment shall 
include the following additional steps:

delete

(a) exposure assessment;
(b) risk characterisation.
The exposure assessment and the risk 
characterisation shall address all identified 
uses of the manufacturer or importer.

Or. en

Justification

This amendment aims to simplify the procedure by adding exposure assessment and risk 
characterisation as steps to be included in all chemical safety reports.
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Amendment by Johannes Blokland

Amendment 544
Article 13, paragraph 4, introduction

4. If, as a result of carrying out steps (a) to 
(d) of paragraph 3, the manufacturer or 
importer concludes that the substance meets 
the criteria for classification as dangerous in 
accordance with Directive 67/548/EEC or is 
assessed to be a PBT or vPvB, the chemical 
safety assessment shall include the following 
additional steps:

4. If, as a result of carrying out steps (a) to 
(d) of paragraph 3, the manufacturer or 
importer concludes that the substance meets 
the criteria for classification as dangerous in 
accordance with Directive 67/548/EEC or is 
assessed to be a substance of very high 
concern, the chemical safety assessment 
shall include the following additional steps:

Or. nl

Justification

PBT and vPvB substances are substances of very high concern (Blokland priority package). 

Amendment by Dagmar Roth-Behrendt

Amendment 545
Article 13, paragraph 4, subparagraph 2

The exposure assessment and the risk 
characterisation shall address all identified
uses of the manufacturer or importer.

The exposure assessment and the risk 
characterisation shall address all the 
manufacturer’s or importer’s identified
uses in quantities of 1 tonne or more per 
year.

Or. en

Justification

Improves workability by limiting uses that have to be considered in the chemical safety report 
to those in one tonne and more. According to the Commission proposal a use would have to 
be dealt with even in very small quantities.
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Amendment by Ria Oomen-Ruijten, Thomas Ulmer, Miroslav Mikolášik, Eija-Riitta Korhola, 
Anja Weisgerber, Antonios Trakatellis, Renate Sommer, Erna Hennicot-Schoepges 

Amendment 546
Article 13, paragraph 4 a (new)

4a.  The chemical safety report (CSR) 
includes the results of an assessment 
covering:
(a) a conclusion by the registrant that there 
is no concern and that no evaluation is 
needed, until there is a change in risk 
based on new information; or 
(b) a proposal by the registrant for testing 
to generate additional information, if 
deemed to be necessary by the registrant,  
derived from the application of Annexes 
VII to IX.

Or. en

Justification

The registrant is fully and solely responsible for the conduction of this step-wise risk 
assessment. If the available information is not sufficient to demonstrate safe use, it is the 
responsibility of the registrant to elaborate a testing proposal which has to be submitted to 
the Agency in the course of the registration process. The final registration dossier submitted 
to the Agency without any testing proposal basically indicates “no concern”. The registrant is 
responsible for the content of the dossier and the conclusions derived out of this information. 
One conclusion could be that certain applications of a substance cannot be supported by the 
registrant due to unmanageable risks.

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 547
Article 13, paragraph 5, subparagraph (a)

(a) in food contact materials within the 
scope of Council Directive 89/109/EEC;

deleted

Or. it
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Justification

The chemical safety report forms part of the registration dossier and is therefore not required 
for substances that are outside the regulation's scope. Substances already covered by suitably 
integrated specific provisions should remain outside the scope of REACH. This amendment is 
linked to the other amendments tabled to the articles in Title II: Registration of substances.

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

Amendment 548
Article 14

Polymers are exempted from registration 
under this Title.

Polymers are exempted from registration.

Or. it

Justification

REACH should not cover polymers at all. They should be come under specific provisions. 
This amendment is linked to the other amendments tabled to the articles in Title II: 
Registration of substances.      

Amendment by Johannes Blokland

Amendment 549
Article 14 a (new)

Article 14a
Registration on the basis of degree of 

concern
Registration shall be submitted on the basis 
of the degree of concern as determined by 
the Agency and the volume of the 
substance manufactured or imported per 
year.

Or. nl
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Justification

The degree of concern determines what data must be submitted with a registration (Blokland 
priority package).

Amendment by Liam Aylward

Amendment 550
Article 15

Article 15 This Article deleted

Or. en

Justification

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

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

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

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

Amendment by Johannes Blokland

Amendment 551
Article 15, paragraph 1

1. Any manufacturer of an on-site isolated 
intermediate in quantities of 1 tonne or more
per year shall submit a registration to the 
Agency for the on-site isolated intermediate.

1. Any manufacturer of an on-site isolated 
intermediate of very high concern or 
another on-site isolated intermediate in 
quantities of 1 tonne or more per year shall
submit a registration to the Agency for the 



PE 357.817v01-00 120/157 AM\565897EN.doc

EN

on-site isolated intermediate.

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 Jonas Sjöstedt + Carl Schlyter, Caroline Lucas, Hiltrud Breyer

Amendment 552
Article 15, paragraph 2, subparagraph 1

2. A registration for an on-site isolated 
intermediate shall include all the following 
information, in the format specified by the 
Agency in accordance with Article 108, to 
the extent that the manufacturer is able to 
submit it without any additional testing:

2. A registration for an on-site isolated 
intermediate shall include all the following 
information, in the format specified by the 
Agency in accordance with Article 108:

Or. en

Justification

A registration of an on-site intermediate should contain the information regardless of whether 
the manufacturer needs to do additional testing or not. This provision if left unamended 
would have the effect of discouraging manufacturers from testing. Those who have not tested 
do not have to submit. With the deleted of the indicated text the specified information is 
instead a requirement for all manufacturers (Sjöstedt).

REACH foresees only minimal information on intermediates. However, intermediates are 
often very reactive, and they may possess various dangerous properties. Intermediates are of 
particular concern for worker's health. It is not enough to just submit the information that is 
already available. Information should be sufficient to classify the intermediate to allow more 
reliable occupational health monitoring, adequate collective and individual protection 
measures and identification of candidate substances for substitution (Schlyter and others).
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Amendment by Carl Schlyter, Caroline Lucas, Hiltrud Breyer

Amendment 553
Article 15, paragraph 2 a (new)

2a. A registration for an on-site isolated 
intermediate in quantities of more than 100 
tonnes per year shall include the 
information specified in Annex V in 
addition to the information required under 
paragraph 2. 
For the generation of this information, 
Article 12 shall apply.

Or. en

Justification

REACH foresees only minimal information on intermediates. However, intermediates are 
often very reactive, and they may possess various dangerous properties. Intermediates are of 
particular concern for worker's health. It is not enough to just submit the information that is 
already available. On-site isolated intermediates in quantities above 100 tonnes should fulfil 
the same requirements as normal substances between 1 and 10 tonnes.

Amendment by Jonas Sjöstedt

Amendment 554
Article 15, paragraph 2 a (new)

2a. A registration for an on-site isolated 
intermediate in quantities of more than 
1 000 tonnes per year and manufacturer 
shall include the information specified in 
Annex V in addition to the information 
required under paragraph 2.

Or. en

Justification

Intermediates may be very reactive and toxic. Especially for higher volumes it is reasonable 
to ask for more information. This amendment introduces higher demands for manufacturers 
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using on-site isolated intermediates in quantities of more than 1 000 tonnes per year. The 
demands for information are set to the same as the Commission proposal sets for transported 
isolated intermediates.

Amendment by Liam Aylward

Amendment 555
Article 16

Article 16 This Article to delete

Or. en

Justification

see justification to Article 15.

Amendment by Johannes Blokland

Amendment 556
Article 16, paragraph 1

1. Any manufacturer or importer of a 
transported isolated intermediate in 
quantities of 1 tonne or more per year shall 
submit a registration to the Agency for the 
transported isolated intermediate.

1. Any manufacturer or importer of a 
transported isolated intermediate of very 
high concern or another transported 
isolated intermediate in quantities of 1 tonne 
or more per year shall submit a registration 
to the Agency for the transported isolated 
intermediate.

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).
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Amendment by Jonas Sjöstedt

Amendment 557
Article 16, paragraph 3, subparagraph 1

3. A registration for a transported isolated 
intermediate in quantities of more than 1 000 
tonnes per year shall include the information 
specified in Annex V in addition to the 
information required under paragraph 2.

3. A registration for a transported isolated 
intermediate in quantities of more than 1 000 
tonnes per year and manufacturer or 
importer shall include the information 
specified in Annex V and Annex VI in 
addition to the information required under 
paragraph 2.

Or. en

Justification

Intermediates may be very reactive and toxic. Especially if an isolated intermediate is 
transported it is reasonable to ask for more information. This amendment introduces higher 
demands of information for transported isolated intermediates of more than 1 000 tonnes per 
year. It is also clarified that the tonnage is per manufacturer or importer.

Amendment by Johannes Blokland

Amendment 558
Article 16, paragraph 3

3. A registration for a transported isolated 
intermediate in quantities of more than 
1 000 tonnes per year shall include the 
information specified in Annex V in addition 
to the information required under 
paragraph 2.

3. A registration for a transported isolated 
intermediate of very high concern shall 
include the information specified in 
Annex V in addition to the information 
required under paragraph 2.

Or. nl

Justification

Volumes are replaced with the degree of concern (Blokland priority package).
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Amendment by Carl Schlyter, Caroline Lucas, Hiltrud Breyer

Amendment 559
Article 16, paragraph 3, subparagraph 1

3. A registration for a transported isolated 
intermediate in quantities of more than 1000
tonnes per year shall include the information 
specified in Annex V in addition to the 
information required under paragraph 2.

3. A registration for a transported isolated 
intermediate in quantities of more than 10
tonnes per year shall include the information 
specified in Annex V in addition to the 
information required under paragraph 2. 

Or. en

Justification

Given the specific risks for safety, health and environment associated with transportation, and 
given that traffic of hazardous substances remains poorly regulated while continuously 
increasing, there is a need for close scrutiny of transported chemicals. Transported  isolated 
intermediates in quantities above 10 tonnes should fulfil the same requirements as normal 
substances between 1 and 10 tonnes.

Amendment by Liam Aylward

Amendment 560
Article 17

Article 17 This Article deleted

Or. en

Justification

see justification to amendment to Article 15.

Amendment by Johannes Blokland

Amendment 561
Article 17, paragraph 2

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

2. The registrants who are members of a 
consortium shall decide amongst themselves 
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fee. who shall pay which part of the fee for 
registration.

Or. nl

Justification

The registrants should decide amongst themselves who is to pay each part of the fee for 
registration. In this way it will be possible to agree within a consortium that a party which 
produces the substance to be registered in greater quantities should also pay a larger 
proportion of the registration fee. This will encourage SMEs to participate in consortiums, 
thus keeping their costs down.

Amendment by Richard Seeber

Amendment 562
Article 17, paragraph 2

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

2. Each registrant who is a participant of a 
consortium shall pay only a fair share of the 
fee.

Or. en

Justification

Limiting the reduction of fees only to one third 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.

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 563
Article 17, paragraph 2

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

2. Each registrant who is a participant of a 
consortium shall pay an equal share of the 
fee.



PE 357.817v01-00 126/157 AM\565897EN.doc

EN

Or. en

Justification

Limiting the reduction of fees only to one third 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. Linked to amendments to articles 10(2), 25(5) and 25(6).

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 564
Article 17, paragraph 2

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

2. Each registrant who is a member of a 
consortium shall pay only a suitable share
of the fee.

The fee payable shall be proportional in 
accordance with criteria laid down by the 
Agency which shall take account, inter alia, 
of the quantities produced/imported.

Or. it

Justification

To make matters easier for SMEs, when setting the registration fee, the Agency should take 
account of registrants' size and the quantities produced/imported. This amendment is linked 
to the other amendments tabled to the articles in Title II: Registration of substances. 

Amendment by Thomas Ulmer and Elisabeth Jeggle

Amendment 565
Article 18

Article 18
This Article defines the processing of 
registrations submitted and the role of the 

Deleted
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Agency at the registration stage of REACH. 
Registrations will be submitted and handled 
electronically in order to facilitate the 
management of many thousands of 
registrations. The Agency is the central 
receiving authority for all registrations. It 
assigns to each of them a registration 
number and date and will perform a 
completeness check which, again in view of 
the large number of registrations to be 
handled, is essentially an automated 
process. Having the Agency perform the 
completeness check ensures the necessary 
consistency of approach at the registration 
stage. The Agency shall let the registrant 
know if the registration is incomplete and, 
if so, the information needed and a 
deadline to complete the registration. The 
result of the completeness check will be 
referred to the Member State Competent 
Authority in which the manufacturer or 
importer is established. The Agency does 
not explicitly accept registrations because 
registration is not an approval system.

Or. de

Justification

Avoidance of unnecessary red tape.

Amendment by Johannes Blokland

Amendment 566
Article 18

1. The Agency shall assign a number to each 
registration, which is to be used for all 
correspondence regarding the registration, 
and a registration date, which shall be the 
date of receipt of the registration at the 
Agency. The Agency shall forthwith 
communicate the registration number and 

1. The Agency shall assign a number to each 
notification, which is to be used for all 
correspondence regarding the notification 
and registration, and a notification date, 
which shall be the date of receipt of the 
notification at the Agency. The Agency 
shall forthwith communicate the notification 
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the registration date to the manufacturer or 
importer concerned. 

number and the notification date to the 
manufacturer or importer concerned. The 
Agency shall also determine the 
registration date, which shall be the date of 
receipt of the registration at the Agency. 
The Agency shall forthwith communicate 
the registration date to the manufacturer or 
importer concerned.
2. The Agency shall, within three weeks of 
the notification date, undertake a 
completeness check in order to ascertain 
that all the elements required under Article 
4 c new have been provided. The 
completeness check shall not comprise an 
assessment of the quality or the adequacy 
of any data or justifications submitted.
If a notification is incomplete, the Agency 
shall inform the notifier, within three 
weeks of the notification date, as to what 
further information is required in order for 
the notification to be complete in 
accordance with this Title, while setting a 
reasonable deadline for this. The notifier 
shall submit this further information to the 
Agency within the deadline which has been 
set. The Agency shall send the notifier a 
confirmation of the date of submission of 
the further information. The Agency shall 
perform a further completeness check, 
considering the further information 
submitted.
The Agency shall reject the notification if 
the notifier fails to complete his notification 
within the deadline set.
2a. The Agency shall inform the notifier of 
the degree of concern within 24 months 
after the entry into force of this Regulation. 

2. The Agency shall, within three weeks of 
the registration date, undertake a 
completeness check of each registration in 
order to ascertain that all the elements 
required under Articles 9 and 11 or under 
Articles 15 or 16 have been provided. In the 
case of any registration of phase-in 
substances submitted in the course of the 
2-month period immediately preceding the 

3. The Agency shall, within three weeks of 
the registration date, undertake a 
completeness check of each registration in 
order to ascertain that all the elements 
required under Articles 9 and 11 or under 
Articles 15 or 16 have been provided. In the 
case of any registration of phase-in 
substances submitted in the course of the 
2-month period immediately preceding the 
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relevant deadline of Article 21, the Agency 
shall undertake that check within three 
months of that deadline. The completeness 
check shall not comprise an assessment of 
the quality or the adequacy of any data or 
justifications submitted.

relevant deadline of Article 21, the Agency 
shall undertake that check within three 
months of that deadline. The completeness 
check shall not comprise an assessment of 
the quality or the adequacy of any data or 
justifications submitted.

If a registration is incomplete, the Agency 
shall inform the registrant, within three 
weeks of the registration date, as to what 
further information is required in order for 
the registration to be complete in accordance 
with this Title, while setting a reasonable 
deadline for this. The registrant shall submit 
such further information to the Agency 
within the deadline set. The Agency shall 
confirm the submission date of the further 
information to the registrant. The Agency 
shall perform a further completeness check, 
considering the further information 
submitted.

If a registration is incomplete, the Agency 
shall inform the registrant, within three 
weeks of the registration date, as to what 
further information is required in order for 
the registration to be complete in accordance 
with this Title, while setting a reasonable 
deadline for this. The registrant shall submit 
such further information to the Agency 
within the deadline set. The Agency shall 
confirm the submission date of the further 
information to the registrant. The Agency 
shall perform a further completeness check, 
considering the further information 
submitted.

The Agency shall reject the registration if 
the registrant fails to complete his 
registration within the deadline set.

The Agency shall reject the registration if 
the registrant fails to complete his 
registration within the deadline set.

3. The Agency shall communicate the 
registration dossier together with the 
registration number, the registration date, the 
result of the completeness check and any 
request for further information and deadline 
set in accordance with the second 
subparagraph of paragraph 2 to the 
competent authority of the relevant Member 
State within 30 days of the registration date. 
The relevant Member State shall be the 
Member State within which the manufacture 
takes place or the importer is established.

4. The Agency shall communicate the 
registration dossier together with the 
registration number, the registration date, the 
result of the completeness check and any 
request for further information and deadline 
set in accordance with the second 
subparagraph of paragraph 2 to the 
competent authority of the relevant Member 
State within 30 days of the registration date. 
The relevant Member State shall be the 
Member State within which the manufacture 
takes place or the importer is established.

The Agency shall forthwith communicate to 
the competent authority of the relevant 
Member State any further information 
submitted by the registrant.

The Agency shall forthwith communicate to 
the competent authority of the relevant 
Member State any further information 
submitted by the registrant.

4. An appeal may be brought, in accordance 
with Articles 87, 88 and 89, against Agency 
decisions under paragraph 2 of this Article.

5. An appeal may be brought, in accordance 
with Articles 87, 88 and 89, against Agency 
decisions under paragraphs 2, 2a and 3 of 
this Article.

Or. nl
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Justification

Inclusion of the obligations incumbent upon the Agency in relation to a notification (Blokland 
priority package).

Amendment by Liam Aylward

Amendment 567
Article 18, paragraph 2, subparagraph 1

2. The Agency shall, within three weeks of 
the registration date, undertake a 
completeness check of each registration in 
order to ascertain that all the elements 
required under Articles 9 and 11 or under 
articles 15 and 16 have been provided. In 
the case of any registration of phase-in 
substances submitted in the course of the 2-
month period immediately preceding the 
relevant deadline of Article 21, the Agency 
shall undertake that check within three 
months of that deadline. The completeness 
check shall not comprise an assessment of 
the quality or the adequacy of any data or 
justifications submitted.

2. The Agency shall, within three weeks of 
the registration date, undertake a 
completeness check of each registration in 
order to ascertain that all the elements
required under Articles 9 and 11 have been 
provided. In the case of any registration of 
phase-in substances submitted in the course 
of the 2-month period immediately 
preceding the relevant deadline of Article 
21, the Agency shall undertake that check 
within three months of that deadline. The 
completeness check shall not comprise an 
assessment of the quality or the adequacy of 
any data or justifications submitted.

Or. en

Justification

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

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

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

– International/EC regulations concerning the transport of dangerous goods.
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Amendment by Richard Seeber

Amendment 568
Article 18, paragraph 2, subparagraph 1

2. The Agency shall, within three weeks of 
the registration date, undertake a 
completeness check of each registration in 
order to ascertain that all the elements 
required under Articles 9 and 11 or under 
Articles 15 or 16 have been provided. In the 
case of any registration of phase-in 
substances submitted in the course of the 
2-month period immediately preceding the 
relevant deadline of Article 21, the Agency 
shall undertake that check within three 
months of that deadline. The completeness 
check shall not comprise an assessment of 
the quality or the adequacy of any data or 
justifications submitted.

2. The Agency shall, within three weeks of 
the registration date, undertake a 
completeness check of each registration in 
order to ascertain that all the elements 
required under Articles 9 and 11 or under 
Articles 15 or 16 have been provided. In the 
case of any registration of phase-in 
substances submitted in the course of the 
2-month period immediately preceding the 
relevant deadline of Article 21, the Agency 
shall undertake that check within three 
months of that deadline. The completeness 
check shall include an assessment of the 
quality of any data submitted which is 
fundamental to any further evaluation.

Or. de

Justification

A plausibility check is absolutely essential, since all further steps are based on this 
information. Only in this way can it be guaranteed that information fundamental to an 
evaluation, such as the identity of the substance or details of its solubility in water, are not 
only available, but are available in a quality which enables the authorities to use them when 
taking decisions on test strategies, departures from standard testing programmes, etc.

Amendment by Anja Weisgerber

Amendment 569
Article 19, paragraph 1, subparagraph 1

1. Subject to Article 21, substances shall not 
be manufactured in the Community or 
imported unless they have been registered in 
accordance with the relevant provisions of 
this Title. 

1. Subject to Article 19a and Article 21, 
substances shall not be manufactured in the 
Community or imported unless they have 
been registered in accordance with the 
relevant provisions of this Title. 

Or. de
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Justification

Linked to the amendment inserting the new Article 19a.

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

Amendment 570
Article 19, paragraph 2, subparagraph 2

A registrant may start the manufacture or 
import of a substance, if there is no 
indication to the contrary from the Agency 
in accordance with Article 18 (2) within the 
three weeks after the registration date, 
without prejudice to the 4th subparagraph of 
Article 25 (4).

In the case of registration of phase in 
substances a registrant may continue the
manufacture or import of a substance, unless
there is no indication to the contrary from 
the Agency in accordance with Article 18 
(2) within the three weeks after the 
registration date, without prejudice to the 4th 
subparagraph of Article 25 (4).

Or. en

Justification

Consistency with the new text concerning the introduction of a fast track registration.

Amendment by Anja Weisgerber

Amendment 571
Article 19 a (new)

Article 19a
1. For a period of 15 months from the date 
on which the registrant first manufactures 
or imports a substance in a quantity of 1 
tonne or more per year Article 19 shall not 
apply to nor phase-in substances.
2. In order to take advantage of the period 
provided for in paragraph 1, prior to the 
date on which he first manufactures or 
imports a substance in a quantity of 1 tonne 
or more per year the potential registrant 
shall forward to the Agency, for inclusion 
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in the database, the information specified 
in Article 26(1), letters (a) to (e), in the 
format specified by the Agency in 
accordance with Article 108.
The potential registrant may restrict the 
information to be submitted pursuant to 
subparagraph 1 to those end-
points/properties which are necessary for 
the tests.
3. Registrants who fail to submit the 
information required pursuant to 
paragraph 2 may not take advantage of the 
period provided for in paragraph 1.
4. The Agency shall incorporate the 
information forwarded pursuant to 
paragraphs 2 and 3 in a database. It shall 
guarantee manufacturers and importers 
who have forwarded information 
concerning a substance pursuant to 
paragraphs 2 and 3 access to the data 
concerning that substance. The competent 
authorities of the Member States shall also 
have access to that data.

Or. de

Justification

With a view to promoting innovation, a transitional period should be laid down for the 
registration of on-phase-in substances. Although no provision has thus far been made for the 
pre-registration of new substances, this arrangement would enable potential registrants to 
test new substances over a 15-month period before final registration becomes mandatory. 

Amendment by Holger Krahmer

Amendment 572
Article 20, paragraph 1, subparagraph (d)

(d) new uses for which the substance is 
manufactured or imported of which he may 
reasonably be expected to have become 
aware;

(d) new exposure categories for which the 
substance is manufactured or imported of 
which he/they may reasonably be expected 
to have become aware;
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Or. de

Justification

See justification for Amendment X to Article 3(13a) (new).

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

Amendment 573
Article 20 a (new)

Article 20a
Provisions for registration of phase-in  
substances between 1  and 1000 tonnes

1a. The registrants will prepare a 
prioritisation Information Set (defined in 
Annex VI for all substances manufactured 
or produced in quantities above 10 tons per 
year. The Information Set will be used as 
the basis for prioritisation. The priority will 
depend on whether a substance poses a 
potential high risk.                                         
b. Appropriate available information for 
prioritisation will be produced for low 
volume substances between 1-10 tons 
instead of a full prioritisation Information 
Set. Companies producing substances in 
the lower volume bands can either share 
information within consortia or can prove 
to provide “no risk” based on negligible 
exposure possibilities.   The prioritisation 
Information Set and the appropriate 
available information with the result of the 
prioritisation shall be submitted to the 
Agency.
2.  Within 5 years after entry into force of 
this Regulation, registrants shall submit to 
the Agency the information requirements 
of Annex VI (Information Set) for 
substances manufactured or imported 
between 10 and 1000 tonnes.
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3.  Within 5 years after entry into force of 
this Regulation, registrants shall prioritise 
substances manufactured or imported 
between 1 and 100 tonnes in accordance 
with Annex IVa.
Registrants shall submit to the Agency the 
prioritisation results and any available 
information which is deemed by the 
registrant to be pertinent to the 
prioritisation.
4.  Registrants who do not submit the 
information required under paragraphs 1 
and 2 shall not be able to rely on Article 21.
5. The Agency within one month shall 
update the public list, in accordance with 
article 26.2 (b), indicating the earliest 
required registration times for the 
remaining substances.

Or. en

Justification

Risk, not the annual volume alone, is the suitable criterion for identifying substances of 
potential concern. Therefore, the registration process should include a system for 
prioritisation of substances based on risk.  It is essential to identify the substances of potential 
high risk and to allocate resources properly to address those potential risks.

Applying risk-based prioritisation would ensure that the substances of potential high risk are 
assessed first. It also ensures the generation of data/information on all substances within 5 
years and early registration of these substances of potential higher risk.

The Information Set (defined in Annex VI) will include properties and exposure data defining 
the risk:

- Physico-chemical properties: physical form (particle size), melting point, boiling point, 
relative density, vapour pressure, partition coefficient octanol/water, water solubility, flash 
point.

- Biodegradation
- Acute toxicity (daphnia)
- Acute toxicity – ingestion, dermal, inhalation (one route)
- Skin irritation
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- Eye irritation
- Skin sensitisation (when lack of indication of no concern)
- Genetic toxicity bacterial test (Ames)
- Classification and labelling information
- Generic exposure and use information.

Linked to amendments to articles 9, 21 and annex IVa on prioritisation.

Amendment by Anja Weisgerber, Elisabeth Jeggle and Thomas Ulmer

Amendment 574
Article 20 a (new)

Article 20a
Provisions governing the registration of 

phase-in substances in quantities of 
between 1 and 1000 tonnes

(a) The registrant shall draw up an 
information set (in accordance with Annex 
VI) for all substances manufactured in a 
quantity of at least 1 tonne per year. The 
substances shall be prioritised on the basis 
of this information set. The prioritisation 
shall reflect whether a substance shows a 
high risk potential. Exposures and risks 
may be classified in categories in order to 
simplify the prioritisation process. 

Or. de

Justification

The amendment completes the system of exposure categories provided for in the amendment 
to Article 3(13a). Risk, and not just the quantity in which a substance is manufactured, is the 
decisive criterion for the classification of a substance as potentially hazardous. Accordingly, 
the registration process should incorporate a prioritisation of substances by risk potential, on 
the basis of quantity, intrinsic properties and exposure. The aim must be to identify 
substances with a high risk potential and to allocate resources in such a way that such 
substances can be dealt with first. The information set will contain details of properties and 
exposure data (as regards both people and the environment), so that an appropriate risk 
assessment can be carried out. 
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Amendment by Alessandro Foglietta, Adriana Poli Bortone, Cristiana Muscardini and Sergio 
Berlato

Amendment 575
Article 21

1. Article 19 shall not apply to the following 
substances for a period of 3 years after the 
entry into force of this Regulation:

1. Article 19 shall not apply to the following 
substances for a period of 5 years after the 
entry into force of this Regulation:

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

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

(b) phase-in substances manufactured in the 
Community or imported, in quantities 
reaching 1 000 tonnes or more per year per 
manufacturer or per importer, at least once 
following the entry into force of this 
Regulation.

(b) phase-in substances manufactured in the 
Community or imported, in quantities 
reaching 1 000 tonnes or more per year per 
manufacturer or per importer, at least once 
following the entry into force of this 
Regulation.

2. Article 19 shall not apply for a period of 
6 years after entry into force of this 
Regulation to phase-in substances 
manufactured in the Community or 
imported, in quantities reaching 100 tonnes 
or more per year per manufacturer or per 
importer, at least once following the entry 
into force of this Regulation.

2. Article 19 shall not apply for a period of 
7 years after entry into force of this 
Regulation to:

(a) phase-in substances manufactured in the 
Community or imported, in quantities 
reaching 100 tonnes or more per year per 
manufacturer or per importer, at least once 
following the entry into force of this 
Regulation; and to

(b) phase-in substances that have been 
prioritised in accordance with Article 21a.
2a. Article 19 shall not apply for a period of 
9 years after entry into force of this 
Regulation to phase-in substances 
manufactured in the Community or 
imported, in quantities reaching 10 tonnes 
or more per year per manufacturer or per 
importer, at least once following the entry 
into force of this Regulation.
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3. Article 19 shall not apply for a period of 
11 years after entry into force of this 
Regulation to phase-in substances 
manufactured in the Community or 
imported, in quantities reaching 1 tonne or 
more per year per manufacturer or per 
importer, at least once following the entry 
into force of this Regulation.

3. Article 19 shall not apply for a period of 
11 years after entry into force of this 
Regulation to phase-in substances 
manufactured in the Community or 
imported, in quantities reaching 1 tonne or 
more per year per manufacturer or per 
importer, at least once following the entry 
into force of this Regulation.

Or. it

Amendment by Holger Krahmer

Amendment 576
Article 21

1. Article 19 shall not apply to the following 
substances for a period of 3 years after the 
entry into force of this Regulation:

1. Article 19 shall not apply to the following 
substances for a period of 5 years after the 
entry into force of this Regulation:

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

phase-in-substances manufactured in the 
Community or imported at least once 
following the entry into force of this 
Regulation and classified in risk category 4.

(b) phase-in substances manufactured in the 
Community or imported, in quantities 
reaching 1 000 tonnes or more per year per 
manufacturer or per importer, at least once 
following the entry into force of this 
Regulation.
2. Article 19 shall not apply for a period of 
6 years after entry into force of this 
Regulation to phase-in substances 
manufactured in the Community or 
imported, in quantities reaching 100 tonnes 
or more per year per manufacturer or per 
importer, at least once following the entry 

2.Article 19 shall not apply for a period of 
9 years after entry into force of this 
Regulation to phase-in substances 
manufactured in the Community or 
imported, at least once following the entry 
into force of this Regulation and classified 
in risk category 3.
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into force of this Regulation.
3. Article 19 shall not apply for a period of 
11 years after entry into force of this 
Regulation to phase-in substances 
manufactured in the Community or 
imported, in quantities reaching 1 tonne or 
more per year per manufacturer or per 
importer, at least once following the entry 
into force of this Regulation.

3. Article 19 shall not apply for a period of 
11 years after entry into force of this 
Regulation to phase-in substances 
manufactured in the Community or imported 
at least once following the entry into force of 
this Regulation and classified in risk 
categories 1 or 2.

Or. de

Justification

Switch to the risk-based approach (see amendment to Article 11).

Amendment by Elisabeth Jeggle, Thomas Ulmer and Anja Weisgerber

Amendment 577
Article 21

1. Article 19 shall not apply to the following 
substances for a period of 3 years after the 
entry into force of this Regulation:

1. Article 19 shall not apply for a period of 
3 years after the entry into force of this 
Regulation to phase-in substances classified 
by the Agency at priority level 1 pursuant to 
Article 26b(1).

(a) phase-in substances classified as 
carcinogenic, mutagenic or toxic to 
reproduction, categories 1 and 2, in 
accordance with Directive 67/548/EEC and 
manufactured in the Community or 
imported, in quantities reaching 1 tonne or 
more per year per manufacturer or per 
importer, at least once following the entry 
into force of this Regulation;
(b) phase-in substances manufactured in 
the Community or imported, in quantities 
reaching 1 000 tonnes or more per year per 
manufacturer or per importer, at least once 
following the entry into force of this 
Regulation.
2. Article 19 shall not apply for a period of 
6 years after entry into force of this 

2. Article 19 shall not apply for a period of 
6 years after entry into force of this
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Regulation to phase-in substances 
manufactured in the Community or 
imported, in quantities reaching 100 tonnes 
or more per year per manufacturer or per 
importer, at least once following the entry 
into force of this Regulation.

Regulation to phase-in substances classified 
by the Agency at priority level 2, pursuant 
to Article 26b(1).

3. Article 19 shall not apply for a period of 
11 years after entry into force of this 
Regulation to phase-in substances 
manufactured in the Community or 
imported, in quantities reaching 1 tonne or 
more per year per manufacturer or per 
importer, at least once following the entry 
into force of this Regulation.

3. Article 19 shall not apply for a period of 
11 years after entry into force of this 
Regulation to phase-in substances classified
by the Agency at priority level 3, pursuant 
to Article 26b(1).

3a. The periods laid down in paragraphs 1 
to 3 shall be extended for six months as 
from the date of inclusion in the database 
as specified in Article 26b(6) if the relevant 
information is not available at the latest six 
months before the end of those respective 
periods and responsibility for that non-
availability does not lie with the 
manufacturer or importer.

Or. de

Justification

The timetable for the registration of phase-in substances following pre-registration should be 
determined by a risk-based, rather than purely quantitative, approach. At the same time, 
delays for which manufacturers and importers are not responsible should not work to the 
latter's disadvantage.

Amendment by Johannes Blokland

Amendment 578
Article 21

1. Article 19 shall not apply to the following 
substances for a period of 3 years after the 
entry into force of this Regulation:

1. Article 19 shall not apply to the following 
substances for a period of 4 years after the 
entry into force of this Regulation:

(a) phase-in substances classified as 
carcinogenic, mutagenic or toxic to 

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

reproduction, categories 1 and 2, in 
accordance with Directive 67/548/EEC;

(b) phase-in substances manufactured in the 
Community or imported, in quantities 
reaching 1 000 tonnes or more per year per 
manufacturer or per importer, at least once 
following the entry into force of this 
Regulation. 

b) phase-in substances of very high concern.

2. Article 19 shall not apply for a period of 
6 years after entry into force of this 
Regulation to phase-in substances 
manufactured in the Community or 
imported, in quantities reaching 100 tonnes
or more per year per manufacturer or per 
importer, at least once following the entry 
into force of this Regulation.

2. Article 19 shall not apply for a period of 
6 years after entry into force of this 
Regulation to:

 
(a) phase-in substances of high concern
manufactured in the Community or 
imported, in quantities reaching 1 tonne or 
more per year per manufacturer or per 
importer, at least once following the entry 
into force of this Regulation;

(b) substances of concern and low concern 
manufactured in the Community or 
imported, in quantities reaching 1 000 
tonnes or more per year per manufacturer 
or per importer, at least once following the 
entry into force of this Regulation.
2a. Article 19 shall not apply for a period of 
8 years after the entry into force of this 
Regulation to:
(a) phase-in substances of concern 
manufactured in the Community or 
imported, in quantities reaching 1 tonne or 
more per year per manufacturer or per 
importer, at least once following the entry 
into force of this Regulation;
(b) substances of low concern 
manufactured in the Community or 
imported, in quantities reaching 100 tonnes 
or more per year per manufacturer or per 
importer, at least once following the entry 
into force of this Regulation.

3. Article 19 shall not apply for a period of 
11 years after entry into force of this 

3. Article 19 shall not apply for a period of 
11 years after entry into force of this 
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Regulation to phase-in substances 
manufactured in the Community or 
imported, in quantities reaching 1 tonne or 
more per year per manufacturer or per 
importer, at least once following the entry 
into force of this Regulation.

Regulation to phase-in substances of low 
concern manufactured in the Community or 
imported, in quantities reaching 1 tonne or 
more per year per manufacturer or per 
importer, at least once following the entry 
into force of this Regulation.

Or. 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. Volumes are replaced 
with the combination of volume and degree of concern (Blokland priority package). 

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

Amendment 579
Article 21

Specific provisions for phase-in substances Registration of phase-in substances
1. Article 19 shall not apply for a 
period of 3 years after the entry into force of 
this Regulation:

1. Article 19 shall not apply for a 
period of 5 years after the entry into force of 
this Regulation:

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

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

(b) to phase-in substances manufactured 
in the Community or imported in quantities 
reaching 1000 tonnes or more per year per 
manufacturer or per importer at least once 
following the entry into force of this 
Regulation.

(b) to phase-in substances manufactured 
in the Community or imported to in 
quantities reaching 1000 tonnes or more per 
year per manufacturer or per importer at 
least once following the entry into force of 
this Regulation.

2. Article 19 shall not apply for a 
period of 6 years after entry into force of this 

2.  Article 19 shall not apply for a period of 
7 years after entry into force of this 
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Regulation, to phase-in substances 
manufactured in the Community or imported 
in quantities reaching 100 tonnes or more 
per year per manufacturer or per importer at 
least once following the entry into force of 
this Regulation.

Regulation:
a) to phase-in substances manufactured in 
the Community or imported to in quantities 
reaching 100 tonnes or more per year per 
manufacturer or per importer at least once 
following the entry into force of this 
Regulation;
(b)      to phase-in substances that have 
been prioritised in accordance with Art. 20 
a.
2a.    Article 19 shall not apply for a period 
of  9 years after entry into force of this 
Regulation to phase-in substances 
manufactured in the Community or 
imported to in quantities reaching 10 
tonnes or more per year per manufacturer 
or per importer at least once following the 
entry into force of this Regulation;

3. Article 19 shall not apply for a 
period of 11 years after entry into force of 
this Regulation to phase-in substances 
manufactured in the Community or imported 
in quantities reaching 1 tonne or more per 
year per manufacturer or per importer at 
least once following the entry into force of 
this Regulation.

3. Article 19 shall not apply for a 
period of 11 years after entry into force of 
this Regulation to phase-in substances 
manufactured in the Community or imported 
in quantities reaching 1 tonne or more per 
year per manufacturer or per importer at 
least once following the entry into force of 
this Regulation.

Or. en

Justification

The registration would be carried out on the basis of the potential risk indicated in the 
prioritisation step; time schedule would be initially triggered by volume. All companies, but 
especially SMEs producing substances in smaller volumes will have sufficient time to prepare 
the registration dossiers according to their needs.

Pre-registration

The pre-registration for phase-in substances should be carried out within 18 months after the 
entry into force of REACH (see article 26).

The 5-year period after the entry into force of REACH

Officially classified CMRs (substances that are carcinogenic, mutagenic or toxic for 
reproduction) of categories 1 and 2 and substances manufactured/imported in quantities 
above 1000 tons per year would be registered.
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In the period between 5-7 years after the entry into force of REACH

Substances manufactured/imported in quantities between 1000-100 tons per year and 
substances below 100 tons which indicate a high concern would be registered.

In the period between 7-9 years after the entry into force of REACH

Substances manufactured/imported in quantities between 100-10 tons per year which indicate 
a low concern would be registered.

In the period between 9-11 years after the entry into force of REACH
Substances manufactured/imported in quantities between 1-10 tons per year which indicate a 
low concern would be registered.

As registration is a continuous process, the registrants would be required to revise their 
registrations – including their analysis of risk – when there is a change in the risk pattern.

Linked to amendments to articles 9 and 20a (new)

Amendment by Guido Sacconi

Amendment 580
Article 21, paragraph 1, subparagraph (a)

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

a) phase-in substances classified as 
carcinogenic, mutagenic or toxic to 
reproduction, categories 1 and 2, in 
accordance with Directive 67/548/EEC, 
substances which are persistent, 
bioaccumulative and toxic, substances 
which are very persistent and very 
bioaccumulative, or substances identified 
as having equivalent effects within the 
meaning of Article 54, that are
manufactured in the Community or 
imported, in quantities reaching 1 tonne or 
more per year per manufacturer or per 
importer, at least once following the entry 
into force of this Regulation;

Or. it

Justification

Clarifies Amendment 25 by the rapporteur, by listing the substances to be registered as a 
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priority.

Amendment by Dan Jørgensen, Åsa Westlund, Riitta Myller

Amendment 581
Article 21, paragraph 1, point (a)

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

(a) phase-in substances classified as 
carcinogenic, mutagenic or toxic to 
reproduction, categories 1 and 2, in 
accordance with Directive 67/548/EEC, or 
known to meet the criteria for authorisation 
in Article 54 and manufactured in the 
Community or imported, in quantities 
reaching 1 tonne or more per year per 
manufacturer or per importer, at least once 
following the entry into force of this 
Regulation; 

Or. en

Justification

The first deadline for registration of phase-in substances (3 years) covers only CMR-
substances in Category 1 and 2. It is unacceptable that other substances than CMRs that are 
of very high concern – notably the PBTs and vPvBs subject to authorisation - will have to 
wait up to 11 years to be registered even in cases where the inherent properties are known. 
Therefore, this first registration stage should also cover known PBTs, vPvBs and other 
substances of very high concern as an improvement of the prioritisation system to cover very 
high concern chemicals first. These substances can then be channelled into the authorisation 
scheme as soon as possible.

Amendment by Carl Schlyter, Caroline Lucas, Hiltrud Breyer

Amendment 582
Article 21, paragraph 1, point (a)

(a) phase-in substances classified as 
carcinogenic, mutagenic or toxic to 
reproduction, categories 1 and 2, in 
accordance with Directive 67/548/EEC and 
manufactured in the Community or 
imported, in quantities reaching 1 tonne or 

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

Community or imported, in quantities 
reaching 1 tonne or more per year per 
manufacturer or per importer, at least once 
following the entry into force of this 
Regulation;

Or. en

Justification

The first deadline for registration of phase-in substances as suggested under REACH applies 
to chemicals produced in quantities over 1000 tonnes and CMR substances in categories 1 
and 2. In order to tackle all of the most problematic substances first, substances that are 
persistent and bioaccumulative should be added to this first phase. These properties could 
easily be identified as part of pre-registration. This is also needed to ensure coherence with 
authorisation, which gives priority to PBT and vPvB substances (see Article 55(3)).

Amendment by Robert Sturdy

Amendment 583
Article 21, paragraph 1, point (b)

(b) phase-in substances manufactured in the 
Community or imported, in quantities 
reaching 1000 tonnes or more per year or per 
manufacturer or per importer, at least once 
following entry into force of this Regulation.

(b) phase-in substances manufactured in the 
Community or imported, in quantities 
reaching 1000 tonnes exposure equivalent
or more per year or per manufacturer or per 
importer, at least once following entry into 
force of this Regulation.

Or. en

Justification

Provide consistency with the provisions and requirements as amended in, Article 3, 
Paragraph 29a.

Amendment by Jonas Sjöstedt

Amendment 584
Article 21, paragraph 1, point (b a) (new)
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(b a) phase-in substances that meet criteria 
referred to in Article 54 (d-e) (PBT and 
vPvB substances) or have been identified 
according to Article 54 (f), and 
manufactured in the Community or 
imported, in quantities reaching 1 tonne or 
more per year per manufacturer or per 
importer, at least once following the entry 
into force of this Regulation;

Or. en

Justification

The first registration stage should be complemented to include registration of known 
PBT/vPvB substances. The link to the authorisation system needs to be considered in this 
context. It is unacceptable that other substances than CMRs that are of very high concern-
notably the PBTs and vPvBs potentially subject to authorisation- will have to wait up to 11 
years to be registered even in case where the inherent properties are known.

Amendment by Robert Sturdy

Amendment 585
Article 21, paragraph 2

2. Article 19 shall not apply for a period of 6 
years after entry into force if this Regulation 
to phase-in substances manufactured in the 
Community or imported, in quantities 
reaching 100 tonnes or more per year per 
manufacturer or per importer, at least once 
following the entry into force of this 
Regulation.

2. Article 19 shall not apply for a period of 6 
years after entry into force if this Regulation 
to phase-in substances manufactured in the 
Community or imported, in quantities 
reaching 100 tonnes exposure equivalent or 
more per year per manufacturer or per 
importer, at least once following the entry 
into force of this Regulation.

Or. en

Justification

Provide consistency with the provisions and requirements as amended in Article 3, 
Paragraph 29a.
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Amendment by Robert Sturdy

Amendment 586
Article 21, paragraph 3

3. Article 19 shall not apply for a period of 
11 years after entry into force if this 
Regulation to phase-in substances 
manufactured in the Community or 
imported, in quantities reaching 1 tonne or 
more per year per manufacturer or per 
importer, at least once following the entry 
into force of this Regulation.

3. Article 19 shall not apply for a period of 
11 years after entry into force if this 
Regulation to phase-in substances 
manufactured in the Community or 
imported, in quantities reaching 1 tonne 
exposure equivalent or more per year per 
manufacturer or per importer, at least once 
following the entry into force of this 
Regulation.

Or. en

Justification

Provide consistency with the provisions and requirements as amended in Article 3, 
Paragraph 29a.

Amendment by Chris Davies, Frédérique Ries + Mary Honeyball

Amendment 587
Article 21, paragraph 3 a (new)

3a. For phasing in the system of managing 
substances which fulfils the criteria 
referred to in Article 54 (a-e) or has been 
identified in accordance with Article       54 
(f). Sector specific guidance should be 
introduced as a voluntary tool 3 years after 
entry into force of the regulation.  Article 6 
shall apply 6 years after entry into force of 
the regulation.

Or. en

Justification

To achieve a functional system of managing the use of authorised chemicals in the supply 
chain of articles it is necessary to apply a step-by-step approach. This amendment ensures 
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that the sector specific guidance notes will be phased in voluntarily over a 3-year period 
before Article 6 comes into force.

Amendment by Guido Sacconi

Amendment 588
Article 21 a (new)

Article 21a
Notification of intention not to register a 

substance
1. Manufacturers or importers of a 
substance, either on its own or in a 
preparation, who do not  intend to submit 
an application for registration of the 
substance shall notify the Agency and 
downstream users of their intention.
2. The notification referred to in paragraph 
1 shall be forwarded
(a) 12 months before the deadline laid 
down in Article 21(1) for phase-in 
substances manufactured or imported in 
quantities reaching 1 000 tonnes or more 
per year;
b) 24 months before the deadline laid down 
in Article 21(2) for phase-in substances 
manufactured or imported in quantities 
reaching 100 tonnes or more per year;
c) 36 months before the deadline laid down 
in Article 21(3) for phase-in substances 
manufactured or imported in quantities 
reaching 1 tonne or more per year;
3. Should the manufacturer or importer fail 
to notify the Agency or downstream users 
of his intention not to register the 
substance, he shall be required to submit a 
registration application for the substance.

Or. it
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Justification

Downstream users are concerned that some - and even, perhaps, a large number - substances 
will not be registered for economic reasons, which would have an adverse impact on their 
business. They are unable to make suitable preparations for such an eventuality because they 
would not know about it until the deadline for registration had passed. A provision requiring 
manufacturers and importers to give advance notice would enable them to negotiate with the 
manufacturer or importer. Downstream users might be willing to pay a higher price in order 
to avoid even higher reformulation costs, thus avoiding withdrawal of the substance.

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

Amendment 589
Article 21 a (new)

Article 21a
Provisions for registration of phase-in  

substances between 1  and 1 000 tonnes
1. No later than 5 years after the entry into 
force of this Regulation, registrants shall 
submit to the Agency the information 
required under Annex VI (Information Set) 
for substances manufactured or imported 
between 10 and 1 000 tonnes.
2. No later than 5 years after the entry into 
force of this Regulation, registrants shall 
prioritise substances manufactured or 
imported between 1 and 10 tonnes on the 
basis of available information. Registrants 
shall submit to the Agency the prioritisation 
results and any available information 
which is deemed by the registrant to be 
pertinent to the prioritisation.
3. Registrants who do not submit the 
information required under paragraphs 1 
and 2 shall not be able to rely on Article 21.
4. Within one month of publication the 
Agency shall update the list in accordance 
with Article 26(2)(b), indicating the earliest 
registration times for the remaining 
substances.
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Or. it

Justification

Amendment by Holger Krahmer

Amendment 590
Article 22, paragraph 2

2. If the quantity of a notified substance 
manufactured or imported per 
manufacturer or importer reaches the next 
tonnage threshold under Article 11, the 
additional required information 
corresponding to that tonnage threshold, as 
well as to all the lower tonnage thresholds, 
shall be submitted in accordance with 
Articles 9 and 11, unless it has already 
been submitted in accordance with those 
Articles.

Deleted

Or. de

Justification

Switch to the risk-based approach. See Amendment X to Article 11.

Amendment by Richard Seeber

Amendment 591
Article 22, paragraph 2

2. If the quantity of a notified substance 
manufactured or imported per manufacturer 
or importer reaches the next tonnage 
threshold under Article 11, the additional 
required information corresponding to that 
tonnage threshold, as well as to all the lower 
tonnage thresholds, shall be submitted in 

2. If the quantity of a notified substance 
manufactured or imported per manufacturer 
or importer reaches the next tonnage 
threshold under Article 11, and at the latest 
seven years following the entry into force of 
this Regulation, the additional required 
information corresponding to that tonnage 
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accordance with Articles 9 and 11, unless it 
has already been submitted in accordance 
with those Articles.

threshold, as well as to all the lower tonnage 
thresholds, shall be submitted in accordance 
with Articles 9 and 11, unless it has already 
been submitted in accordance with those 
Articles.

Or. de

Justification

The data requirements under the existing new substance system are often more stringent than 
under REACH. However, REACH will also introduce some new parameters, such as PBT, 
vPvB and endocrinal properties. Accordingly, the provision of data concerning these new 
properties should be made mandatory for non-phase-in substances once an appropriate 
period has elapsed following the entry into force of REACH, rather than only once the next 
tonnage threshold has been exceeded.

Amendment by Johannes Blokland

Amendment 592
Article 22, paragraph 2

2. If the quantity of a notified substance 
manufactured or imported per manufacturer 
or importer reaches the next tonnage 
threshold under Article 11, the additional 
required information corresponding to that 
tonnage threshold, as well as to all the lower 
tonnage thresholds, shall be submitted in 
accordance with Articles 9 and 11, unless it 
has already been submitted in accordance 
with those Articles.

2. If the quantity of a notified substance 
manufactured or imported per manufacturer 
or importer reaches the next tonnage 
threshold under Article 11, or the degree of 
concern changes due to new data, the 
additional required information 
corresponding to that tonnage threshold, as 
well as to all the lower tonnage thresholds, 
shall be submitted in accordance with 
Articles 9 and 11, unless it has already been 
submitted in accordance with those Articles.

Or. nl

Justification

Both if the next tonnage threshold is reached and if the degree of concern changes on account 
of new data, the manufacturer or importer must submit the additional information (Blokland 
priority package).
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Amendment by Ria Oomen-Ruijten, Thomas Ulmer, Miroslav Mikolášik, Péter Olajos, María 
del Pilar Ayuso González, Cristina Gutiérrez-Cortines, Renate Sommer, Erna Hennicot-

Schoepges

Amendment 593
Article 22 a (new)

Article 22a
Existing substances

An assessment conducted under Regulation 
(EEC) 793/93 or other equivalent 
internationally recognised scheme prior to 
the entry into force of this Regulation, shall 
be considered as a registration for the 
purposes of this Title and the Agency shall 
assign a registration number within one 
year of entry into force of this Regulation.

Or. en

Justification

Substances that have been already reviewed under the present Existing Substances 
Regulation should not be required to be registered as they have already undergone robust 
assessment under the present legislation. Re-Registration will slow down the work of the 
agency by overburdening the system with substances already assessed. Furthermore, the 
substances assessed under the OECD existing chemicals scheme are also to be exempted from 
registration.


