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Council common position Amendments by Parliament

Amendment by Chris Davies, Lena Ek + Urszula Krupa + Guido Sacconi

Amendment 208
ARTICLE 54

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

The aim of this Title is to ensure that 
substances of very high concern are 
replaced by safer alternative substances or 
technologies, where available. Where no 
such alternatives are available, and where 
the benefits to society outweigh the risks 
connected with the use of such substances, 
the aim of this Title is to ensure that the use 
of substances of very high concern is 
properly controlled and that alternatives 
are encouraged. Its provisions are 
underpinned by the precautionary 
principle.

Or. en
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(Amendment 214 - first reading)

Justification

The aim of authorisation is to ensure the protection of human health and the environment. 
(Davies & Ek)

The aim of authorisation is to ensure the protection of human health and the environment. EP 
amendment 214 is re-tabled. (Krupa)

The emphasis on the internal market needs to be deleted. REACH already contains a free 
movement clause (art. 128) and is based on the Treaty’s legal base for the internal market. 
This specific title is about allowing chemicals that are known to be harmful to be used under 
specific conditions. The precautionary principle is mentioned in the general provisions of 
REACH but it is especially important to include this principle in the provisions on 
authorisation. (Sacconi)

Amendment by Chris Davies, Lena Ek

Amendment 209
ARTICLE 55, PARAGRAPH 4

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

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

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

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

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

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

(c) use as motor fuels covered by Directive 
98/70/EC of the European Parliament and 
of the Council of 13 October 1998 relating 
to the quality of petrol and diesel fuels;
(d) uses as fuel in mobile or fixed 
combustion plants of mineral oil products 
and use as fuels in closed systems.

Or. en

Justification

Exemptions need to be kept to a minimum to prevent market distortions between different 
materials and to enable the identification of chemicals of very high concern and their safer 
alternatives.
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Amendment by Johannes Blokland, Anne Laperrouze, Françoise Grossetête

Amendment 210
ARTICLE 55, PARAGRAPH 4, POINT (D A) (new)

(da) uses of ores and concentrates, as 
naturally occurring raw materials, not 
otherwise on sale to the general public, into 
processing installations that fall within the 
scope of Directive 96/61/EC.

Or. en

Justification

Most contain small amounts of natural CMR substances and are therefore liable to 
Authorisation. Used only as raw materials into plants submitted to permits allocated by 
reference to the Best Available Techniques (Dir. 96/61/CE) as well as legislation on workers 
and environment protection; products and waste streams remain under REACH and waste 
legislation. Resulting risks are properly controlled: under article 57(2), exemptions will be 
granted. Due to the variability in composition, this amendment avoids thousands of useless 
files (system overload) and safeguards workability.

Amendment by Holger Krahmer, Anne Laperrouze, Georgs Andrejevs, Mojca Drčar Murko, 
Marios Matsakis, Vittorio Prodi

Amendment 211
ARTICLE 55, PARAGRAPH 4, POINT (D B) (new)

(db) use as substances in batteries and 
accumulators within the scope of Directive 
[2006/xx/EC]

Or. en

Justification

The newly adopted directive on batteries and accumulators provides notably for strict 
substance restrictions in design and manufacture, assigns responsibility to producers for 
collecting, recycling waste. Moreover, substances used in batteries that could be of potential 
concern for the environment or human health have already been subject to risk assessments 
and thus undergone thorough and strict tests as foreseen in REACH.

To avoid double legislation and administrative burden, substances used in batteries under the 
battery directive should be exempted from Authorisation.
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Amendment by Guido Sacconi

Amendment 212
ARTICLE 55, PARAGRAPH 5

5. In the case of substances that are subject 
to authorisation only because they meet the 
criteria in Article 56(a), (b) or (c) or 
because they are identified in accordance 
with Article 56(f) only because of hazards 
to human health, paragraphs 1 and 2 of 
this Article shall not apply to the following 
uses:

deleted

(a) uses in cosmetic products within the 
scope of Directive 76/768/EEC;
(b) uses in food contact materials within 
the scope of Regulation (EC) No 
1935/2004.

Or. en

(Amendment 471/rev. partially - first reading)

Justification

No restrictions should apply to the scope of authorisation.

Amendment by Guido Sacconi + Urszula Krupa + Chris Davies, Lena Ek

Amendment 213
ARTICLE 55 A (new)

 Article 55a
List of substances subject to authorisation
Substances that are known to fulfil the 
criteria of Article 56 shall be listed in 
Annex XIVa pending the procedure for 
authorisation. Once the authorisation 
procedure has been initiated, the 
substances shall be listed in Annex XIVb, 
in accordance with the procedure laid down 
in Article 57(1).

Or. en
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(Amendment 215 - first reading)

Justification

In order to increase transparency, stimulate voluntary measures by downstream users and 
innovation towards safer alternatives, all substances that meet the criteria of very high
concern should be added immediately to a candidate list for authorisation (=Annex XIVa). 

Subsequently, following the priority setting by the agency, substances will be moved to Annex 
XIVb, in which sunset dates and deadlines for applications for authorisation would be set. 
(Sacconi)

In order to help SMEs in their mid to long-term investment planning, reduce bureaucracy, 
stimulate innovation towards safer alternatives and voluntary measures and increase 
transparency, all substances that meet the criteria of very high concern should be added 
immediately to a candidate list for authorisation (Annex XIV (a)). This is a much clearer and 
straightforward procedure than what the Council has proposed. EP amendments 215, 216 
(relevant part), 219, 223, 227, 228, 229 and 230 are  re-tabled as part of the candidate list 
package. (Krupa + Davies)

Amendment by Guido Sacconi + Urszula Krupa + Chris Davies, Lena Ek

Amendment 214
ARTICLE 56, TITLE AND INTRODUCTORY PART

Substances to be included in Annex XIV Substances to be included in Annex XIVa
The following substances may be included 
in Annex XIV in accordance with the 
procedure laid down in Article 57:

Without prejudice to existing or future 
restrictions the following substances shall 
be included in Annex XIVa in accordance 
with the procedure laid down in Article 58:

Or. en

(Amendment 216 - first reading)

Justification

Partially linked to the amendments on Article 55a new.

Given the introduction of a candidate list, the procedure for inclusion on the lists needs to be 
modified. (Sacconi)

Linked to amendment to Article 55a (new).

If new scientific information emerges showing the need for wider measures to further restrict 
a substance from the market, then the restrictions process should be available to the 
authorities. The relevant part of EP amendment 216 is re-tabled. (Krupa + Davies)
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Amendment by Guido Sacconi + Anders Wijkman, Frieda Brepoels, Erna Hennicot-
Schoepges, Péter Olajos, Avril Doyle + Chris Davies, Lena Ek

Amendment 215
ARTICLE 56, POINT (F)

(f) substances - such as those having 
endocrine disrupting properties or those 
having persistent, bioaccumulative and toxic 
properties or very persistent and very 
bioaccumulative properties, which do not 
fulfil the criteria of points (d) or (e) - for 
which there is scientific evidence of 
probable serious effects to human health or 
the environment which give rise to an 
equivalent level of concern to those of other 
substances listed in points (a) to (e) and 
which are identified on a case-by-case basis 
in accordance with the procedure set out in 
Article 58.

(f) substances - such as those having 
endocrine disrupting properties or those 
having persistent, bioaccumulative and toxic 
properties or very persistent and very 
bioaccumulative properties, which do not 
fulfil the criteria of points (d) or (e) - which 
are identified as giving rise to a similar level 
of concern as substances listed in points (a) 
to (e) on a case-by-case basis in accordance 
with the procedure set out in Article 58.

Or. en

(Amendment 217 - first reading)

Justification

This amendment lowers the level of concern required for a substance before it is allowed to 
be added to Annex XIVa. A more flexible wording is preferable. (Sacconi)

The precautionary principle gives at hand that we cannot wait until we have full scientific 
evidence that a substance is going to have a negative impact on hormones for example, 
therefore the proposed wording will allow us to find more substances which are likely to give 
similar level of concern. (Wijkman & others)

The Council text would result in a significant increase in animal testing. This amendment
allows for a handful of dangerous substances, mainly hormone disrupting chemicals which 
interfere with the normal functioning of the hormone system of both people and wildlife and 
result in a wide range of adverse effects including reproductive, developmental and 
behavioural problems, and those like PFOS, PFOA and DecaBDE to be brought under 
authorisation. EP amendment 217 is re-tabled. (Davies)
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Amendment by María Sornosa Martínez

Amendment 216
ARTICLE 56, POINT (F)

(f) substances - such as those having 
endocrine disrupting properties or those 
having persistent, bioaccumulative and toxic 
properties or very persistent and very 
bioaccumulative properties, which do not 
fulfil the criteria of points (d) or (e) - for 
which there is scientific evidence of 
probable serious effects to human health or 
the environment which give rise to an 
equivalent level of concern to those of other 
substances listed in points (a) to (e) and 
which are identified on a case-by-case basis 
in accordance with the procedure set out in 
Article 58.

(f) substances - such as those having 
endocrine disrupting properties or those 
having persistent, bioaccumulative and toxic 
properties or very persistent and very 
bioaccumulative properties, which do not 
fulfil the criteria of points (d) or (e) - for 
which there is scientific evidence of 
probable serious effects to human health or 
the environment which give rise to an 
equivalent level of concern to those of other 
substances listed in points (a) to (e) and 
which are identified on a case-by-case basis 
in accordance with the procedure set out in 
Article 58.

For this type of substances the Commission 
shall, when Reach enters into force, draw 
up a guide determining the criteria for 
establishing these substances which give 
rise to an equivalent level of concern to 
those of other substances listed in points (a) 
to (e).

Or. es

Justification

To ensure that substances which meet some but not all of the criteria for PBT substances can 
be classified in Reach as chemical substances of equivalent concern, a question which the 
current wording leaves unclear.

Amendment by Carl Schlyter, Caroline Lucas, Hiltrud Breyer

Amendment 217
ARTICLE 56, POINT (F A) (new)

(fa) nanoparticles.

Or. en

(New amendment - Rule 62(2)(d) to take account of the modified Opinion of SCENIHR of 10 
March 2006, and of the Review "Toxic Potential of Materials as the Nanolevel" published in 



PE 378.597v01-00 8/99 AM\630161EN.doc

EN

Science on 3 February 2006))

Justification

According to "Science", the very small size of nanomaterials can modify the physico-chemical 
properties and create the opportunity for increased uptake and interaction with biological 
tissues. This combination can generate adverse biological effects in living cells that would not 
otherwise be possible with the same material in larger form. According to SCENIHR, 
information about the biological fate of nanoparticles (e.g. distribution, accumulation, 
metabolism and organ specific toxicity) is still minimal. Nanoparticles should therefore fall 
under authorisation.

Amendment by Ria Oomen-Ruijten

Amendment 218
ARTICLE 56, POINT (F A) (new)

(fa) Substances which are ingredients 
added to tobacco products within the 
meaning of Article 2(1) and 2(5) of 
Directive 2001/37 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

Corresponds to Amendment 218 adopted in First Reading.

Amendment by Guido Sacconi

Amendment 219
ARTICLE 57, TITLE AND PARAGRAPH 1, INTRODUCTORY PART

Inclusion of substances in Annex XIV
1. Whenever a decision is taken to include in 
Annex XIV substances referred to in 
Article 56, such a decision shall be taken in 
accordance with the procedure referred to in 
Article 132(3). It shall specify for each 
substance:

Inclusion of substances in Annex XIV(b)
1. Whenever a decision is taken to include in 
Annex XIV(b) substances referred to in 
Article 56, such a decision shall be taken in 
accordance with the procedure referred to in 
Article 132(3a). It shall specify for each 
substance:
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Or. en

(Amendment 219 - first reading)

Justification

Following the creation of the list of substances applying for authorisation, Annex XIV 
becomes Annex XIVb.

Amendment by Urszula Krupa + Chris Davies, Lena Ek

Amendment 220
ARTICLE 57, TITLE AND PARAGRAPH 1, INTRODUCTORY PART

Inclusion of substances in Annex XIV
1. Whenever a decision is taken to include in 
Annex XIV substances referred to in Article 
56, such a decision shall be taken in 
accordance with the procedure referred to in 
Article 132(3). It shall specify for each 
substance:

Inclusion of substances in Annex XIV(b)
1. Whenever a decision is taken to include in 
Annex XIV(b) substances referred to in 
Article 56, such a decision shall be taken in 
accordance with the procedure referred to in 
Article 132(3). It shall specify for each 
substance:

Or. en

Justification

Linked to the amendment to Article 55a (new).

Amendment by Guido Sacconi

Amendment 221
ARTICLE 57, PARAGRAPH 1, POINT (B A) (new)

 (ba) any restrictions, in accordance with 
Article 67;

Or. en

(Amendment 220 - first reading)

Justification

It is important that any restrictions for manufacture, use and/or placing on the market should 
be stated in the decision to include such substances in Annex XIVb.



PE 378.597v01-00 10/99 AM\630161EN.doc

EN

Amendment by Guido Sacconi + Chris Davies

Amendment 222
ARTICLE 57, PARAGRAPH 1, POINT (D)

(d) review periods for certain uses, if 
appropriate;

(d) review periods, which must not exceed 5 
years, for all uses;

Or. en

(Amendment 221 - first reading)

Justification

All authorisations must have time limits on them, up to a maximum of 5 years, depending on 
the development of safer alternatives or technologies. In the absence of regular review 
periods the incentive for innovation and the development of safer methods will be lost. 
(Sacconi)

It is reasonable that all authorisations are issued on a temporary basis, because periodic 
review will allow (and encourage) adaptation to technical progress (e.g. consideration of new 
information on hazards, exposure, socio-economic benefits and availability of alternatives). 
Without regular review periods, the incentive for the innovation of safer alternatives will be 
lost. EP amendment 221 is re-tabled. (Davies)

Amendment by Guido Sacconi

Amendment 223
ARTICLE 57, PARAGRAPH 2

2. Uses or categories of uses may be 
exempted from the authorisation 
requirement provided that, on the basis of
the existing specific Community legislation 
imposing minimum requirements relating to 
the protection of human health or the 
environment for the use of the substance, the 
risk is properly controlled. In the 
establishment of such exemptions, account 
shall be taken, in particular, of the 
proportionality of risk to human health and 
the environment related to the nature of the 
substance, such as where the risk is 
modified by the physical form.

2. Uses or categories of uses may be 
exempted from the authorisation 
requirement. In the establishment of such 
exemptions, account shall be taken, in 
particular, of the following:
(a) existing specific Community legislation 
imposing minimum requirements relating to 
the protection of human health or the 
environment for the use of the substance, 
such as binding occupational exposure 
limits, emission limits and so forth, 
provided that the risk is properly 
controlled;
(b) existing legal obligations to take 
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appropriate technical and management 
measures to ensure compliance with any 
relevant health, safety and environmental 
standards in relation to the use of the 
substance.
Exemptions may be subject to conditions.

Or. en

Justification

Reinstates the initial Commission proposal.

Amendment by Chris Davies + Philippe Busquin, Vittorio Prodi

Amendment 224
ARTICLE 57, PARAGRAPH 2

2. Uses or categories of uses may be 
exempted from the authorisation 
requirement provided that, on the basis of 
the existing specific Community legislation 
imposing minimum requirements relating to 
the protection of human health, or the 
environment for the use of the substance, the 
risk is properly controlled. In the 
establishment of such exemptions, account 
shall be taken, in particular, of the 
proportionality of risk to human health, and 
the environment related to the nature of the 
substance, such as where the risk is modified 
by the physical form.

2. Uses or categories of uses may be 
exempted from the authorisation 
requirement provided that, on the basis of 
the existing specific Community legislation 
imposing minimum requirements relating to 
the protection of human health, public safety
or the environment for the use of the 
substance, the risk is properly controlled. In 
the establishment of such exemptions, 
account shall be taken, in particular, of the 
proportionality of risk to human health, 
public safety and the environment related to 
the nature of the substance, such as where 
the risk is modified by the physical form.

Or. en

Justification

The implementation of REACH should not prevent the aeronautic sector complying with civil 
aviation safety and certification requirements and standards set out at international (ICAO) 
or Community level (EASA). It may be necessary to exempt some substances from 
authorisation for the reason that their physicochemical properties are essential to allow 
compliance with international and Community safety and certification requirements and 
standards, in particular with the requirements for airworthiness and safety of passengers in 
civil aviation laid down by the Regulation (EC) No 1592/2002.
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Amendment by Ria Oomen-Ruijten

Amendment 225
ARTICLE 57, PARAGRAPH 2 A (new)

2a. Such exemptions shall not be granted to 
uses or categories of uses for substances 
referred to in Article 56 which are 
ingredients added to tobacco products 
within the meaning of Article 2(1) and 2(5) 
of Directive 2001/37 on the approximation 
of the laws, regulations and administrative 
provisions of the Member States 
concerning the manufacture, presentation 
and sale of tobacco products, 
notwithstanding Article 12 of that 
Directive.

Or. en

Justification

Corresponds to Amendment 222 adopted in First Reading, with adaptation to the change of 
Article Numbers in the Common Position in comparison to the original text issued by the 
European Commission.

Amendment by Guido Sacconi

Amendment 226
ARTICLE 57, PARAGRAPH 3, INTRODUCTORY PART

3. Prior to a decision to include substances 
in Annex XIV, the Agency shall, taking into 
account the opinion of the Member State 
Committee, recommend priority substances 
to be included specifying for each substance 
the items set out in paragraph 1. Priority 
shall normally be given to substances with:

3. The Agency shall recommend that 
priority substances be transferred from 
Annex XIV(a) to Annex XIV(b), specifying 
for each substance the items set out in 
paragraph 1. Priority shall normally be given 
to substances with:

Or. en

(Amendment 223 - first reading)

Justification

Following the creation of the list of substances applying for authorisation, Annex XIV 
becomes Annex XIVb.



AM\630161EN.doc 13/99 PE 378.597v01-00

EN

Amendment by Chris Davies, Lena Ek + Urszula Krupa

Amendment 227
ARTICLE 57, PARAGRAPH 3, INTRODUCTORY PART

3. Prior to a decision to include substances 
in Annex XIV, the Agency shall, taking into 
account the opinion of the Member State 
Committee, recommend priority substances 
to be included specifying for each substance 
the items set out in paragraph 1. Priority 
shall normally be given to substances with:

3. Prior to a decision to transfer substances 
from Annex XIV(a) to Annex XIV(b), the 
Agency shall, taking into account the 
opinion of the Member State Committee, 
recommend priority substances to be 
included specifying for each substance the 
items set out in paragraph 1. Priority shall 
normally be given to substances with:

Or. en

Justification

Linked to the amendment to Article 55a (new).

Amendment by Carl Schlyter, Caroline Lucas, Hiltrud Breyer

Amendment 228
ARTICLE 57, PARAGRAPH 3, POINT (B A) (new)

(ba) in the form of nanoparticles; or

Or. en

(New amendment - Rule 62(2)(d) to take account of the modified Opinion of SCENIHR of 10 
March 2006)

Justification

According to SCENIHR, a wide variety of nanoscale materials and functional nanoscale 
surfaces are in use in consumer products, including cosmetics and sunscreens, fibres and 
textiles, dyes, fillers, paints, emulsions and colloids. Given the combination of a) very 
worrying adverse effects by nanoparticles, b) their widespread use in consumer products and 
c) the minimal knowledge about the biological fate of nanoparticles, they should be 
prioritised within the authorisation system of REACH.
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Amendment by Ria Oomen-Ruijten

Amendment 229
ARTICLE 57, PARAGRAPH 3, POINT (C)

(c) high volumes. (c) high volumes; or

Or. en

Justification

Corresponds to Amendment 224 adopted in First Reading.

Amendment by Ria Oomen-Ruijten

Amendment 230
ARTICLE 57, PARAGRAPH 3, POINT (C A) (new)

 (ca) substances which are ingredients 
added to tobacco products within the 
meaning of Article 2(1) and 2(5) of 
Directive 2001/37 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

Corresponds to Amendment 225 adopted in First Reading.

Amendment by Guido Sacconi

Amendment 231
ARTICLE 57, PARAGRAPH 4, SUBPARAGRAPH 1

4. Before the Agency sends its 
recommendation to the Commission it shall 
make it publicly available on its website, 
clearly indicating the date of publication, 
taking into account Articles 117 and 118 on 
access to information. The Agency shall 
invite all interested parties to submit 

4. Before the Agency sends its 
recommendation to the Commission it shall 
make it publicly available on its website, 
clearly indicating the date of publication. 
The Agency shall invite all interested parties 
to submit comments within three months of 
the date of publication, in particular on the 
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comments within three months of the date of 
publication, in particular on uses which 
should be exempt from the authorisation 
requirement.

following:
(a) fulfilment of the criteria in Article 
56(d), (e) and (f);
(b) uses which should be exempt from the 
authorisation requirement.

Or. en

Justification

Reinstates the initial Commission proposal.

Amendment by Erna Hennicot-Schoepges, Anders Wijkman + Chris Davies, Lena Ek + 
Urszula Krupa + Guido Sacconi

Amendment 232
ARTICLE 57, PARAGRAPH 5

5. Subject to paragraph 6, after inclusion of a 
substance in Annex XIV, this substance 
shall not be subjected to new restrictions 
under the procedure outlined in Title VIII 
covering the risks to human health or the 
environment from the use of the substance 
on its own, in a preparation or incorporation 
of a substance in an article arising from the 
intrinsic properties specified in Annex XIV.

5. Subject to paragraph 6, after inclusion of a 
substance in Annex XIV, this substance 
shall not be subjected to new restrictions 
under the procedure outlined in Title VIII 
covering the risks to human health or the 
environment from the use of the substance 
on its own, in a preparation or incorporation 
of a substance in an article arising from the 
intrinsic properties specified in Annex XIV, 
except where scientific information is 
presented to the Agency that demonstrates 
the need for urgent measures to further 
restrict the substance.

Or. en

Justification

If new scientific information emerges showing the need for wider measures to further restrict 
a substance from the market, then the restrictions process should be available to the 
authorities. EP amendment 226 is re-tabled. (Hennicot & Wijkman + Davies + Krupa)

A mechanism is needed to control those uses of listed substances which have been exempted 
from authorisation - the Commission text would remove any possibility of control by ‘other’ 
restrictions. Amendment 226 - first reading. (Sacconi)
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Amendment by Guido Sacconi

Amendment 233
ARTICLE 57, PARAGRAPH 8

8. Substances which as a result of new 
information no longer meet the criteria of 
Article 56 shall be removed from Annex 
XIV in accordance with the procedure 
referred to in Article 132(3).

8. Substances which as a result of new 
information no longer meet the criteria of 
Article 56 shall be removed from Annex 
XIV in accordance with the procedure 
referred to in Article 132(3a).

Or. en

Justification

The amendment is needed to align the text to the provisions of the new "commitology" 
Decision, and in particular to replace the ordinary "regulatory committee" procedure with 
the "regulatory committee with scrutiny", since the measures concerned are measures of 
general scope designed to amend non-essential elements of the draft legislation.

Amendment by Guido Sacconi

Amendment 234
ARTICLE 58, TITLE

Identification of substances referred to in 
Article 56

Identification and inclusion in Annex 
XIV(a) of substances referred to in Article
56

Or. en

(Amendments 227 - first reading)

Justification

Linked to the amendment of Article 56. 
In order to increase transparency, stimulate voluntary measures by downstream users and 
innovation towards safer alternatives, all substances that meet the criteria of very high 
concern should be added immediately to a candidate list for authorisation (=Annex XIV(a)). 
Those that are known already to meet the criteria shall be included directly. For those that 
are yet to be identified, a procedure for adding them needs to be introduced.

Amendment by Guido Sacconi

Amendment 235
ARTICLE 58, PARAGRAPH -1
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-1. Substances referred to in Article 56 (a), 
(b) and (c) shall be included in Annex 
XIV(a).

Or. en

(Amendments 228 - first reading)

Justification

C/m/r substances should be immediately included in the candidate list for authorisation.

Amendment by Guido Sacconi

Amendment 236
ARTICLE 58, PARAGRAPH 1

1. The procedure set out in paragraphs 2 to 
10 of this Article shall apply for the purpose 
of identifying substances meeting the 
criteria referred to in Article 56 and 
establishing a candidate list for eventual 
inclusion in Annex XIV. The Agency shall 
indicate, within this list, the substances that 
are on its work programme according to 
Article 82(3)(e).

1. To identify substances referred to in 
Article 56(d), (e) and (f) the procedure set 
out in paragraphs 2 to 10 of this Article shall 
apply prior to any recommendations under 
Article 57(3).

Or. en

Justification

Reinstates the initial Commission proposal.

Amendment by Chris Davies, Lena Ek + Urszula Krupa

Amendment 237
ARTICLE 58, TITLE AND PARAGRAPH 1

Identification of substances referred to in 
Article 56

Identification and inclusion in Annex 
XIV(a) of substances referred to in Article

56
1. The procedure set out in paragraphs 2 to 
10 of this Article shall apply for the purpose 

1. The procedure set out in paragraphs 2 to 
10 of this Article shall apply for the purpose 
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of identifying substances meeting the criteria 
referred to in Article 56 and establishing a 
candidate list for eventual inclusion in 
Annex XIV. The Agency shall indicate, 
within this list, the substances that are on its 
work programme according to Article 
82(3)(e).

of identifying substances meeting the criteria 
referred to in Article 56 and establishing a
candidate list (Annex XIV(a)) for eventual 
inclusion in Annex XIV(b). The Agency 
shall indicate, within this list, the substances 
that are on its work programme according to 
Article 82(3)(e).

1a. Substances referred to in Article 56 (a), 
(b) and (c) shall be included in Annex 
XIV(a).

Or. en

Justification

The identification of substances of high concern should be done by qualified majority. It is not 
appropriate for each of the 25 Member States to have a veto on identifying such substances. 
This amendment also provides a clear timeline procedure for inclusion of very high concern 
chemicals in Annex XIIIa and therefore increases industry’s legal certainty. Linked to 
amendment Article 53a (new).

Amendment by Guido Sacconi

Amendment 238
ARTICLE 58, PARAGRAPHS 8 AND 9

8. If, within 30 days of the referral, the 
Member State Committee reaches a 
unanimous agreement on the identification, 
the Agency shall include the substance in 
the list referred to in paragraph 1. The 
Agency may include that substance in its 
recommendations under Article 57(3). 

8. If, within 30 days of the referral, the 
Member State Committee reaches a 
qualified majority agreement that the 
substance satisfies the criteria for 
authorisation and should be included in 
Annex XIV(b), the Agency shall, within 15 
working days, recommend to the 
Commission that the substance be included 
in Annex XIV(b), as provided for in 
Article 57(3). 

9. If the Member State Committee fails to 
reach a unanimous agreement, the 
Commission shall prepare a draft proposal 
on the identification of the substance 
within three months of receipt of the 
opinion of the Member State Committee. A 
final decision on the identification of the 
substance shall be taken in accordance 
with the procedure referred to in Article 

9. If the Member State Committee fails to 
reach a qualified majority agreement, it 
shall adopt an opinion within 30 days of the 
referral. The Agency shall transmit that
opinion to the Commission within 15 
working days, including information on 
any minority view within the Committee, in 
order for the Commission to take a 
decision.
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132(3).

Or. en

(Amendment 229 - first reading)

Justification

In the event of the Committee not reaching an agreement the final decision will rest with the 
Commission.

Amendment by Chris Davies + Urszula Krupa

Amendment 239
ARTICLE 58, PARAGRAPHS 8 AND 9

8. If, within 30 days of the referral, the 
Member State Committee reaches a 
unanimous agreement on the 
identification, the Agency shall include the 
substance in the list referred to in paragraph 
1. The Agency may include that substance in 
its recommendations under Article 57(3). 

8. If, within 30 days of the referral, the 
Member State Committee reaches a 
qualified majority agreement that the 
substance satisfies the criteria for 
authorisation and should be included in 
Annex XIV(a), the Agency shall include the 
substance in the list referred to in paragraph 
1. The Agency may include that substance in 
its recommendations under Article 57(3).

8a. Substances that are newly classified as 
fulfilling the criteria of Article 56 (a), (b) 
and (c) and substances identified as 
fulfilling the criteria of Article 56 (d), (e) 
and (f) shall be included in Annex XIV(a) 
within three months.

9. If the Member State Committee fails to 
reach a unanimous agreement, the 
Commission shall prepare a draft proposal 
on the identification of the substance within 
three months of receipt of the opinion of the 
Member State Committee. A final decision 
on the identification of the substance shall 
be taken in accordance with the procedure 
referred to in Article 132(3).

9. If the Member States Committee fails to 
reach a qualified majority agreement, the 
Commission shall prepare a draft proposal 
on the identification of the substance within 
3 months of receipt of the opinion of the 
Member State Committee. A final decision 
on the identification of the substance shall 
be taken in accordance with the procedure 
referred to in Article 132(3).

Or. en

Justification

The identification of substances of high concern should be done by qualified majority. It is not 
appropriate for each of the 25 Member States to have a veto on identifying such substances. 
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This amendment also provides a clear timeline procedure for inclusion of very high concern 
chemicals in Annex XIIIa and therefore increases industry’s legal certainty. Linked to 
amendment Article 53 A (new).

Amendment by Guido Sacconi

Amendment 240
ARTICLE 58, PARAGRAPH 9

9. If the Member State Committee fails to 
reach a unanimous agreement, the 
Commission shall prepare a draft proposal 
on the identification of the substance within 
three months of receipt of the opinion of the 
Member State Committee. A final decision 
on the identification of the substance shall 
be taken in accordance with the procedure 
referred to in Article 132(3).

9. If the Member State Committee fails to 
reach a unanimous agreement, the 
Commission shall prepare a draft proposal 
on the identification of the substance within 
three months of receipt of the opinion of the 
Member State Committee. A final decision 
on the identification of the substance shall 
be taken in accordance with the procedure 
referred to in Article 132(3a).

Or. en

Justification

The amendment is needed to align the text to the provisions of the new "commitology" 
Decision, and in particular to replace the ordinary "regulatory committee" procedure with 
the "regulatory committee with scrutiny", since the measures concerned are measures of 
general scope designed to amend non-essential elements of the draft legislation.

Amendment by Guido Sacconi

Amendment 241
ARTICLE 58, PARAGRAPH 9 A (new)

9a. Substances that are newly classified as 
fulfilling the criteria of Article 56 (a), (b) 
and (c) and substances identified as 
fulfilling the criteria of Article 56 (d), (e) 
and (f) shall be included in Annex XIV(a) 
within three months.

Or. en

(Amendment 230 - first reading)

Justification

Provides a procedure for inclusion in Annex XIVa.
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Amendment by Guido Sacconi

Amendment 242
ARTICLE 59, PARAGRAPH 2

2. Without prejudice to paragraph 3, an 
authorisation shall be granted if the risk to 
human health or the environment from the 
use of a substance arising from the 
intrinsic properties specified in Annex XIV 
is adequately controlled in accordance with 
section 6.4 of Annex I and as documented 
in the applicant’s chemical safety report. 
The Commission shall take into account all 
discharges, emissions and losses known at 
the time of decision. 

2. An authorisation shall be granted only if:

The Commission shall not consider the 
risks to human health arising from the use 
of a substance in a medical device 
regulated by Council Directive 90/385/EEC 
of 20 June 1990 on the approximation of 
the laws of the Member States relating to 
active implantable medical devices, Council 
Directive 93/42/EEC of 14 June 1993 
concerning medical devices or 
Directive 98/79/EC of the European 
Parliament and of the Council of 
27 October 1998 on in vitro diagnostic 
medical devices.

(a) suitable alternative substances or 
technologies do not exist, and measures are 
in place to minimise exposure, and 
(b) it is demonstrated that the social and 
economic advantages outweigh the risks to 
human health or the environment which 
arise from the use of the substance, and
(c) the risk to human health or the 
environment from the use of a substance 
arising from the intrinsic properties 
specified in Annex XIV(a) is adequately 
controlled in accordance with Annex I, 
section 6, and as documented in the 
applicant’s chemical safety report. 
The Commission shall take into account all 
discharges, emissions and losses known at 
the time of decision.
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Or. en

(Amendment 232 revised - first reading)

Justification

Linked to the amendment to Article 54.

Amendment by Anders Wijkman, Frieda Brepoels, Erna Hennicot-Schoepges, Péter Olajos, 
Avril Doyle + Chris Davies, Lena Ek + Urszula Krupa

Amendment 243
ARTICLE 59, PARAGRAPH 2

2. Without prejudice to paragraph 3, an 
authorisation shall be granted if the risk to 
human health or the environment from the 
use of a substance arising from the 
intrinsic properties specified in Annex XIV 
is adequately controlled in accordance with 
section 6.4 of Annex I and as documented 
in the applicant’s chemical safety report. 
The Commission shall take into account all 
discharges, emissions and losses known at 
the time of decision. 

2. An authorisation shall be granted only if:

The Commission shall not consider the 
risks to human health arising from the use 
of a substance in a medical device 
regulated by Council Directive 90/385/EEC 
of 20 June 1990 on the approximation of 
the laws of the Member States relating to 
active implantable medical devices, Council 
Directive 93/42/EEC of 14 June 1993 
concerning medical devices or 
Directive 98/79/EC of the European 
Parliament and of the Council of 
27 October 1998 on in vitro diagnostic 
medical devices.

(a) suitable alternative substances or 
technologies do not exist, and measures are 
in place to minimise exposure, and 
(b) it is demonstrated that the social and 
economic advantages outweigh the risks to 
human health or the environment which 
arise from the use of the substance, and
(c) the risk to human health or the 
environment from the use of a substance 
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arising from the intrinsic properties 
specified in Annex XIV(a) is adequately 
controlled in accordance with Annex I, 
section 6, and as documented in the 
applicant’s chemical safety report. 

Or. en

Justification

For substances, substitution should always be the first option, taking social economic aspects 
and adequate control into account. Amendment 232 from the first reading. The Coucil focuses 
to a too large degree upon adequate control. It is not advisable to start to try to develop 
"safe" threshold levels for continued use of substances that can lead to cancer and change the 
DNA. Amendments 1-5, 12-13 from Wijkman are related. (Wijkman & others)

This amendment clarifies that the availability of suitable safer alternatives should always be 
looked at first. Proactive companies investing in safer solution are currently disadvantaged 
on the market. ‘Adequate control’ means business as usual and doesn’t offer incentives for 
innovation. This amendment encourages the replacement of hazardous chemicals by safer 
alternatives. Reinstatement of EP amendment 232. (Davies + Krupa)

Amendment by Guido Sacconi

Amendment 244
ARTICLE 59, PARAGRAPH 3

3. Paragraph 2 shall not apply to: deleted
(i) substances meeting the criteria in Article 
56 (a), (b), (c) and (f) for which it is not 
possible to determine a threshold in 
accordance with section 6.4 of Annex I; 
(ii) substances meeting the criteria in 
Article 56 (d) and (e).

Or. en

Justification

Deletes a new provision in the common position, since one single procedure should be used 
for the authorisation of substances of high concern.

Amendment by María Sornosa Martínez

Amendment 245
ARTICLE 59, PARAGRAPH 3, POINT (B) A (new)
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(ba) substances that meet the criteria laid 
down in the Commission Guide referred to 
in Article 56(f).

Or. es

Justification

Consistent with the previous amendment, with the aim of ensuring that substances which meet 
some but not all of the criteria for PBT substances can be classified in Reach as chemical 
substances of equivalent concern, a question which the current wording leaves unclear.

Amendment by Anders Wijkman, Frieda Brepoels, Erna Hennicot-Schoepges, Péter Olajos, 
Avril Doyle + Chris Davies, Lena Ek + Urszula Krupa

Amendment 246
ARTICLE 59, PARAGRAPH 4

4. If an authorisation cannot be granted 
under paragraph 2 or for substances listed 
in paragraph 3, an authorisation may be 
granted if it is shown that socio-economic 
benefits outweigh the risk to human health 
or the environment arising from the use of 
the substance and if there are no suitable 
alternative substances or technologies. This 
decision shall be taken after consideration 
of all of the following elements:

deleted

(a) the risk posed by the uses of the 
substance;
(b) the socio-economic benefits arising 
from its use and the socio-economic 
implications of a refusal to authorise as 
demonstrated by the applicant or other 
interested parties;
(c) the analysis of the alternatives 
submitted by the applicant under Article 
61(4)(e) and any third party contributions 
submitted under Article 63(2);
(d) available information on the health or 
environmental risks of any alternative 
substances or technologies.

Or. en
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Justification

For substances, substitution should always be the first option, taking social economic aspects 
and adequate control into account. The Coucil focuses to a too large degree upon adequate 
control. It is not advisable to start to try to develop "safe" threshold levels for continued use 
of substances that can lead to cancer and change the DNA. (Wijkman & others)

Linked to the amendment to Article 57(2). (Davies + Krupa)

Amendment by Guido Sacconi

Amendment 247
ARTICLE 59, PARAGRAPH 4, INTRODUCTORY PART

4. If an authorisation cannot be granted 
under paragraph 2 or for substances listed 
in paragraph 3, an authorisation may be 
granted if it is shown that socio-economic 
benefits outweigh the risk to human health 
or the environment arising from the use of 
the substance and if there are no suitable 
alternative substances or technologies. This
decision shall be taken after consideration of
all of the following elements:

4. The decision to grant authorisation 
pursuant to paragraph 2 shall be taken after 
consideration of all of the following 
elements:

Or. en

(Amendment 233 - first reading)

Justification

Linked to the amendment to Article 54.

Amendment by Guido Sacconi

Amendment 248
ARTICLE 59, PARAGRAPH 7

7. Where an application for authorisation 
includes the information specified in 
Article 61(5)(b), this information shall be 
considered in determining the duration of 
the time-limited review period in paragraph 
8 of this Article.

7. The duration of the time-limited 
authorisation will be determined on the 
basis of the information specified in Article 
61(4)(eb) and taking into account other 
available information. 

Or. en



PE 378.597v01-00 26/99 AM\630161EN.doc

EN

Justification

Links the duration of the authorisation to the information contained in the substitution plan.

Amendment by Chris Davies, Lena Ek

Amendment 249
ARTICLE 59, PARAGRAPH 7

7. Where an application for authorisation 
includes the information specified in Article 
61(5)(b), this information will be 
considered in determining the duration of the 
time-limited review period in paragraph of 
this Article.

7. The information specified in Article 
61(4)(db) will be considered in determining 
the duration of the time-limited review 
period in paragraph of this Article.

Or. en

Justification

Substitution plans will help industry, particularly SMEs, to plan ahead. Substitution plans are 
simply research and development plans and a timetable for proposed actions by the applicant.

Amendment by Guido Sacconi

Amendment 250
ARTICLE 59, PARAGRAPH 8

8. Authorisations shall be subject to a time-
limited review (whose duration shall be 
determined on a case-by-case basis) 
without prejudice to any decision on a 
future review period and shall normally be 
subject to conditions, including monitoring.

8. Authorisations shall be subject to review 
periods and to the presentation of 
substitution plans, and may be subject to
other conditions, including monitoring. 
Authorisations shall be subject to a time-
limit not exceeding 5 years.

Or. en

(Amendment 235 - first reading)

Justification

Authorisations must be subject to a time limit to give an incentive for innovation.

Amendment by Urszula Krupa

Amendment 251
ARTICLE 59, PARAGRAPH 8

8. Authorisations shall be subject to a time- 8. Authorisations shall be subject to a time-
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limited review (whose duration will be 
determined on a case-by-case basis) without 
prejudice to any decision on a future review 
period and shall normally be subject to 
conditions, including monitoring.

limit (whose duration will be determined on 
a case-by-case basis not exceeding 5 years) 
and to the presentation of substitution 
plans, and shall normally be subject to 
conditions, including monitoring.

Or. en

Justification

It is reasonable that all authorisations are issued on a temporary basis, because periodic 
review will allow (and encourage) adaptation to technical progress (e.g. consideration of new 
information on hazards, exposure, socio-economic benefits and availability of alternatives). 
Without regular review periods, the incentive for the innovation of safer alternatives will be 
lost. EP amendment 235 is re-tabled.

Amendment by Chris Davies + Philippe Busquin

Amendment 252
ARTICLE 59, PARAGRAPH 8

8. Authorisations shall be subject to a time-
limited review period (whose duration shall 
be determined on a case-by-case basis) 
without prejudice to any decision on a future 
review period and shall normally be subject 
to conditions, including monitoring.

8. Authorisations shall be subject to a time-
limited review period (whose duration shall
be determined on a case-by-case basis) 
taking into account products’ life cycle, 
safety and maintenance constraints, the 
absence of alternatives, and where 
appropriate the timetable for proposed 
actions submitted by the applicant pursuant 
to Article 61§5b). Authorisations are 
granted without prejudice to any decision on 
a future review period and shall normally be 
subject to conditions, including monitoring.

Or. en

Justification

As no-one wants planes to be grounded or to drop out of the sky the authorisation procedure, 
including possible exemptions from authorisation, must take into account the specificity of the 
aeronautic sector and be compatible with civil aviation safety obligations, recognising that 
the products involved may have a long life cycle of 25-40 years. (Davies)

The European aeronautic industry aim at obtaining the highest level of material and product 
performance in order to ensure products endure throughout their long life cycle- typically 25-
40 years- with the highest possible degree of safety. The authorisation procedure, including 
possible exemptions from authorisation, must duly take into account the specificity of the 
aeronautic sector and be compatible with civil aviation safety obligations. When the risk of 
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using a substance can be adequately controlled for particular use, the authorisation should be 
granted for a period of time compatible with life cycle of aeronautic products and 
maintenance requirements. In granting the authorisation, the Commission, as the competent 
authority, should be required to take account of products' life cycle and maintenance 
constraints, the presence or absence of real alternatives, and the timetable for proposed 
actions submitted by the applicant in relation to the development of real alternatives, which 
can guarantee the same degree of safety. (Busquin)

Amendment by Guido Sacconi

Amendment 253
ARTICLE 59, PARAGRAPH 9

9. The authorisation shall specify: 9.The authorisation shall specify:

(a) the person(s) to whom the authorisation 
is granted;

(a) the person(s) to whom the authorisation 
is granted;

(b) the identity of the substance(s); (b) the identity of the substance(s);
(c) the use(s) for which the authorisation is 
granted;

(c) the use(s) for which the authorisation is 
granted;

(d) any conditions under which the 
authorisation is granted;

(d) the conditions under which the 
authorisation is granted;

(e) the time-limited review period; (e) the review period;

(f) any monitoring arrangement. (f) any monitoring arrangement.

Or. en

(Amendment 236 and 359 (partially) - first reading)

Justification

Clarifies the wording.

Amendment by Chris Davies, Lena Ek + Guido Sacconi

Amendment 254
ARTICLE 60, PARAGRAPH 1

1. Authorisations granted in accordance 
with Article 59 shall be regarded as valid 
until the Commission decides to amend or 
withdraw the authorisation in the context 
of a review, provided that the holder of the 

1. Authorisations shall be regarded as valid 
until the Commission decides on a new 
application, provided that the holder of the 
authorisation submits a new application at 
least 18 months before the expiry of the 
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authorisation submits a review report at least 
18 months before the expiry of the time-
limited review period. Rather than re-
submitting all elements of the original 
application for the current authorisation, the 
holder of an authorisation may submit only 
the number of the current authorisation,
subject to the second, third and fourth 
subparagraphs.

time-limit. Rather than re-submitting all 
elements of the original application for the 
current authorisation, the applicant may 
submit only:

A holder of an authorisation granted in 
accordance with Article 59 shall submit an 
update of any substitution plan included in 
his application. If the holder cannot 
demonstrate that the risk is adequately 
controlled, he shall submit an update of the 
socio-economic analysis, analysis of 
alternatives and substitution plan contained 
in the original application.

(a) the number of the current authorisation,
(b) an update of the socio-economic 

analysis, analysis of alternatives and 
substitution plan contained in the 
original application,

If he can now demonstrate that the risk is 
adequately controlled, he shall submit an 
update of the chemical safety report.

(c) an update of the chemical safety report.

If any other elements of the original 
application have changed, he shall also 
submit updates of these element(s).

If any other elements of the original 
application have changed, he shall also 
submit updates of these element(s).

Or. en

(Amendment 237 - first reading)

Justification

During the review of an authorisation the applicant needs only to re-submit the elements of 
the original application that need to be updated. EP amendment 237 is re-tabled. (Davies)

Linked to amendment to Article 54. (Sacconi)

Amendment by Chris Davies, Lena Ek + Guido Sacconi + Urszula Krupa

Amendment 255
ARTICLE 60, PARAGRAPH 2, INTRODUCTION

2. Authorisations may be reviewed at any 
time if:

2. Authorisations shall be reviewed at any 
time if:

Or. en
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(Amendment 238 (partially) - first reading)

Justification

This amendment enables the Agency to react quickly to changing circumstances. 
Authorisations should be automatically reviewed if the circumstances of the original 
authorisation have changed so as to affect the risk to human health or the environment, or the 
socio-economic impact or new information on possible substitutes becomes available. EP 
amendment 238 is re-tabled. (Davies + Krupa)

Introduces the obligation to review authorisations if the circumstances have changed. 
(Sacconi)

Amendment by Guido Sacconi + Chris Davies, Lena Ek

Amendment 256
ARTICLE 60, PARAGRAPH 3, SUBPARAGRAPH 2

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

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

Or. en

(Amendment 239 - first reading)

Justification

A ‘serious and immediate’ risk is not defined, which will not help the Commission decide 
whether or not to suspend authorisation during the review. EP amendment 239 is re-tabled. 
(Davies)

No criteria exist for the definition of a 'serious and immediate' risk. It is therefore up to the 
Commission to decide, on the basis of criteria, whether or not to suspend authorisation 
during the review. (Sacconi)

Amendment by Chris Davies + Guido Sacconi + Urszula Krupa

Amendment 257
ARTICLE 60, PARAGRAPH 4

4. If an environmental quality standard 
referred to in Directive 96/61/EC is not met, 

4. If an environmental quality standard 
referred to in Directive 96/61/EC is not met, 
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the authorisations granted for the use of the 
substance concerned may be reviewed.

the authorisations granted for the use of the 
substance concerned shall be reviewed.

Or. en

(Amendment 240 - first reading)

Justification

This amendment ensures coherence with the IPPC Directive and enables the Agency to react 
to changing circumstances by introducing an obligation to review authorisations. EP
amendment 240 is re-tabled. (Davies + Krupa)

Introduces an obligation to review authorisations. (Sacconi)

Amendment by Carl Schlyter, Caroline Lucas, Hiltrud Breyer, Jonas Sjöstedt

Amendment 258
ARTICLE 60, PARAGRAPH 5

5. If the environmental objectives as referred 
to in Article 4(1) of Directive 2000/60/EC 
are not met, the authorisations granted for 
the use of the substance concerned in the 
relevant river basin may be reviewed.

5. If the environmental objectives as referred 
to in Article 4(1) of Directive 2000/60/EC 
are not met, the authorisations granted for 
the use of the substance concerned in the 
relevant river basin shall be reviewed.

Or. en

(New amendment - Rule 62(2)(d) in light of COM 2006/397 of 17 July 2006)

Justification

In July 2006, the Commission adopted a proposal for a new daughter directive on 
environmental quality standards in the field of water policy with reference to Article 4(1) of
Directive 2000/60. With the new directive, the Commission intends to rely on external tools, 
such as  e.g. REACH, to implement emission limit measures in line with proposed 
environmental objectives. To prevent any "passing of the buck", it must be ensured that the 
necessary objectives can be achieved via REACH via compulsory revision of any 
authorisation if the environmental objectives are not met.

Amendment by Chris Davies + Philippe Busquin, Vittorio Prodi

Amendment 259
ARTICLE 61, PARAGRAPH 4, LETTER (C)
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(c) a request for authorisation, specifying for 
which use(s) the authorisation is sought and 
covering the use of the substance in 
preparations and/or the incorporation of the 
substance in articles, where this is relevant;

(c) a request for authorisation, specifying for 
which use(s) the authorisation is sought and 
covering the use of the substance in 
preparations as well as the proposed period 
for review, and/or the incorporation of the 
substance in articles, where this is relevant;

Or. en

Justification

The authorisation procedure must take into account the specificity of the aeronautic sector 
and be compatible with civil aviation safety obligations. When the risk of using a substance 
can be adequately controlled for particular use, authorisation should be possible for a period 
of time compatible with life cycle of aeronautic products and maintenance requirements. In 
considering such authorisation, account should in these circumstances be taken of products’ 
life cycle and maintenance constraints, the presence or the absence of real alternatives, and 
the timetable for proposed actions submitted by the applicant in relation to the development 
of real alternatives, which can guarantee the same degree of safety. (Davies)

The European aeronautic industry aim at obtaining the highest level of material and product 
performance in order to ensure products endure throughout their long life cycle- typically 25-
40 years- with the highest possible degree of safety. The authorisation procedure, including 
possible exemptions from authorisation, must duly take into account the specificity of the 
aeronautic sector and be compatible with civil aviation safety obligations. When the risk of 
using a substance can be adequately controlled for particular use, the authorisation should be 
granted for a period of time compatible with life cycle of aeronautic products and 
maintenance requirements. In granting the authorisation, the Commission, as the competent 
authority, should be required to take account of products' life cycle and maintenance 
constraints, the presence or absence of real alternatives, and the timetable for proposed 
actions submitted by the applicant in relation to the development of real alternatives, which 
can guarantee the same degree of safety. (Busquin & Prodi)

Amendment by Anders Wijkman, Erna Hennicot-Schoepges

Amendment 260
ARTICLE 61, PARAGRAPH 4, POINT (E)

(e) an analysis of the alternatives 
considering their risks and the technical and 
economic feasibility of substitution. 

(e) an analysis of the alternatives 
considering their risks and the technical and 
economic feasibility of substitution and 
where appropriate a substitution plan, 
including research and development and a 
timetable for proposed actions by the 
applicant.
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Or. en

Justification

For substances, substitution should always be the first option, taking social economic aspects 
and adequate control into account. Amendment xxx from the first reading. Amendments 1-5, 
12-13 from Wijkman are related.

Amendment by Guido Sacconi

Amendment 261
ARTICLE 61, PARAGRAPH 5

5. The application may include:
(a) a socio-economic analysis conducted in 
accordance with Annex XVI;

(ea) a socio-economic analysis conducted in 
accordance with Annex XVI;

(b) where appropriate a substitution plan, 
including research and development and a 
timetable for proposed actions by the 
applicant.

(eb) a substitution plan, including research 
and development and a timetable for 
proposed actions by the applicant.

5. The application may also include:
(c) a justification for not considering risks to 
human health and the environment arising 
either from:

(a) a justification for not considering risks to 
human health and the environment arising 
either from:

(i) emissions of a substance from an 
installation for which a permit was granted 
in accordance with Council Directive 
96/61/EC; or

(i) emissions of a substance from an 
installation for which a permit was granted 
in accordance with Council Directive 
96/61/EC; or

(ii) discharges of a substance from a point 
source governed by the requirement for prior 
regulation referred to in Article 11(3)(g) of 
Directive 2000/60/EC of the European 
Parliament and the Council and legislation 
adopted under Article 16 of that Directive.

(ii) discharges of a substance from a point 
source governed by the requirement for prior 
regulation referred to in Article 11(3)(g) of 
Directive 2000/60/EC of the European 
Parliament and the Council and legislation 
adopted under Article 16 of that Directive.

Or. en

(Amendment 241 (revised) - first reading)

Justification

The socio-economic analyses and the substitution plan must be included in the application for 
authorisation.
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Amendment by Chris Davies, Lena Ek

Amendment 262
ARTICLE 61, PARAGRAPH 5

5. The application may include:
(a) a socio-economic analysis conducted in 
accordance with Annex XVI;

(ea) a socio-economic analysis conducted in 
accordance with Annex XVI;

(b) where appropriate a substitution plan, 
including research and development and a 
timetable for proposed actions by the 
applicant.

(eb) a substitution plan, including research 
and development and a timetable for 
proposed actions by the applicant.

(c) a justification for not considering risks to 
human health and the environment arising 
either from:

(ec) a justification for not considering risks 
to human health and the environment arising 
either from:

(i) emissions of a substance from an 
installation for which a permit was granted 
in accordance with Council Directive 
96/61/EC; or

(i) emissions of a substance from an 
installation for which a permit was granted 
in accordance with Council Directive 
96/61/EC; or

(ii) discharges of a substance from a point 
source governed by the requirement for prior 
regulation referred to in Article 11(3)(g) of 
Directive 2000/60/EC of the European 
Parliament and the Council and legislation 
adopted under Article 16 of that Directive.

(ii) discharges of a substance from a point 
source governed by the requirement for prior 
regulation referred to in Article 11(3)(g) of 
Directive 2000/60/EC of the European 
Parliament and the Council and legislation 
adopted under Article 16 of that Directive.

Or. en

Justification

This amendment reinstates that an application for authorisation shall include a substitution 
plan that will help industry, particularly SMEs, to plan ahead. Substitution plans are simply 
research and development plans and a timetable for proposed actions by the applicant. EP 
amendment 241is  re-tabled.

Amendment by Anders Wijkman, Erna Hennicot-Schoepges

Amendment 263
ARTICLE 61, PARAGRAPH 5, POINT (B)

(b) where appropriate a substitution plan, 
including research and development and a 
timetable for proposed actions by the 
applicant;

deleted
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Or. en

Justification

A general duty of care principle is needed. Amendment 364 from first reading. Slightly 
reworded to be more in coherence with the amendments referring to substitution. 
Amendments 1-5, 12-13 from Wijkman are related. 

Amendment by Chris Davies, Lena Ek

Amendment 264
ARTICLE 61, PARAGRAPH 5, LETTER (C), POINT (II) A (new)

(iii) the use of a substance in a medical 
device regulated by Directives 90/385/EEC, 
93/42/EEC or 98/79/EC.

Or. en

Justification

Exemptions need to be kept to a minimum to prevent market distortions between different 
materials and to enable the identification of chemicals of very high concern and their safer 
alternatives.

Amendment by Chris Davies, Lena Ek

Amendment 265
ARTICLE 61, PARAGRAPH 6

6. The application shall not include the 
risks to human health arising from the use 
of a substance in a medical device 
regulated by Directives 90/385/EEC, 
93/42/EEC or 98/79/EC.

delete

Or. en

Justification

see justification to amendment to Article 61, paragraph 5, letter (c), point (ii) a (new).
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Amendment by Chris Davies, Lena Ek

Amendment 266
ARTICLE 62

1. If an application has been made for a use 
of a substance, a subsequent applicant may 
refer to the parts of the previous application 
submitted in accordance with Article 
61(4)(d) and (5)(a) and (b), provided that 
the subsequent applicant has permission 
from the holder of the authorisation to refer 
to these parts of the application.

1. If an application has been made for a use 
of a substance, a subsequent applicant may 
refer to the parts of the previous application 
submitted in accordance with Article 
61(4)(d), (ea) and (eb), provided that the 
subsequent applicant has permission from 
the holder of the authorisation to refer to 
these parts of the application.

2. If an authorisation has been granted for a 
use of a substance, a subsequent applicant 
may refer to the parts of the holder’s 
application submitted in accordance with 
Article 61(4)(d) and (5)(a) and (b), provided 
that the subsequent applicant has permission 
from the holder of the authorisation to refer 
to these parts of the application.

2. If an authorisation has been granted for a 
use of a substance, a subsequent applicant 
may refer to the parts of the holder’s 
application submitted in accordance with 
Article 61(4)(d), (ea) and (eb), provided that 
the subsequent applicant has permission 
from the holder of the authorisation to refer 
to these parts of the application.

Or. en

Justification

Linked to the amendment to Article 61.

Amendment by Guido Sacconi

Amendment 267
ARTICLE 62, PARAGRAPH 1

1. If an application has been made for a use 
of a substance, a subsequent applicant may 
refer to the parts of the previous application 
submitted in accordance with Article 
61(4)(d) and (5)(a) and (b), provided that 
the subsequent applicant has permission 
from the holder of the authorisation to refer 
to these parts of the application.

1. If an application has been made for a use 
of a substance, a subsequent applicant may 
refer to the parts of the previous application 
submitted in accordance with Article 
61(4)(d), (ea) and (eb), provided that the 
subsequent applicant has permission from 
the holder of the authorisation to refer to 
these parts of the application.

Or. en
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(Amendment 242 revised - first reading)

Justification

Linked to the amendment to Article 61.

Amendment by Philippe Busquin, Vittorio Prodi

Amendment 268
ARTICLE 63, PARAGRAPH 2

The Agency make available on its web- site 
broad information on uses, for which 
applications have been received, with a 
deadline by which information on alternative 
substances or technologies may be submitted 
by interested third parties.

Notwithstanding Articles 117 and 118 on 
access to information, the Agency make 
available on its web- site broad information 
on uses, for which applications have been 
received, except where the applicant can 
demonstrate that it is potentially harmful 
for his or any concerned party's 
commercial interests, with a deadline by 
which information on conditions for 
particular uses, alternative substances or 
technologies may be submitted by interested 
third parties, including downstream users.  

Or. en

Justification

The European aeronautic industry represents a highly advanced sector of major importance 
for technological competitiveness in the EU. There is a real concern that the unique 
innovative use of substances by the European aeronautic industry could be made available to 
third parties, and not only manufacturers of substances, who may be competitors of the 
applicant. Any such their party could abuse the authorisation procedure, in particular the 
possibility to come forward with alternatives when information on applications is made 
available by the Agency. In addition, downstream users should be clearly identified among 
those who can provide such information, so as to provide the Agency with a complete picture 
as to whether alternatives are really available or not.

Amendment by Carl Schlyter, Caroline Lucas, Hiltrud Breyer, Jonas Sjöstedt

Amendment 269
ARTICLE 63, PARAGRAPH 3

3. In preparing its opinion, each Committee 
referred to in paragraph 1 shall first check 

3. In preparing its opinion, each Committee 
referred to in paragraph 1 shall first check 
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that the application includes all the 
information specified in Article 61 that is 
relevant to its remit. If necessary, the 
Committees shall, in consultation with each 
other, make a joint request to the applicant 
for additional information to bring the 
application into conformity with the 
requirements of Article 61. The Socio-
economic Analysis Committee may, if it 
deems it necessary, require the applicant or 
request third parties to submit, within a 
specified time period, additional information 
on possible alternative substances or 
technologies. Each Committee shall also 
take into account any information submitted 
by third parties.

that the application includes all the 
information specified in Article 61 that is 
relevant to its remit. If necessary, a 
Committee shall make a request to the 
applicant for additional information to bring 
the application into conformity with the 
requirements of Article 61. The Socio-
economic Analysis Committee may, if it 
deems it necessary, require the applicant or 
request third parties to submit, within a 
specified time period, additional information 
on possible alternative substances or 
technologies. Each Committee shall also 
take into account any information submitted 
by third parties. Submissions by third 
parties requested by the Committee shall be 
funded by the authorisation fee set by the 
Agency pursuant to Article 61(7).

Or. en

(Reinstatement of the text of the Commission proposal)

Justification

The Committees should be able to independently ask the applicant or third parties for further 
information to reduce unnecessary bureaucracy. While mutual consultation is of course 
useful, it should not be mandatory.

Amendment by Chris Davies, Lena Ek

Amendment 270
ARTICLE 63, PARAGRAPH 3

3. In preparing its opinion, each Committee 
referred to in paragraph 1 shall first check 
that the application includes all the 
information specified in Article 61 that is 
relevant to its remit. If necessary, the 
Committees shall, in consultation with each 
other, make a joint request to the applicant 
for additional information to bring the 
application into conformity with the 
requirements of Article 61. The Socio-
economic Analysis Committee may, if it 
deems it necessary, require the applicant or 

3. In preparing its opinion, each Committee 
referred to in paragraph 1 shall first check 
that the application includes all the 
information specified in Article 61 that is 
relevant to its remit. If necessary, the 
Committees shall make a request to the 
applicant for additional information to bring 
the application into conformity with the 
requirements of Article 61. The Socio-
economic Analysis Committee may, if it 
deems it necessary, require the applicant or 
request third parties to submit, within a 
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request third parties to submit, within a 
specified time period, additional information 
on possible alternative substances or 
technologies. Each Committee shall also 
take into account any information submitted 
by third parties.

specified time period, additional information 
on possible alternative substances or 
technologies. Each Committee shall also 
take into account any information submitted 
by third parties. Submissions by third 
parties requested by the Committee shall be 
funded by the authorisation fee set by the 
Agency pursuant to Article 61(7).

Or. en

Justification

This amendment makes the authorisation process less bureaucratic as the Committees should 
independently be able to ask the applicant or third parties for further information. A joint 
request remains possible.

Amendment by Guido Sacconi

Amendment 271
ARTICLE 63, PARAGRAPH 4

4. The draft opinions shall include the 
following elements:

4. The draft opinions shall include the 
following elements:

(a) Committee for Risk Assessment: an 
assessment of the risk to human health 
and/or the environment arising from the 
use(s) of the substance as described in the 
application and, if relevant, an assessment of 
the risks arising from possible alternatives;

(a) Committee for Risk Assessment: an 
assessment of the risk to human health 
and/or the environment arising from the 
use(s) of the substance as described in the 
application and an assessment of the risks 
arising from possible alternatives;

(b) Committee for Socio-economic Analysis: 
an assessment of the socio-economic factors 
and the availability, suitability and technical 
feasibility of alternatives associated with the 
use(s) of the substance as described in the 
application, when an application is made in 
accordance with Article 61(5).

(b) Committee for Socio-economic Analysis: 
an assessment of the socio-economic factors 
and the availability, suitability and technical 
feasibility of alternatives associated with the 
use(s) of the substance as described in the 
application.

Or. en

Justification

Linked to the amendment to Article 61.
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Amendment by Guido Sacconi

Amendment 272
ARTICLE 63, PARAGRAPH 8

8. The Commission shall prepare a draft 
authorisation decision within three months 
of receipt of the opinions from the Agency. 
A final decision granting or refusing the 
authorisation shall be taken in accordance 
with the procedure referred to in 
Article 132(2).

8. The Commission shall prepare a draft 
authorisation decision within three months 
of receipt of the opinions from the Agency. 
A final decision granting or refusing the 
authorisation shall be taken in accordance 
with the procedure referred to in 
Article 132(3a).

Or. en

Justification

This amendment is tabled in light of a judgement by the European Court of Justice of 23 
February 2006 C-122/04 on "Forest Focus" and of the new "commitology" Decision. In its 
judgement in case C-122/04, the Court of Justice found that the Commission has to justify 
when it wants to deviate from the criteria for the choice of the committee procedure, 
otherwise the act can be annulled. The Commission proposed the advisory procedure for the 
granting of authorisations without any justification - even though such a decision is clearly of 
general scope (see Art. 55(2), 57(1c) and 61(2) and (3)), and should therefore have come 
under the regulatory procedure. 

In accordance with the new "commitology" Decision, the new "regulatory procedure with 
scrutiny" should apply.

Amendment by Urszula Krupa

Amendment 273
ARTICLE 64

Obligation of holders of authorisations
Holders of an authorisation, as well as
downstream users referred to in Article 
55(2) including the substances in a 
preparation, shall include the authorisation 
number on the label before they place the 
substance or a preparation containing the 
substance on the market for an authorised 
use without prejudice to Directive 
67/548/EEC and Directive 1999/45/EC. 
This should be done without delay once the 
authorisation number has been made 

Obligation for information on substances 
subject to authorisations
All substances, for use on their own, in 
preparations or in articles, that meet the 
criteria set out in Article 56 shall be 
labelled and accompanied, at all times, by a 
safety data sheet. The label shall include:
(a) the name of the substance,
(b) attestation whether the substance is 
included in Annex XIV, and each specific 
use, including the authorisation number(s), 
for which the substance has been 
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publicly available in accordance with 
Article 63(9).

authorised.

Or. en

Justification

This label shall inform the customer about the presence of substances which are subject to 
authorisation. EP amendment 246 enables  producers and users of chemicals along the 
supply chain as well as those consuming articles and managing waste to obtain  information 
on chemicals of very high concern.

Amendment by Ria Oomen-Ruijten

Amendment 274
ARTICLE 66, PARAGRAPH 2 A (new)

2a. The Agency shall inform 
immediately/without delay/ post on its 
website that a Member State or the 
Commission intend to instigate a restriction 
process and shall inform those who posted 
a registration for the concerned substance.

Or. en

Justification

Corresponds to Amendment 789 adopted in First Reading.

Restrictions may apply without tonnage limit i.e. below 1t/y. There is a right to know for all 
interested parties about the restriction intentions of the Agency or the Member States. 

Amendment by Johannes Blokland

Amendment 275
ARTICLE 66, PARAGRAPH 3

3. Until …*, a Member State may maintain 
any existing and more stringent restrictions 
in relation to Annex XVII on the 
manufacture, placing on the market or use of 
a substance, provided that those restrictions 
have been notified according to the Treaty. 
The Commission shall compile and publish 

3. Until …*, a Member State may maintain 
any existing and/or more stringent 
restrictions in relation to Annex XVII on the 
manufacture, placing on the market or use of 
a substance, provided that those restrictions 
have been notified according to the Treaty. 
The Commission shall compile and publish 
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an inventory of these restrictions by …**. an inventory of these restrictions by …**.
* 6 years after entry into force of this 
Regulation.

* 6 years after entry into force of this 
Regulation.

** 2 years after entry into force of this 
Regulation.

** 2 years after entry into force of this 
Regulation.

Or. nl

Justification

New text inserted by the Council which is problematic in relation to Directive 76/769/EEC 
(listed in Annex XVII). Inserting a directive into a regulation will create a legal problem 
because of the direct effect of a regulation. The text of the directive is not entirely clear if it is 
read as a regulation. The technical committee should devise a solution to this problem in the 
form of a new text for Annex XVII. Until then, the present restrictions should remain in force, 
so as to continue to ensure protection of health and the environment.

Amendment by Carl Schlyter, Caroline Lucas, Hiltrud Breyer, Jonas Sjöstedt

Amendment 276
ARTICLE 66, PARAGRAPH 3

Until … a Member State may maintain any 
existing and more stringent restrictions in 
relation to Annex XVII on the manufacture, 
placing on the market or use of a substance, 
provided that those restrictions have been 
notified according to the Treaty. The 
Commission shall compile and publish an 
inventory of these restrictions by ….

Until …, a Member State may maintain any 
existing or more stringent restrictions as 
well as any implementing measures thereof
in relation to Annex XVII on the 
manufacture, placing on the market or use of 
a substance, provided that those restrictions 
have been notified according to the Treaty. 
The Commission shall compile and publish 
an inventory of these restrictions by …..

Or. en

Justification

The restrictions of Directive 76/769 will be carried over into REACH. As a regulation, 
REACH is directly applicable in the Member States. All implementing measures would be 
repealed. However, restrictions often depend on national implementing measures to be 
effective. To avoid any undermining of current restrictions at EU or national level, Member 
States should be allowed to keep all national implementing measures during a transitional 
period during which the restrictions under REACH can be amended where necessary to 
maintain effective implementation.
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Amendment by Frédérique Ries, Chris Davies + Urszula Krupa + Carl Schlyter, Caroline 
Lucas, Hiltrud Breyer, Jonas Sjöstedt

Amendment 277
ARTICLE 67, PARAGRAPH 1

1. When there is an unacceptable risk to 
human health or the environment, arising 
from the manufacture, use or placing on the 
market of substances, which needs to be 
addressed on a Community-wide basis, 
Annex XVI shall be amended in accordance 
with the procedure referred to in 
Article 130(3) by adopting new restrictions, 
or amending current restrictions in 
Annex XVI, for the manufacture, use or 
placing on the market of substances on their 
own, in preparations or in articles, pursuant 
to the procedure set out in Articles 66 to 70. 
Any such decision shall take into account 
the socio-economic impact of the restriction, 
including the availability of alternatives.

1. When there is an unacceptable risk to the 
environment or to human health, including 
that of vulnerable populations and citizens 
exposed early in life or continuously to 
mixtures of pollutants, arising from the 
manufacture, use or placing on the market of 
substances, which needs to be addressed on 
a Community-wide basis, Annex XVI shall 
be amended in accordance with the 
procedure referred to in Article 130(3) by 
adopting new restrictions, or amending 
current restrictions in Annex XVI, for the 
manufacture, use or placing on the market of 
substances on their own, in preparations or 
in articles, pursuant to the procedure set out 
in Articles 66 to 70. Any such decision shall 
take into account the socio-economic impact 
of the restriction, including the availability 
of alternatives.

Or. en

Justification

Those must vulnerable  should be explicitly included when unacceptable risks to human 
health are being identified. This re-tables the Parliament amendment 248.

Amendment by Guido Sacconi

Amendment 278
ARTICLE 67, PARAGRAPH 1, SUBPARAGRAPH 1

1. When there is an unacceptable risk to 
human health or the environment, arising 
from the manufacture, use or placing on the 
market of substances, which needs to be 
addressed on a Community-wide basis, 
Annex XVI shall be amended in accordance 
with the procedure referred to in 
Article 132(3) by adopting new restrictions, 
or amending current restrictions in 

1. When there is an unacceptable risk to 
human health or the environment, arising 
from the manufacture, use or placing on the 
market of substances, which needs to be 
addressed on a Community-wide basis, 
Annex XVI shall be amended in accordance 
with the procedure referred to in 
Article 132(3a) by adopting new restrictions, 
or amending current restrictions in 
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Annex XVI, for the manufacture, use or 
placing on the market of substances on their 
own, in preparations or in articles, pursuant 
to the procedure set out in Articles 66 to 70. 
Any such decision shall take into account 
the socio-economic impact of the restriction, 
including the availability of alternatives.

Annex XVI, for the manufacture, use or 
placing on the market of substances on their 
own, in preparations or in articles, pursuant 
to the procedure set out in Articles 66 to 70. 
Any such decision shall take into account 
the socio-economic impact of the restriction, 
including the availability of alternatives.

Or. en

Justification

The amendment is needed to align the text to the provisions of the new "commitology" 
Decision, and in particular to replace the ordinary "regulatory committee" procedure with 
the "regulatory committee with scrutiny", since the measures concerned are measures of 
general scope designed to amend non-essential elements of the draft legislation.

Amendment by Guido Sacconi

Amendment 279
ARTICLE 67, PARAGRAPH 2

2. For a substance on its own, in a 
preparation or in an article which meets the 
criteria for classification as carcinogenic, 
mutagenic or toxic to reproduction, 
category 1 or 2, and could be used by 
consumers and for which restrictions to 
consumer use are proposed by the 
Commission, Annex XVII shall be amended 
in accordance with the procedure referred to 
in Article 132(3). Articles 68 to 72 shall not 
apply.

2. For a substance on its own, in a 
preparation or in an article which meets the 
criteria for classification as carcinogenic, 
mutagenic or toxic to reproduction, 
category 1 or 2, and could be used by 
consumers and for which restrictions to 
consumer use are proposed by the 
Commission, Annex XVII shall be amended 
in accordance with the procedure referred to 
in Article 132(3a). Articles 68 to 72 shall 
not apply.

Or. en

Justification

The amendment is needed to align the text to the provisions of the new "commitology" 
Decision, and in particular to replace the ordinary "regulatory committee" procedure with 
the "regulatory committee with scrutiny", since the measures concerned are measures of 
general scope designed to amend non-essential elements of the draft legislation.
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Amendment by Carl Schlyter, Caroline Lucas, Hiltrud Breyer, Jonas Sjöstedt

Amendment 280
ARTICLE 68, PARAGRAPH 2

2. After the date referred to in Article 
57(1)(c)(i) for a substance listed in Annex 
XIV, the Agency shall consider whether the 
use of that substance in articles poses a risk 
to human health or the environment that is 
not adequately controlled. If the Agency 
considers that the risk is not adequately 
controlled, it shall prepare a dossier which 
conforms to the requirements of Annex XV.

2. After the date referred to in Article 
57(1)(c)(ii) for a substance listed in Annex 
XIV, the Agency shall consider whether the 
use of that substance in articles poses a risk 
to human health or the environment that is 
not adequately controlled. If the Agency 
considers that the risk is not adequately 
controlled, it shall prepare a dossier which 
conforms to the requirements of Annex XV.

Or. en

Justification

This new paragraph is welcome, as it closes a loophole in the authorisation system via 
restrictions on the use of substances of very high concern in articles. This is relevant for 
import articles, as they are not covered by authorisations. However, it should be possible to 
start the restrictions procedure when it is known for which no applications authorisations 
have been requested, and not only after the sunset date. Otherwise, there would temporarily 
be a double standard: imported articles could contain substances of very high concern, which 
are not authorised anymore for EU articles.

Amendment by Guido Sacconi

Amendment 281
ARTICLE 72, PARAGRAPH 2

2. A final decision shall be taken in 
accordance with the procedure referred to in 
Article 132(3). The Commission shall send 
the draft amendment to the Member States at 
least 45 days before voting.

2. A final decision shall be taken in 
accordance with the procedure referred to in 
Article 132(3a). The Commission shall send 
the draft amendment to the Member States at 
least 45 days before voting

Or. en

Justification

The amendment is needed to align the text to the provisions of the new "commitology" 
Decision, and in particular to replace the ordinary "regulatory committee" procedure with 
the "regulatory committee with scrutiny", since the measures concerned are measures of 
general scope designed to amend non-essential elements of the draft legislation.



PE 378.597v01-00 46/99 AM\630161EN.doc

EN

Amendment by Chris Davies + Frieda Brepoels, Anders Wijkman  + Carl Schlyter, Caroline 
Lucas, Hiltrud Breyer, Jonas Sjöstedt

Amendment 282
ARTICLE 73, PARAGRAPH 4 A (new)

4a. Part of the fee shall be allocated to the 
development of non-animal test methods.

Or. en

Justification

Promotion of non-animal testing. Successful First Reading amendment linked to revision of 
Recitals 43b and 88a. (Davies)

Linked to Amendments of Recitals 43b and 88a. In order to achieve the objective of this 
Regulation to promote non-animal testing, it is necessary to make available more resources 
through the Agency for the development of non-animal test methods that can be used to meet 
the information requirements of this Regulation. Amendment first reading 289. (Brepoels, 
Wijkman)

Linked to the amendment introducing a new recital 43b. The use of non-animal tests is 
preferable from both an ethical and a scientific view. To promote non-animal testing to meet 
the information requirements of this Regulation, it is necessary to make available more 
resources for the development, validation and acceptance of non-animal test methods.  
(Schlyter & others)

Amendment by Guido Sacconi

Amendment 283
ARTICLE 75, PARAGRAPH 1, POINT (D)

(d) a Committee for Socio-economic 
Analysis, which shall be responsible for 
preparing the opinion of the Agency on 
applications for authorisation, proposals for 
restrictions, and any other questions that 
arise from the operation of this Regulation 
relating to the socio-economic impact of 
possible legislative action on substances;

(d) a Committee for Socio-economic 
Analysis and Alternative Assessment, which 
shall be responsible for evaluating the 
availability, suitability and technical 
feasibility of alternatives, preparing the 
opinion of the Agency on applications for 
authorisation, proposals for restrictions, and 
any other questions that arise from the 
operation of this Regulation relating to the 
socio-economic impact of possible 
legislative action on substances; 
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Or. en

(Amendment 255 revised - first reading)

Justification

Reinforces the links between the authorisation procedure and the availability of safer 
alternatives while aligning the responsibility of the Committee with its role in the assessment 
of the alternatives as defined in article 63(4).

The change in the name of the Committee will apply throughout the text of the regulation.

Amendment by Dagmar Roth-Behrendt

Amendment 284
ARTICLE 76, PARAGRAPH 1 A (new)

1a.  The Agency shall establish a process 
for allocating funding for developing and 
evaluating alternative test methods 
provided through the registration fee. In 
doing so, the Agency should work in close 
cooperation with existing structures such 
as the European Centre for the Validation 
of Alternative Methods (ECVAM) and its 
Scientific Advisory Committee (ESAC), and 
the European Partnership for Alternative 
Approaches to animal testing (EPAA).
Every year, the Agency should present a 
report to the European Parliament and the 
Council on the status of implementation 
and use of non-animal methods and testing 
strategies to generate data for risk 
assessment to meet the requirements of this 
Regulation, and the amount and 
distribution of funding made available for 
the development and evaluation of 
alternative test methods.

Or. en

(Amendment 275 of first reading)

Justification

Based on amendment 275 as adopted in first reading. The wording of the amendment is 
revised to facilitate the acceptance in Council. Instead of creating a new Committee within 
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the Agency, existing structures should be used. In addition, recent developments as the 
installation of the European Partnership for Alternative Approaches to Animal Testing 
(EPAA) are taken into account. Linked to amendment on recital 92a by the same author.

Amendment by Carl Schlyter, Caroline Lucas, Hiltrud Breyer, Jonas Sjöstedt

Amendment 285
ARTICLE 76, PARAGRAPH 2, POINTS (D) AND (E)

(d) establishing and maintaining database(s) 
with information on all registered 
substances, the classification and labelling 
inventory and the harmonised classification 
and labelling list. It shall make the 
information identified in Article 118(1) and 
(2) in the database(s) publicly available, free 
of charge, over the Internet, except where a 
request made under Article 10(a)(xi) is 
considered justified. The Agency shall make 
other information in the databases available 
on request in accordance with Article 117;

(d) establishing and maintaining database(s) 
with information on all registered 
substances, the classification and labelling 
inventory and the harmonised classification 
and labelling list. It shall make the 
information identified in Article 118(1) and 
(2) in the database(s) publicly available, 
within 15 working days, free of charge, over 
the Internet, except where a request made 
under Article 10(a)(xi) is considered 
justified and not overridden by public 
interest. The Agency shall make other 
information in the databases available on 
request in accordance with Article 117;

(e) making publicly available information as 
to which substances are being, and have 
been evaluated within 90 days of receipt of 
the information at the Agency, in accordance 
with Article 118(1);

(e) making publicly available information as 
to which substances are being, and have 
been evaluated within 15 working days of 
receipt of the information at the Agency, in 
accordance with Article 118(1);

Or. en

Justification

In line with Article 4(2) of Regulation 1049/2001 on access to documents, the access to a 
document can only be refused on the basis of commercial interests if there is no overriding 
public interest. A reference to overriding public interest should therefore be added here.

According to Regulation 1049/2001, the standard response time should be 15 working days.

Amendment by Lena Ek

Amendment 286
ARTICLE 76, PARAGRAPH 2, POINTS (D) AND (E)
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(d) establishing and maintaining database(s) 
with information on all registered 
substances, the classification and labelling 
inventory and the harmonised classification 
and labelling list. It shall make the 
information identified in Article 118(1) and 
(2) in the database(s) publicly available, free 
of charge, over the Internet, except where a 
request made under Article 10(a)(xi) is 
considered justified. The Agency shall make 
other information in the databases available 
on request in accordance with Article 117;

(d) establishing and maintaining database(s) 
with information on all registered 
substances, the classification and labelling 
inventory and the harmonised classification 
and labelling list. It shall make the 
information identified in Article 118(1) and 
(2) in the database(s) publicly available, 
within 15 working days, free of charge, over 
the Internet, except where a request made 
under Article 10(a)(xi) is considered 
justified. The Agency shall make other 
information in the databases available on 
request in accordance with Article 117;

(e) making publicly available information as 
to which substances are being, and have 
been evaluated within 90 days of receipt of 
the information at the Agency, in accordance 
with Article 118(1);

(e) making publicly available information as 
to which substances are being, and have 
been evaluated within 15 working days of 
receipt of the information at the Agency, in 
accordance with Article 118(1);

Or. en

Justification

The relevant part of EP amendment 263 sets a timeline for entry of public information into the 
database(s) to ensure a smooth procedure. Regulation 1049/2001 sets 15 working days as the 
standard response time.

Amendment by Chris Davies + Marie-Noëlle Lienemann, Anne Ferreira + Lena Ek + Ria 
Oomen-Ruijten, Vittorio Prodi

Amendment 287
ARTICLE 76, PARAGRAPH 2, POINT (M) A (new)

(ma) establishing and maintaining a centre 
of excellence for risk communication; 
providing centralised, coordinated 
resources in the area of information on the 
safe use of chemical substances, 
preparations and articles; facilitating the 
sharing of best practice in the risk 
communication sector.

Or. en
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(Amendment 263, point gb) of first reading)

Justification

Successful First Reading amendment seeking to enable consumers to use substances, 
preparations and products containing chemicals safely. (Davies)

The development of an appropriate and consistent communication system based on risk will 
provide consumers with the necessary information and advice to enable them to use 
substances, preparations and products containing chemicals safely and effectively.
(Lienemann, Ferreira + Ek + Oomen-Ruijten & Prodi)

Amendment by Ria Oomen-Ruijten

Amendment 288
ARTICLE 77, SUBPARAGRAPH 3

It shall adopt the internal rules and 
procedures of the Agency. These rules shall 
be made public. 

It shall adopt the internal rules and 
procedures of the Agency. 

Or. de

Justification

Amendment necessitated by the amendment to Article 108.

Amendment by Ria Oomen-Ruijten

Amendment 289
ARTICLE 78, PARAGRAPH 1, SUBPARAGRAPH 1

1. The Management Board shall be 
composed of one representative from each 
Member State and a maximum of six 
representatives appointed by the 
Commission, including three individuals 
from interested parties without voting rights. 

1. The Management Board shall be 
composed of one representative from each 
Member State and a maximum of six 
representatives appointed by the 
Commission, including three individuals 
from interested parties, at least one of them 
being a representative of industry, without 
voting rights. 

Or. de
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Justification

The three representatives of interested parties should at the minimum include one 
representative of industry, as the requirements of the REACH Regulation will have a huge 
impact on industry.

Amendment by Urszula Krupa + Carl Schlyter, Caroline Lucas, Hiltrud Breyer, Jonas 
Sjöstedt

Amendment 290
ARTICLE 86, PARAGRAPH 2, SUBPARAGRAPH 1

2. Member States shall transmit to the 
Agency the names of experts with proven 
experience in the tasks required by Article 
76, who would be available to serve on 
working groups of the Committees, together 
with an indication of their qualifications and 
specific areas of expertise.

2. Member States shall transmit to the 
Agency the names of independent experts 
with proven experience in the tasks required 
by Article 76, who would be available to 
serve on working groups of the Committees, 
together with an indication of their 
qualifications and specific areas of expertise.

Or. en

Justification

This amendment ensures the independence of experts. The relevant part of EP amendment 
282 is re-tabled. (Krupa)

It should be specified that the experts should be independent. (Schlyter & others)

Amendment by Ria Oomen-Ruijten

Amendment 291
ARTICLE 88, PARAGRAPH 3, SUBPARAGRAPH 1

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

3. The Chairman, the other members and the 
alternates shall be appointed by the 
Management Board. The Management 
Board shall select from a list of qualified 
candidates adopted by the Commissionon 
the basis of a public selection procedure 
following their response to a call for 
expressions of interest published in the 
Official Journal of the European Union 
and if appropriate in the press or on the 
Internet. Members of the Board of Appeal 
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and the representatives shall be appointed 
on the basis of their relevant experience and 
expertise in the field of chemical safety, 
natural sciences or regulatory and judicial 
procedures. At least one member of the 
Board of Appeal must have relevant 
experience in the field of judicial 
procedures.

Or. de

Justification

In view of the remit of the Board of Appeal, at least one member must have relevant 
experience in the field of judicial procedures. Given the nature of the tasks of the Board of 
Appeal, a transparent procedure should be ensured for the submission of candidacies.

Amendment by Guido Sacconi

Amendment 292
ARTICLE 88, PARAGRAPH 4

4. The qualifications required for the 
members of the Board of Appeal shall be 
determined by the Commission in 
accordance with the procedure referred to in 
Article 132(3).

4. The qualifications required for the 
members of the Board of Appeal shall be 
determined by the Commission in 
accordance with the procedure referred to in 
Article 132(3a).

Or. en

Justification

The amendment is needed to align the text to the provisions of the new "commitology" 
Decision, and in particular to replace the ordinary "regulatory committee" procedure with 
the "regulatory committee with scrutiny", since the measures concerned are measures of 
general scope designed to amend non-essential elements of the draft legislation.

Amendment by Ria Oomen-Ruijten

Amendment 293
ARTICLE 90, PARAGRAPH 1

1. An appeal may be brought against 
decisions of the Agency taken pursuant to 
Article 9, article 20, Article 27 (6), Article 

1. An appeal may be brought against 
decisions of the Agency taken pursuant to 
Article 9, Article 20, Article 27 (6), 30(2) 
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30(2) and (3), Article 50. and (3), Article 50 and Article 117 (5) and  
118.

Or. en

Justification

Appeal should be possible with regard of decisions on confidential business information.

Amendment by Guido Sacconi

Amendment 294
ARTICLE 92, PARAGRAPH 4

4. The procedures for the Board of Appeal 
shall be determined by the Commission in 
accordance with the procedure referred to in 
Article 132(3).

4. The procedures for the Board of Appeal 
shall be determined by the Commission in 
accordance with the procedure referred to in 
Article 132(3a).

Or. en

Justification

The amendment is needed to align the text to the provisions of the new "commitology" 
Decision, and in particular to replace the ordinary "regulatory committee" procedure with 
the "regulatory committee with scrutiny", since the measures concerned are measures of 
general scope designed to amend non-essential elements of the draft legislation.

Amendment by Ria Oomen-Ruijten

Amendment 295
ARTICLE 108

To ensure transparency, the Management 
Board shall, on the basis of a proposal by the 
Executive Director and in agreement with 
the Commission, adopt rules to ensure the 
availability to the public of regulatory, 
scientific or technical information 
concerning the safety of substances on their 
own, in preparations or in articles which is 
not of a confidential nature.

To ensure transparency, the Management 
Board shall, on the basis of a proposal by the 
Executive Director and in agreement with 
the Commission, adopt rules to ensure the 
availability to the public of regulatory, 
scientific or technical information 
concerning the safety of substances on their 
own, in preparations or in articles which is 
not of a confidential nature.

The internal rules of the Agency and the 
rules of procedure of the Management 
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Board and Committees of the Agency shall 
be published by the Agency.

Or. en

Justification

The formulation concerning the transparency of the Agency's work should be more precise. 
The provisions concerning the publication of the Agency's internal rules, which have hitherto 
appeared in the third sentence of Article 77, should be moved to Article 108, in order to make 
it clear systematically that they relate to transparency. The rules of procedure of the 
Management Board and Committees should also be published in order to indicate even more 
openly how the Agency operates.

Amendment by Johannes Blokland

Amendment 296
ARTICLE 112, PARAGRAPH 2

2. Where the obligation under paragraph 1 
results in different entries on the inventory 
for the same substance, the notifiers and 
registrants shall make every effort to come 
to an agreed entry to be included in the 
inventory.

2. Where the obligation under paragraph 1 
results in different entries on the inventory 
for the same substance, the Agency shall 
establish the entry to be included in the 
inventory.

Or. en

(Reinstatement of amendment 295 adopted in first reading)

Justification

In the event of differing hazard classifications for the same substance, market forces will 
inevitably favour the supplier of the substance with the lower hazard classification. 
Consequently, pressure will be on the other suppliers to reduce their hazard classification.  
Thus the tendency will be towards the lowest common denominator, resulting in a lowering of 
standards and protection. The best way to avoid this problem is to ensure there is only one 
single entry for each substance classification on the Inventory.

Amendment by Lena Ek

Amendment 297
ARTICLE 112, PARAGRAPH 2

2. Where the obligation under paragraph 1 2. Where the obligation under paragraph 1 
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results in different entries on the inventory 
for the same substance, the notifiers and 
registrants shall make every effort to come 
to an agreed entry to be included in the 
inventory.

results in different entries on the inventory 
for the same substance, the notifiers and 
registrants shall make every effort to come 
to an agreed entry to be included in the 
inventory. If no such an agreement can be 
found, the Agency shall establish the entry, 
at a fee set accordingly.

Or. en

Justification

This amendment is a modification of first reading amendment 295, taking into account the 
need for incentives for the actors themselves to find an agreement rather than expecting the 
Agency to act first. For downstream users, it is imperative that the classification of the same 
substance, produced by different suppliers, is the same. Without it, it's likely that 
environmental as well as commercial concerns are compromised.

Amendment by Ria Oomen-Ruijten

Amendment 298
ARTICLE 113, PARAGRAPH 1, SUBPARAGRAPH 1

1. A classification and labelling inventory, 
listing the information referred to in 
Article 112(1), both for information notified 
under Article 112(1) as well as for 
information submitted as part of a 
registration, shall be established and 
maintained by the Agency in the form of a 
database. The information in this database 
identified in Article 118(1) shall be publicly 
accessible. The Agency shall grant access to 
the other data on each substance in the 
inventory to the notifiers and registrants 
who have submitted information on that 
substance in accordance with Article 29(1).

1. A classification and labelling inventory, 
listing the information referred to in 
Article 112(1), both for information notified 
under Article 112(1) as well as for 
information submitted as part of a 
registration, shall be established and 
maintained by the Agency in the form of a 
database. The information in this database 
identified in Article 118(1) shall be publicly 
accessible regarding Article 118 (2) and (3).
The Agency shall grant access to the other 
data on each substance in the inventory in 
accordance with Article 117.

Or. en

Justification

1. Creates consistency with Art.118. Without the reference to Article 118(2) and (3) the  
agency would be forced to publish information even if she had decided according  to Art. 118 
to keep this information confidential. 
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2. Simplification and Consistency. The access of data is regulated in Art. 117, while Art. 29(1) 
is regulating the Substance Information Exchange Fora (SIEF). Therefore the right reference 
should be Art. 117. 

Amendment by Anders Wijkman, Frieda Brepoels, Erna Hennicot-Schoepges, Péter Olajos, 
Avril Doyle

Amendment 299
ARTICLE 116 A (new)

Special provisions for information to the 
general public

In order to help consumers to make safe 
and sustainable use of substances and  
preparations, manufacturers shall make 
available hazard and risk-based 
information, via an on-pack label on each 
unit placed on the market for sale to the 
consumer, that identifies risks associated 
with recommended use or foreseeable 
misuse situations. Furthermore, on-pack 
labelling shall be complemented, when 
appropriate, by the use of other channels of 
communication, such as websites, for the 
provision of more detailed safety and use 
information in relation to the substance or 
preparation.

Or. en

Justification

Amendment 298, first reading. Slightly reworded.

Amendment by Chris Davies + Ria Oomen-Ruijten, Vittorio Prodi + Marie-Noëlle 
Lienemann, Anne Ferreira

Amendment 300
ARTICLE 116 A (new)

Special provisions for information to the 
general public

1. In order to help consumers to make safe 
and sustainable use of substances and 
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preparations, manufacturers shall make 
available risk-based information, via an on-
pack label on each unit placed on the 
market for sale to the consumer that 
identifies risks associated with 
recommended use or foreseeable misuse 
situations. Furthermore, on-pack labelling 
shall be complemented, when appropriate, 
by the use of other channels of 
communication, such as websites, for the 
provision of more detailed safety and use 
information in relation to the substance or 
preparation.
2. Directives 1999/45/EC and 67/548/EEC 
shall be amended accordingly.

Or. en

Justification

Successful First Reading amendment. (Davies)

Corresponds to Amendment 298 First Reading. 

The development of an appropriate and consistent communication system based on risk will 
provide consumers with the necessary information and advice to enable them to use 
substances, preparations and products containing chemicals safely and effectively. (Oomen-
Ruijten & Prodi + Lienemann & Ferreira)

Amendment by Gyula Hegyi, Dorette Corbey, Anne Ferreira, Dan Jørgensen, Åsa Westlund

Amendment 301
ARTICLE 117, PARAGRAPH 2, POINT (C)

(c) the precise tonnage of the substance or 
preparation manufactured or placed on the 
market;

deleted

Or. en

Justification

The proposed deletion of point (c) is in line with the EP amendment 814 . This will improve 
the quality of research and models about the distribution and fate of chemicals and likely 
exposure of humans and the environment.
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Amendment by Ria Oomen-Ruijten

Amendment 302
ARTICLE 117, PARAGRAPH 2, POINT (D) AND (D) A (new)

(d) links between a manufacturer or importer 
and his downstream users.

(d) links between a manufacturer or 
importer, his downstream users and his 
retailers involved.
(da) any information on onsite-isolated and 
transported isolated intermediates

Or. en

Justification

Corresponds partially to Amendments 304 adopted in First Reading.

1. Clarification that the links of a manufacturer also include retailers.

2. Isolated-onsite and transported intermediates remain in the same or in a very limited 
number of companies and are totally consumed within the synthesis processes. Knowledge 
about their use allows conclusions to processes and recipes. Therefore this information 
should generally not be published.

Amendment by Ria Oomen-Ruijten

Amendment 303
ARTICLE 117, PARAGRAPHS 4 A AND 4 B (new)

4a. Whenever a request for access to 
documents for which the applicant has 
requested confidentiality is made under 
Regulation (EC) No 1049/2001 to the 
Agency, the Agency shall perform the 
consultation of the third party provided for 
in Article 4(4) of Regulation (EC) No 
1049/2001 in accordance with the second 
and third subparagraphs.
The Agency shall inform the registrant 
and, where appropriate, the potential 
registrant, downstream user or other party 
concerned of this request.
The Agency shall inform the applicant, as 
well as the registrant, the potential 
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registrant, the downstream user or other 
party concerned of its decision with regard 
to the application for access to the 
documents. Any of these may, in 
accordance with Articles 87, 88 and 89, 
appeal to the Board of Appeal against that 
decision, within 15 days of the decision. 
Such an appeal shall have suspensive 
effect. The Board of Appeal shall decide on 
the appeal within 30 days.
4b. While an appeal is pending or while an 
appeal may yet be introduced, the Agency 
and any competent authority of a Member 
State shall continue to keep the information 
in question confidential.

Or. en

Justification

Paragraph 4a + 4b create consistency with Regulation 1049/2001/EC (access to information) 
and specify the procedure of the agency in the context of REACH. In line with the original 
COM proposal of Art. 115(2) and (4).

Amendment by Ria Oomen-Ruijten

Amendment 304
ARTICLE 118

1. The following information held by the 
Agency on substances whether on their own, 
in preparations or in articles, shall be made 
publicly available, free of charge, over the 
Internet in accordance with Article 76(2)(d):

1. The following information held by the 
Agency on substances whether on their own, 
in preparations or in articles, shall usually be 
made publicly available, free of charge, over 
the Internet in accordance with Article 
76(2)(d):

(a) the trade name(s) of the substance;
(b) the name in the IUPAC Nomenclature, 
for dangerous substances within the 
meaning of Directive 67/548/EEC;
(c) if applicable, the name of the substance 
as given in EINECS;

(c) if applicable, the name of the substance 
as given in EINECS;

(d) the classification and labelling of the 
substance;

(d) the classification and labelling of the 
substance;

(e) physicochemical data concerning the (e) physicochemical data concerning the 
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substance and on pathways and 
environmental fate;

substance and on pathways and 
environmental fate;

(f) the result of each toxicological and 
ecotoxicological study;

(f) the result of each toxicological and 
ecotoxicological study;

(g) any derived no-effect level (DNEL) or 
predicted no-effect concentration (PNEC) 
established in accordance with Annex I;

(g) any derived no-effect level (DNEL) or 
predicted no-effect concentration (PNEC) 
established in accordance with Annex I;

(h) the guidance on safe use provided in 
accordance with sections 4 and 5 of 
Annex VI;

(h) the guidance on safe use provided in 
accordance with sections 4 and 5 of 
Annex VI;

(i) analytical methods if requested in 
accordance with Annexes IX or X which 
make it possible to detect a dangerous 
substance when discharged into the 
environment as well as to determine the 
direct exposure of humans.

(i) analytical methods if requested in 
accordance with Annexes IX or X which 
make it possible to detect a dangerous 
substance when discharged into the 
environment as well as to determine the 
direct exposure of humans.

2. The following information on substances 
whether on their own, in preparations or in 
articles, shall be made publicly available, 
free of charge, over the Internet in 
accordance with Article 76(2)(d) except 
where a party submitting the information 
submits a justification in accordance with 
Article 10(a)(xi), accepted as valid by the 
Agency, as to why such publication is 
potentially harmful for the commercial 
interests of the registrant or any other party 
concerned:

2. The following information on substances 
whether on their own, in preparations or in 
articles, shall be made publicly available, 
free of charge, over the Internet in 
accordance with Article 76(2)(d) except 
where a party submitting the information 
submits a justification accepted as valid by 
the Agency, as to why such publication is 
potentially harmful for the commercial 
interests of the registrant or any other party 
concerned:

(a) if essential to classification and labelling, 
the degree of purity of the substance and the 
identity of impurities and/or additives which 
are known to be dangerous;

(a) if essential to classification and labelling, 
the degree of purity of the substance and the 
identity of impurities and/or additives which 
are known to be dangerous;

(b) the total tonnage band (i.e. 1-10 tonnes, 
10-100 tonnes, 100-1 000 tonnes or over 
1 000 tonnes) within which a particular 
substance has been registered;

(b) the total tonnage band (i.e. 1-10 tonnes, 
10-100 tonnes, 100-1 000 tonnes or over 
1 000 tonnes) within which a particular 
substance has been registered;

(c) the study summaries or robust study 
summaries of the information referred to in 
paragraph 1(e) and (f);

(c) the study summaries or robust study 
summaries of the information referred to in 
paragraph 1(e) and (f);

(d) information, other than that listed in 
paragraph 1, contained in the safety data 
sheet.

(d) information, other than that listed in 
paragraph 1, contained in the safety data 
sheet;

(da) the trade name(s) of the substance;
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(db) the name in the IUPAC Nomenclature, 
for dangerous substances within the 
meaning of Directive 67/548/EEC.
2a. In justified special cases the 
information in paragraph 1 may be 
exempted from the electronic public access, 
if the a party submitting the information 
proofed to the Agency that his commercial 
interests, or interests on scientific research 
and development are potentially harmed by 
such a publication.

Or. en

Justification

In line with Amendment 808 adopted in First Reading. 
Information in para. 1 allows competitors to backtrack details on production processes. An 
exemption of the publication in special cases should be possible, if it is justified and accepted 
by the agency (usually and paragraph 3).
In combination with other information the trade name and IUPAC name can be highly 
sensible information for a company. They should therefore be added in paragraph 2. 
Provisions are important since other countries like the US and Japan have similar provisions 
which allow to keep any information confidential on request, if justified.

Amendment by Carl Schlyter, Caroline Lucas, Hiltrud Breyer, Jonas Sjöstedt

Amendment 305
ARTICLE 118, PARAGRAPH 1, SUBPARAGRAPH (G) A

(ga) if essential to classification and 
labelling, the degree of purity of the 
substance and the identity of impurities 
and/or additives which are known to be 
dangerous;

Or. en

(Reinstatement of the Commission proposal)

(Linked to the amendment to Article 118, paragraph 2(a) by the same authors)

Justification

Information about hazardous impurities and additives, if they are essential to classification 
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and labelling, should be made publicly available.

Amendment by Carl Schlyter, Caroline Lucas, Hiltrud Breyer, Jonas Sjöstedt

Amendment 306
ARTICLE 118, PARAGRAPH 1, SUBPARAGRAPH (H) A (new)

 (ha) the information contained in the safety 
data sheet, except for the name of the 
company/undertaking or where the 
information is considered confidential by 
application of Article 117(2);

Or. en

(Reinstatement of the Commission proposal)

(Linked to the amendment to Article 118, paragraph 2(d) by the same authors)

Justification

The information in the safety data sheet, except for the name of the company or other 
confidential information, should be made publicly available.

Amendment by Carl Schlyter, Caroline Lucas, Hiltrud Breyer, Jonas Sjöstedt + Gyula Hegyi, 
Dorette Corbey, Anne Ferreira, Dan Jørgensen, Åsa Westlund

Amendment 307
ARTICLE 118, PARAGRAPH 1, SUBPARAGRAPH (I) A (new)

(ia) the total tonnage band (i.e. 1-10 tonnes, 
10-100 tonnes, 100-1,000 tonnes or over 
1,000 tonnes) within which a particular 
substance has been registered;

Or. en

(Compromise amendment - Rule 62(2)(b)) - based on amendment 814 - first reading)

(Linked to the amendment to Article 118, paragraph 2(b) by the same authors)

Justification

In amendment 814, Parliament deleted the indication of the "precise" tonnage from the list of 
information that is always confidential. While it might be acceptable to keep the "precise" 
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tonnage confidential, the public should have at least the right to know about the total tonnage 
band with which a particular substance has been registered. The information about the 
tonnage bands should therefore be added to the list of issues that are to be made publicly 
available. (Schlyter & others)

Amendment by Gyula Hegyi, Dorette Corbey, Anne Ferreira, Dan Jørgensen, Åsa Westlund

Amendment 308
ARTICLE 118, PARAGRAPH 1, SUBPARAGRAPH (I) B (new)

(ib) the study summaries or robust study 
summaries of the information referred to in 
paragraph 1(e) and (f);

Or. en

Justification

Linked to the amendment to Article 117(2). Access to study summaries will ensure proper 
interpretation of the public study results and improve overall quality.

Amendment by Gyula Hegyi, Dorette Corbey, Anne Ferreira, Dan Jørgensen, Åsa Westlund

Amendment 309
ARTICLE 118, PARAGRAPH 2

2. The following information on substances 
whether on their own, in preparations or in 
articles, shall be made publicly available, 
free of charge, over the Internet in 
accordance with Article 76(2)(d) except 
where a party submitting the information 
submits a justification in accordance with 
Article 10(a)(xi), accepted as valid by the 
Agency, as to why such publication is 
potentially harmful for the commercial 
interests of the registrant or any other party 
concerned:

2. The following information on substances 
whether on their own, in preparations or in 
articles, shall be made publicly available, 
free of charge, over the Internet in 
accordance with Article 76(2)(d) except 
where a party submitting the information 
submits a justification in accordance with 
Article 10(a)(xi), accepted as valid by the 
Agency, as to why such publication is 
potentially harmful for the commercial 
interests of the registrant or any other party 
concerned:

(a) if essential to classification and labelling, 
the degree of purity of the substance and the 
identity of impurities and/or additives which 
are known to be dangerous;

(a) if essential to classification and labelling, 
the degree of purity of the substance and the 
identity of impurities and/or additives which 
are known to be dangerous;

(b) the total tonnage band (i.e. 1-10 tonnes, 
10-100 tonnes, 100-1 000 tonnes or over 1 
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000 tonnes) within which a particular 
substance has been registered;
(c) the study summaries or robust study 
summaries of the information referred to in 
paragraph 1(e) and (f);
(d) information, other than that listed in 
paragraph 1, contained in the safety data 
sheet.

(d) information, other than the name of the 
registrant, the Chemical Safety Report, the 
total volume of a substance in the EU 
market and that listed in paragraph 1, 
contained in the safety data sheet.

Or. en

Justification

Linked to the amendments to Articles 117(2) and 118(1). This amendment to a new Council 
paragraph clarifies the public access to non-confidential business information.

Amendment by Carl Schlyter, Caroline Lucas, Hiltrud Breyer, Jonas Sjöstedt

Amendment 310
ARTICLE 118, PARAGRAPH 2

2. The following information on substances 
whether on their own, in preparations or in 
articles, shall be made publicly available, 
free of charge, over the Internet in 
accordance with Article 76(2)(d) except
where a party submitting the information 
submits a justification in accordance with 
Article 10(a)(xi), accepted as valid by the 
Agency, as to why such publication is 
potentially harmful for the commercial 
interests of the registrant or any other party 
concerned:

2. The following information on substances 
whether on their own, in preparations or in 
articles, shall be made publicly available, 
free of charge, over the Internet in 
accordance with Article 76(2)(d) except 
where a party submitting the information
submits a justification in accordance with 
Article 10(a)(xi), accepted as valid by the 
Agency and provided that there is no 
overriding public interest in disclosure, as 
to why such publication is harmful for the 
commercial interests of the registrant or any 
other party concerned:

(a) if essential to classification and 
labelling, the degree of purity of the 
substance and the identity of impurities 
and/or additives which are known to be 
dangerous;
(b) the total tonnage band (i.e. 1-10 tonnes, 
10-100 tonnes, 100-1 000 tonnes or over 1 
000 tonnes) within which a particular 
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substance has been registered;
(c) the study summaries or robust study 
summaries of the information referred to in 
paragraph 1(e) and (f);

(c) the study summaries or robust study 
summaries of the information referred to in 
paragraph 1(e) and (f);

(d) information, other than that listed in 
paragraph 1, contained in the safety data 
sheet.

Or. en

Justification

In line with Article 4(2) of Regulation 1049/2001 on access to documents, access to a 
document can only be refused on the basis of commercial interests if there is no overriding 
public interest. A reference to overriding public interest should therefore be added here. 
Moreover, such a justification must be based on actual harm to commercial interests, not just 
potential harm.

Information about hazardous impurities and additives, if they are essential to classification 
and labelling, should always be made publicly available.

In amendment 814, Parliament deleted the indication of the "precise" tonnage from the list of 
information that is always confidential. While it might be acceptable to keep the "precise" 
tonnage confidential, the public should have at least the right to know about the total tonnage 
band with which a particular substance has been registered. The information about the 
tonnage bands should therefore be added to the list of issues that are to be made publicly 
available.

The information in the safety data sheet, except for the name of the company or other 
confidential information should be made publicly available.

Amendment by Ria Oomen-Ruijten

Amendment 311
ARTICLE 124

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

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

Or. en
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Justification

Corresponds to Amendment 816 adopted in First Reading. 

To enable REACH to be implemented consistently, the Agency should be entitled to require 
Member States to carry out particular checks and activities.

Amendment by Ria Oomen-Ruijten

Amendment 312
ARTICLE 124 A (new)

The Agency shall be authorised by the 
Member States to initiate controls and 
activities and shall establish guidelines for 
the control system’s harmonisation and 
effectiveness.

Or. en

Justification

Corresponds to Amendment 817 adopted in First Reading. 

The management of the REACH system calls for the harmonised implementation of its 
provisions throughout the common market and on an effective system of controls. The Agency 
should therefore be in a position to call on the Member States to carry out controls or 
activities. 

Amendment by Ria Oomen-Ruijten

Amendment 313
ARTICLE 125

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

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

Or. en

Justification

Corresponds to Amendment 818 adopted in First Reading. 

To leave the system of penalties to the Member States’ discretion would lead to the existence 
of differing penalties within the Union. If the objectives of REACH are to be attained, there 
must be a harmonised system of penalties and harmonised implementation.

Amendment by Guido Sacconi

Amendment 314
ARTICLE 130

The Annexes may be amended in 
accordance with the procedure referred to in 
Article 132(3).

The Annexes may be amended in 
accordance with the procedure referred to in 
Article 132(3a).

Or. en

Justification

The amendment is needed to align the text to the provisions of the new "commitology" 
Decision, and in particular to replace the ordinary "regulatory committee" procedure with 
the "regulatory committee with scrutiny", since the measures concerned are measures of 
general scope designed to amend non-essential elements of the draft legislation.

Amendment by Guido Sacconi

Amendment 315
ARTICLE 131

The measures necessary for the efficient 
implementation of this Regulation shall be 
adopted in accordance with the procedure 
referred to in Article 132(3).

Where, for the efficient implementation of 
this Regulation, it proves necessary to adopt 
measures  for which the powers have not 
been provided elsewhere in this Regulation, 
these measures shall be adopted:
a) in accordance with the procedure referred 
to in Article 132(3), when the measures to 
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adopt are measures of general scope 
designed to apply essential provisions of 
this Regulation;
b) in accordance with the procedure 
referred to in Article 132(3a), when the 
measures to adopt are measures of general 
scope designed to amend non-essential 
elements of this Regulation.

Or. en

Justification

The amendment is needed to align the text to the provisions of the new "commitology" 
Decision, and in particular to distinguish between the ordinary "regulatory committee" 
procedure and the "regulatory committee with scrutiny".

Amendment by Guido Sacconi

Amendment 316
ARTICLE 132, PARAGRAPH 3 A (new)

3a. Where reference is made to this 
paragraph, Articles 5a and 7 of Decision 
1999/468/EC as amended by Decision 
2006/512/EC shall apply.

Or. en

Justification

The amendment is needed to align the text to the provisions of the new "commitology" 
Decision, and in particular to include the "regulatory committee with scrutiny", since some 
the measures concerned are measures of general scope designed to amend non-essential 
elements of the draft legislation.

Amendment by Ria Oomen-Ruijten

Amendment 317
ARTICLE 133

Transitional measures regarding the 
Agency

Preparation of establishment of the Agency

1. The Commission shall provide the 1. The Commission shall afford the 
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necessary support towards the setting up of 
the Agency.

necessary support towards the establishment 
of the Agency.

2. For that purpose, until such time as the 
Executive Director is appointed in 
accordance with Article 83, the 
Commission, on behalf of the Agency, 
thereby using the budget provided for the 
latter, may appoint personnel, including a 
person who shall fulfil the administrative
functions of the Executive Director on an 
interim basis, and conclude other contracts.

2. For that purpose, until such time as the 
Executive Director assumes his duties 
following his appointment by the 
Management Board of the Agency in 
accordance with Article 83, the 
Commission, on behalf of the Agency, and 
using the budget provided for the latter, 
may: 

(a) appoint personnel, including a person 
who shall fulfil the functions of the 
Executive Director on an interim basis; and
(b) conclude other contracts.

Or. en

Justification

Corresponds to Amendment 822 adopted in First Reading. 

A proper establishment and operation of the Agency is critical to the success of REACH. The 
Agency must be operationally independent from the Commission, and the Commission shall 
not fulfil such operational tasks set out in the Regulation on behalf of the Agency. If the 
Commission is not fulfilling the role of the Agency, there is no need for the Agency to notify 
the Commission that it is ready to take over the tasks from the Commission.  The Commission, 
however, should help to establish the Agency until its Management Board has appointed an 
Executive Director. This should include recruitment of staff and conclusion of necessary 
contracts for services, goods and buildings. 

Amendment by Ria Oomen-Ruijten

Amendment 318
ARTICLE 136 A (new)

Article 136a
Intermediary ex post-impact assessment
1. Five years after the entry into force of 
this Regulation, without prejudice to the 
provisions of Article 137, the Commission 
shall carry out an intermediary ex-post 
impact assessment of the present 
Regulation. The impact assessment shall 
analyse the state of play as regards 
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implementation of this Regulation, shall 
confront the achieved results with the 
previous expectations, and shall evaluate 
the impact of this Regulation on the 
functioning of, and competition within the 
internal market.
2. The Commission shall submit the ex-post 
impact assessment to the European 
Parliament and the Council by [six years 
after the entry into force of this Regulation] 
at the latest. The Commission shall 
introduce a proposal for any amendments 
to the Regulation that appear necessary on 
the basis of the ex-post impact assessment.

Or. en

Justification

Corresponds to Amendment 823 adopted in First Reading. 

Considering the importance of the regulatory system REACH sets up, it is necessary to 
evaluate the results achieved in the first years of implementation in order to check whether 
the initial targets can be met, and if not, to make the necessary adjustments.

Amendment by Carl Schlyter, Caroline Lucas, Hiltrud Breyer, Jonas Sjöstedt

Amendment 319
ARTICLE 137, PARAGRAPH 1

1. By …*, the Commission shall carry out a 
review to assess whether or not to extend the 
application of the obligation to perform a 
chemical safety assessment and to document 
it in a chemical safety report to substances 
not covered by this obligation because they 
are not subject to registration or subject to 
registration but manufactured or imported 
in quantities of less than 10 tonnes per 
year. On the basis of this review, the 
Commission may, if appropriate, present 
legislative proposals to extend this 
obligation.

1. By …*, the Commission shall carry out a 
review to assess whether or not to extend the 
application of the obligation to perform a 
chemical safety assessment and to document 
it in a chemical safety report to substances 
not covered by this obligation because they 
are not subject to registration. On the basis 
of this review, the Commission may, if 
appropriate, present legislative proposals to 
extend this obligation.

* 12 years after entry into force of this 
Regulation

* 6 years after entry into force of this 
Regulation
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Or. en

(Amendment 312 - first reading)

(Linked to Art. 14(1), and the amendment tabled by the same authors to it)

Justification

The review concerning the chemical safety report should take place after six years, when 
experience has been gained from the first two phases of registration. If the chemical safety 
report becomes compulsory for all substances as of 1 tonne, and not just as of 10 tonnes, as 
suggested by the amendment of the same authors to Art. 14(1), there is no need to refer to 
low-volume substances in this article.

Amendment by Urszula Krupa

Amendment 320
ARTICLE 137, PARAGRAPH 2, INTRODUCTORY PART

2. The Commission may present legislative 
proposals as soon as a practicable and cost-
efficient way of selecting polymers for 
registration on the basis of sound technical 
and valid scientific criteria can be 
established, and after publishing a report on 
the following:

2. The Commission shall present legislative 
proposals as soon as a practicable and cost-
efficient way of selecting polymers for 
registration and evaluation on the basis of 
sound technical and valid scientific criteria 
can be established, but no later than 6 years 
after entry into force of this Regulation, 
and after publishing a report on the 
following:

Or. en

Justification

This amendment sets a timeline for the Commission to present a practicable and cost efficient 
way of selecting polymers for registration and evaluation. EP amendment 313 is re-tabled. 

Amendment by Carl Schlyter, Caroline Lucas, Hiltrud Breyer, Jonas Sjöstedt

Amendment 321
ARTICLE 137, PARAGRAPH 2, INTRODUCTORY PART

2. The Commission may present legislative 
proposals as soon as a practicable and cost-
efficient way of selecting polymers for 
registration on the basis of sound technical 

2. The Commission shall present legislative 
proposals as soon as a practicable and cost-
efficient way of selecting polymers for 
registration on the basis of sound technical 



PE 378.597v01-00 72/99 AM\630161EN.doc

EN

and valid scientific criteria can be 
established, and after publishing a report on 
the following:

and valid scientific criteria can be 
established, but no later than 6 years after 
entry into force of this Regulation, and after 
publishing a report on the following:

Or. en

(Amendment 313 - first reading)

Justification

It should not be left to the discretion of the Commission if and when it presents a proposal for 
the registration of polymers. Such registration had been foreseen in the draft text that had 
been submitted to internet consultation. A deadline needs to be set to encourage the 
development of a practicable and cost-efficient way of selecting polymers for registration.

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

Amendment 322
ARTICLE 137, PARAGRAPH 3

3. The report, referred to in Article 116(3), 
on the experience acquired with the 
operation of this Regulation shall include a 
review of the requirements relating to 
registration of substances manufactured or 
imported only in quantities starting at 1 
tonne but less than 10 tonnes per year per 
manufacturer or importer. On the basis of 
that review, the Commission may present 
legislative proposals to modify the 
information requirements for substances 
manufactured or imported in quantities of 
1 tonne or more up to 10 tonnes per year 
per manufacturer or importer, taking into 
account the latest developments, for 
example in relation to alternative testing and 
(quantitative) structure-activity relationships 
((Q)SARs).

3. The report, referred to in Article 116(3), 
on the experience acquired with the 
operation of this Regulation shall include a 
review of the information requirements 
relating to registration of substances. On the 
basis of that review, the Commission may 
present legislative proposals to modify the 
information requirements specified in
Annexes VII to X, with the purpose of
taking into account the latest developments, 
in particular in relation to alternative testing 
and (quantitative) structure-activity 
relationships ((Q)SARs).

Or. en

(Amendment 314 - first reading)

Justification

A review of the information requirements should concern all relevant annexes and should 
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take into account the latest developments with regard to alternative testing. (Lucas & others)

Simplification intended to ensure that the information requirements take account of latest 
developments with regard to testing and QSARs. (Davies)

Amendment by Guido Sacconi

Amendment 323
ARTICLE 137, PARAGRAPH 4

4. The Commission shall carry out a review 
of Annexes I, IV and V by …, with a view 
to proposing amendments, if appropriate, to 
them in accordance with the procedure 
referred to in Article 132(3).

4. The Commission shall carry out a review 
of Annexes IV and V by …, with a view to 
proposing amendments, if appropriate, to 
them in accordance with the procedure 
referred to in Article 132(3a).

Or. en

Justification

Linked to the amendment to article 59(2), it deletes the reference to the review of Annex I 
introduced by the Council in connection with the development of methodologies to establish 
thresholds for carcinogenic and mutagenic substances.
It also aligns the text to the provisions of the new "commitology" Decision, and in particular 
replaces the ordinary "regulatory committee" procedure with the "regulatory committee with
scrutiny", since the measures concerned are measures of general scope designed to amend 
non-essential elements of the draft legislation.

Amendment by Chris Davies

Amendment 324
ARTICLE 137, PARAGRAPH 4

4. The Commission shall carry out a review 
of Annexes I, IV and V within 12 months 
after entry into force of this Regulation, with 
a view to proposing amendments, if 
appropriate, to them in accordance with 
Article 132(3).

4. The Commission shall carry out a review 
of Annexes IV and V within 12 months after 
entry into force of this Regulation, with a 
view to proposing amendments, if 
appropriate, to them in accordance with 
Article 132(3).

Or. en

Justification

Linked to amendment to recital 52(a)
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Amendment by Carl Schlyter, Caroline Lucas, Hiltrud Breyer

Amendment 325
ARTICLE 137, PARAGRAPH 4 A (new)

 4a. By …* the Commission shall carry out 
a review of the threshold of 1 tonne per 
year per manufacturer or importer for 
registration and of the information 
requirements pursuant to Article 12 for 
nanoparticles. On the basis of that review, 
the Commission shall present appropriate 
legislative proposals to modify the tonnage 
threshold and the information 
requirements for nanoparticles to ensure 
adequate risk assessment, and risk 
reductions, where necessary, so as to 
achieve a high level of protection of human 
health and the environment with regard to 
nanoparticles.
* 18 months after entry into force of this 
Regulation

Or. en

(New amendment - Rule 62(2)(d) to take account of the modified Opinion of SCENIHR of 10 
March 2006)

Justification

The major gaps in the knowledge for risk assessment of nanoparticles, as stated by SCENIHR, 
as well as their conclusions stating a need for modifications of existing methods point to the 
urgent need of a review of the provisions of REACH to ensure adequate risk assessment, and 
risk reductions, where necessary, with regard to engineered nanoparticles.

Amendment by Marie-Noëlle Lienemann, Anne Ferreira

Amendment 326
ARTICLE 139

Article 14 of Directive 1999/45/EC shall be 
deleted. 

Article 14 of Directive 1999/45/EC shall be 
deleted. Directive 1999/45/EC shall be 
amended to ensure that consumers receive 
the information required in order to take 
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adequate measures to use substances and 
preparations safely.

Or. fr

Justification

The development of an adequate and coherent communication system based on risk will make 
it possible for consumers to obtain the information and advice they require in order to use 
substances and preparations safely and effectively.

Amendment by Ria Oomen-Ruijten

Amendment 327
ANNEX I, PART 0, POINT 0.3

0.3. The chemical safety assessment of a 
manufacturer shall address the 
manufacture of a substance and all the 
identified uses. The chemical safety 
assessment of an importer shall address all 
identified uses. The chemical safety 
assessment shall consider the use of the 
substance on its own (including any major 
impurities and additives), in a preparation 
and in an article, as defined by the identified 
uses. The assessment shall consider all 
stages of the life-cycle of the substance 
resulting from the manufacture and
identified uses. The chemical safety 
assessment shall be based on a comparison 
of the potential adverse effects of a 
substance with the known or reasonably 
foreseeable exposure of man and/or the 
environment to that substance taking into 
account implemented and recommended risk 
management measures and operational 
conditions.

0.3 The chemical safety assessment shall 
address all the identified uses in quantities 
of 1 tonne or more per year. It shall 
consider the use of the substance on its own 
(including any major impurities and 
additives), in a preparation or in an article. 
The assessment shall consider all stages of 
the life-cycle of the substance as defined by 
the identified uses. The chemical safety 
assessment shall be based on a comparison 
of the potential adverse effects of a 
substance with the known or reasonably 
foreseeable exposure of man and/or the 
environment to that substance taking into 
account implemented and recommended risk 
management measures and operational 
conditions.

Or. en

Justification

Corresponds to Amendment 831 adopted in First Reading. 

It improves workability by setting a volume limit for performing a chemical safety assessment. 
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Makes Annex I consistent with Article 36, Paragraph 4c.

Amendment by Frédérique Ries + Chris Davies

Amendment 328
ANNEX I, PART 1, POINT 1.4.1

1.4.1. Based on the outcomes of steps 1 to 2, 
a DNEL(s) shall be established for the 
substance, reflecting the likely route(s), 
duration and frequency of exposure.  For 
some endpoints, especially mutagenicity and 
carcinogenicity, the available information 
may not enable a threshold, and therefore a 
DNEL, to be established. If justified by the 
exposure scenario (s), a single DNEL may 
be sufficient.  However, taking into account 
the available information and the exposure 
scenario(s) in Section 5 of the Chemical 
Safety Report it may be necessary to identify 
different DNELs for each relevant human 
population (e.g., workers, consumers and 
humans liable to exposure indirectly via the 
environment) and possibly for certain 
vulnerable sub-populations (e.g. children, 
pregnant women) and for different routes of 
exposure.  A full justification shall be given 
specifying, inter alia, the choice of the 
information used, the route of exposure 
(oral, dermal, inhalation) and the duration 
and frequency of exposure to the substance 
for which the DNEL is valid. If more than 
one route of exposure is likely to occur, then 
a DNEL shall be established for each route 
of exposure and for the exposure from all 
routes combined. When establishing the 
DNEL, the following factors shall, inter 
alia, be taken into account:  

1.4.1 Based on the outcomes of steps 1 to 3, 
a Derived No-Effect Level(s) shall be 
established for the substance, reflecting the 
likely route(s), duration and frequency of 
exposure. For some endpoints, especially 
mutagenicity and carcinogenicity, the 
available information may not enable a 
threshold, and therefore a DNEL, to be 
established.  If justified by the exposure 
scenario(s), a single DNEL may be 
sufficient. However, taking into account the 
available data and the exposure scenario(s) 
in Section 5 of the Chemical Safety Report it 
may be necessary to identify different 
DNELs for each relevant human population 
(e.g. Workers, consumers and humans liable 
to exposure indirectly via the environment) 
and for vulnerable populations and for 
different routes of exposure. A full 
justification shall be given specifying, inter 
alia, the choice of the data used, the route of 
exposure (oral, dermal, inhalation) and the 
duration and frequency of exposure to the 
substance for which the DNEL is valid. If 
more than one route of exposure is likely to 
occur, then a DNEL shall be established for 
each route of exposure and for the exposure 
from all routes combined. When establishing 
the DNEL, the following factors shall, inter 
alia, be taken into account:

(i) the uncertainty arising, among other 
factors, from the variability in the 
experimental information and from intra-
and inter-species variation;  

(i) the uncertainty arising, among other 
factors, from the variability in the 
experimental information and from intra-
and inter-species variation;

(ii) the nature and severity of the effect; (ii) the nature and severity of the effect;
(iii) the sensitivity of the human (sub-) 
population to which the quantitative and/or 

(iii) the human population to which the 
quantitative and/or qualitative information 
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qualitative information on exposure applies. on exposure applies.

(iii a) particular susceptibilities of 
vulnerable populations;
(iii b) any indication of non-standard 
effects, especially where the mode of action 
remains unknown or insufficiently 
characterised;
(iii c) possible co-exposure to other 
chemicals.

Or. en

Justification

Many diseases originate in the perinatal phase.  Therefore vulnerable groups should also be 
included so that the safety levels determined are valid for protecting future generations. This 
re-tables EP amendment 320.

Amendment by Carl Schlyter, Caroline Lucas, Hiltrud Breyer, Jonas Sjöstedt

Amendment 329
ANNEX I, PART 1, POINT 1.4.1

1.4.1 Based on the outcomes of steps 1 and 
2, (a) DNEL(s) shall be established for the 
substance, reflecting the likely route(s), 
duration and frequency of exposure. For 
some endpoints, especially mutagenicity and 
carcinogenicity, the available information 
may not enable a threshold, and therefore a 
DNEL, to be established. If justified by the 
exposure scenario(s), a single DNEL may be 
sufficient. However, taking into account the 
available information and the exposure 
scenario(s) in Section 9 of the Chemical 
Safety Report it may be necessary to identify 
different DNELs for each relevant human 
population (e.g., workers, consumers and 
humans liable to exposure indirectly via the 
environment) and possibly for certain 
vulnerable sub-populations (e.g. children, 
pregnant women) and for different routes of 
exposure. A full justification shall be given 
specifying, inter alia, the choice of the 
information used, the route of exposure 

1.4.1 Based on the outcomes of steps 1 and 
2, (a) DNEL(s) shall be established for the 
substance, reflecting the likely route(s), 
duration and frequency of exposure. For 
some endpoints, especially mutagenicity and 
carcinogenicity, the available information 
may not enable a threshold, and therefore a 
DNEL, to be established. If justified by the 
exposure scenario(s), a single DNEL may be 
sufficient. However, taking into account the 
available information and the exposure 
scenario(s) in Section 9 of the Chemical 
Safety Report it may be necessary to identify 
different DNELs for each relevant human 
population (e.g., workers, consumers and 
humans liable to exposure indirectly via the 
environment) and for vulnerable populations
and for different routes of  exposure. A full 
justification shall be given specifying, inter
alia, the choice of the information used, the 
route of exposure (oral, dermal, inhalation) 
and the duration and frequency of exposure 
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(oral, dermal, inhalation) and the duration 
and frequency of exposure to the substance 
for which the DNEL is valid. If more than 
one route of exposure is likely to occur, then 
a DNEL shall be established for each route 
of exposure and for the exposure from all 
routes combined. When establishing the 
DNEL, the following factors shall, inter 
alia, be taken into account:

to the substance for which the DNEL is 
valid. If more than one route of exposure is 
likely to occur, then a DNEL shall be 
established for each route of exposure and 
for the exposure from all routes combined. 
When establishing the DNEL, the following 
factors shall, inter alia, be taken into 
account:

(i) the uncertainty arising, among other 
factors, from the variability in the 
experimental information and from intra-
and inter-species variation;

(i) the uncertainty arising, among other 
factors, from the variability in the 
experimental information and from intra-
and inter-species variation;

(ii) the nature and severity of the effect; (ii) the nature and severity of the effect;

(iii) the sensitivity of the human (sub-) 
population to which the quantitative and/or 
qualitative information on exposure applies.

(iii) the sensitivity of the human (sub-) 
population to which the quantitative and/or 
qualitative information on exposure applies, 
including particular susceptibilities of
vulnerable populations;
(iii a) any indication of non-standard 
effects, especially where the mode of action 
remains unknown or insufficiently 
characterised;
(iii b) possible co-exposure to other 
chemicals.

Or. en

(Amendment 320 - first reading)

Justification

Many diseases originate in the perinatal phase of the developing child. Therefore, vulnerable 
groups need to be included so that the safety levels meet the requirement to protect future 
generations. 

Amendment by Carl Schlyter, Caroline Lucas, Hiltrud Breyer, Jonas Sjöstedt

Amendment 330
ANNEX I, PART 5, POINT 5.0, INTRODUCTORY PART

The objective of the exposure assessment 
shall be to make a quantitative or qualitative 
estimate of the dose/concentration of the 

The objective of the exposure assessment 
shall be to make a quantitative or qualitative 
estimate of the dose/concentration of the 



AM\630161EN.doc 79/99 PE 378.597v01-00

EN

substance to which humans and the 
environment are or may be exposed. The 
assessment shall consider all stages of the 
life-cycle of the substance resulting from 
the manufacture and identified uses and
shall cover any exposures that may relate to 
the hazards identified in sections 1 to 4. 
The exposure assessment shall entail the 
following two steps, which shall be clearly 
identified as such in the Chemical Safety 
Report:

substance to which humans and the 
environment are or may be exposed. The 
assessment shall consider all stages of the 
life-cycle. The exposure assessment shall
entail the following two steps, which shall 
be clearly identified as such in the Chemical 
Safety Report:

Or. en

(New amendment - Rule 62(2)(c))

Justification

While the additional reference by Council to the life-cycle is welcome, it does not make sense 
to speak of a life-cycle resulting from manufacture and use, as these are important parts of 
the life cycle that need to be considered as well.

To link the exposure assessment to the hazards identified has led to many conflicting 
interpretations. It could drastically reduce the scope of the risk assessment. There should be 
no confusion about the scope of the risk assessment. 

Amendment by Lena Ek

Amendment 331
ANNEX I, PART 5, POINT 5.0, INTRODUCTORY PART

The objective of the exposure assessment 
shall be to make a quantitative or qualitative 
estimate of the dose/concentration of the 
substance to which humans and the 
environment are or may be exposed. The 
assessment shall consider all stages of the 
life-cycle of the substance resulting from the 
manufacture and identified uses and shall 
cover any exposures that may relate to the 
hazards identified in sections 1 to 4. The 
exposure assessment shall entail the 
following two steps, which shall be clearly 
identified as such in the chemical safety 
report:

The objective of the exposure assessment 
shall be to make a quantitative or qualitative 
estimate of the dose/concentration of the 
substance to which humans and the 
environment are or may be exposed. The 
assessment shall consider all stages of the 
life-cycle of the substance resulting from the 
manufacture and identified uses and shall 
cover any exposures. The exposure 
assessment shall entail the following two 
steps, which shall be clearly identified as 
such in the chemical safety report:
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Or. en

Justification

The limitation on the exposure assessment introduced by the Council severely limits its 
usability. 

Amendment by Gyula Hegyi, Dorette Corbey, Anne Ferreira, Dan Jørgensen, Åsa Westlund

Amendment 332
ANNEX I, PART 5, POINT 5.0, INTRODUCTORY PART

The objective of the exposure assessment 
shall be to make a quantitative or qualitative 
estimate of the dose/concentration of the 
substance to which humans and the 
environment are or may be exposed. The 
assessment shall consider all stages of the 
life-cycle of the substance resulting from the 
manufacture and identified uses and shall 
cover any exposures that may relate to the 
hazards identified in sections 1 to 4. The 
exposure assessment shall entail the 
following two steps, which shall be clearly 
identified as such in the Chemical Safety 
Report:

The objective of the exposure assessment 
shall be to make a quantitative or qualitative 
estimate of the dose/concentration of the 
substance to which humans and the 
environment are or may be exposed. The 
assessment shall consider all stages of the 
life-cycle of the substance resulting from the 
manufacture and identified uses. The 
exposure assessment shall entail the 
following two steps, which shall be clearly 
identified as such in the Chemical Safety 
Report:

Or. en

Justification

The proposed sentence added by the Council adds confusion and uncertainty to the risk 
assessment process as many conflicting interpretations are possible.

Amendment by Carl Schlyter, Caroline Lucas, Hiltrud Breyer

Amendment 333
ANNEX III, PARAGRAPH (A) A (new)

(aa) nanoparticles,

Or. en
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(New amendment - Rule 62(2)(d) to take account of the modified Opinion of SCENIHR of 10 
March 2006)

Justification

So far, nanoparticles are often only produced in very low quantities. But given their major 
potential to create adverse biological effects, as a very minimum, nanoparticles between 1 
and 10 tonnes should be considered to be priority substances for which at least the whole 
base set information of Annex VII should be provided in the absence of nanoparticle-specific 
tests.

Amendment by Carl Schlyter, Caroline Lucas, Hiltrud Breyer, Jonas Sjöstedt

Amendment 334
ANNEX III, PARAGRAPH (B), POINT (I)

(i) with dispersive or diffuse use(s) 
particularly where such substances are used 
in consumer preparations or incorporated 
into consumer articles; and

(i) with dispersive or diffuse use(s) 
particularly where such substances are used 
as such or in preparations for consumer use 
or professional use or incorporated into 
consumer articles; and

Or. en

(Part of Amendment 388 (paragraph b, first indent) - first reading)

Justification

Basic safety information should also be given for hazardous substances in quantities between 
1 and 10 tonnes with dispersive or diffuse uses in the professional sector.

Amendment by Urszula Krupa + Gyula Hegyi, Dorette Corbey, Anne Ferreira, Dan 
Jørgensen, Åsa Westlund

Amendment 335
ANNEX III, PARAGRAPH (B), POINT (I)

(i) with dispersive or diffuse use(s) 
particularly where such substances are used 
in consumer preparations or incorporated 
into consumer articles; and

(i) with dispersive or diffuse use(s) 
particularly where such substances are used 
in consumer preparations, incorporated into 
consumer articles or intended for 
professional use, or

Or. en
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Justification

This amendment is a compromise between the wording in the Council and the EP amendment 
388. Basic safety information such as simple tests for cancer and skin irritation should also 
be provided to protect workers as well as when chemicals are likely to be dangerous.

Amendment by Dan Jørgensen, Åsa Westlund

Amendment 336
ANNEX III, PARAGRAPH (B), POINT (I)

(i) with dispersive or diffuse use(s) 
particularly where such substances are used 
in consumer preparations or incorporated 
into consumer articles; and  

(i) with dispersive or diffuse use(s) 
particularly where such substances are used 
in consumer preparations or incorporated 
into consumer articles; or  

Or. en

Justification

The criteria for substances between 1 and 10  tonnes should also include substances where 
there is an increased risk.

Amendment by Cristina Gutiérrez-Cortines + Ria Oomen-Ruijten

Amendment 337
ANNEX IV, new ENTRIES (new)

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

231-096-4           Iron                    7439-89-6
Inorganic Substances that are common, or 
the risks of which are well known, e.g. 
sodium chloride, soda, potash, calcium 
oxide, gold, silver, aluminium, magnesium, 
silicates, glass, frit

Or. en

Justification

Partially reinstates am 322 adopted in first reading.

Steel, by far the main use of iron, has been produced for 150 years with no evidence that iron 
presents risks to human health or the environment. Because iron is a high tonnage material, it 
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will be potentially subject to considerable testing under REACH. Such testing would entail the 
use of a large number of laboratory animals.

Amendment by Ria Oomen-Ruijten

Amendment 338
ANNEX IV, new ENTRIES (new)

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

215-138-9   Calcium oxide CaO              1305-78-8
256-858-3  Calcium Magnesium oxide  50933-69-2
83897-84-1                   69227-00-0

281-192-5
273-923-1

Natural botanical substances commonly used in 
foodstuffs. 

Or. en

Justification

This amendment partially reinstates amendment 322 adopted in  first reading. 
1. Amendment 322 referred to “inorganic substances that are common or the risks of which 
are well known” and gave as an example both calcium oxide (lime) and calcium magnesium 
oxide (dolime).  These two substances already fulfil the two criteria which are stated in article 
2.7 a) of the Common Position: 1) there is sufficient information about them, 2) they are 
considered to cause minimum risks because of their intrinsic properties. 

2. Exemption of natural botanical substances commonly  found in foodstuffs, reduces the 
burden of registration of the users of natural botanical substances. Natural botanical 
subtances are commonly found in foodstuffs and justified in use from both a human health 
and environmental perspective. 

Amendment by Avril Doyle, Bogusław Sonik, Johannes Blokland

Amendment 339
ANNE IV, new ENTRIES (new)

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

215-138-9   Calcium oxide CaO              1305-78-8
256-858-3  Calcium Magnesium oxide  50933-69-2
281-192-5                                                83897-84-1
273-923-1                                                69227-00-0

Or. en
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(Partial reinstatement of amendment 322 adopted in first reading)

Justification

This amendment partially reinstates amendment 322 from first reading. Amendment 322 
referred to “inorganic substances that are common or the risks of which are well known” and 
gave as an example both calcium oxide (lime) and calcium magnesium oxide (dolime).  

These two substances already fulfil the two criteria which are stated in article 2.7 a) of the 
Common Position: 1) there is sufficient information about them, 2) they are considered to 
cause minimum risks because of their intrinsic properties.

Amendment by Ria Oomen-Ruijten

Amendment 340
ANNEX V, PARAGRAPH 7

7. The following substances which occur in 
nature, if they are not chemically modified.

7. Substances which occur in nature, if they 
are not chemically modified and materials 
derived from them by mineralogical or 
physical transformation processes:

Minerals, ores, ore concentrates, cement 
clinker, natural gas, liquefied petroleum gas, 
natural gas condensate, process gases and 
component thereof, crude oil, coal, coke.

Minerals, ores, ore concentrates, cement 
clinker, natural gas, liquefied petroleum gas, 
natural gas condensate, process gases and 
component thereof, crude oil, coal, coke.

Or. en

Justification

Partially reinstates am ITRE 255 adopted in First Reading.

The text as it stands in the common position is technically incorrect and the description 
doesn't match with the properties of the substances listed blow as some do not occur in nature 
(such as process gases) and other have been chemically modified. Understanding the Council 
intentions as being in line with those of Parliament in first reading, this amendment intends to 
find a compromise with Council on the wording to make it technically correct and remove 
legal uncertainty.

Amendment by Stéphane Le Foll

Amendment 341
ANNEX V, PARAGRAPH 8

8. Substances occurring in nature other than 8. Substances occurring in nature other than 
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those listed under paragraph 7, if they are 
not chemically modified, unless they meet 
the criteria for classification as dangerous 
according to Directive 67/548/EEC.

those listed under paragraph 7, if they are 
not chemically modified, unless they meet 
the criteria for classification as dangerous 
according to Directive 67/548/EEC.

For natural substances which are not 
exempt, the registration submission, 
information, tests and assessment criteria 
provided for in Annexes VI to X must be 
adjusted in line with the specific character 
of these products by means of draft 
implementing provisions devoted to this 
subject, whose conclusions shall be 
included in Annex XI to this regulation. 

Or. fr

Justification

Registration and assessment present very serious problems for natural substances. Many of 
the tests and methods provided for are inapplicable to them because of the complexity of their 
composition. They are disproportionate because these substances are constantly present in 
nature. The procedure laid down is not appropriate to the situation of their producers, who 
are generally small farmers. A method of registration and assessment tailored to the specific 
characteristics of naturally occurring substances therefore needs to be defined.

Amendment by Chris Davies + Caroline Lucas, Carl Schlyter, Hiltrud Breyer + Frieda 
Brepoels, Anders Wijkman

Amendment 342
ANNEX VII, INTRODUCTORY PART, PARAGRAPH 5

Before new tests are carried out to determine 
the properties listed in this Annex, all 
available in vitro data, in vivo data, historical 
human data, data from valid (Q)SARs and 
data from structurally related substances 
(read-across approach) shall be assessed 
first. In vivo testing with corrosive 
substances at concentration/dose levels 
causing corrosivity shall be avoided. Prior to 
testing, further guidance on testing strategies 
should be consulted in addition to this 
Annex.

Before new tests are carried out to determine
the properties listed in this Annex, all 
available in vitro data, in vivo data, historical 
human data, data from valid (Q)SARs and 
data from structurally related substances 
(read-across approach) shall be assessed 
first. In vivo testing with corrosive 
substances at concentration/dose levels 
causing corrosivity shall be avoided. Prior to 
testing, the registrant must submit a 
proposal and a time schedule for fulfilling 
the information requirements of this Annex 
in accordance with Article 12(1) where this 
involves tests on vertebrate animals, and
further guidance on testing strategies should 
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be consulted in addition to this Annex.

Or. en

(Amendment 329 - first reading)

Justification

Successful First Reading amendment intended to reduce unnecessary animal testing. Linked 
to Amendment of Article 39(1). (Davies)

Linked to Amendment of Article 39(1). In order to prevent animal testing and save costs for 
industry, particularly SMEs, 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 Annex VII should also be 
submitted. (Lucas & others + Brepoels & Wijkman)

Amendment by Ria Oomen-Ruijten

Amendment 343
ANNEX VII, POINT 9.1.2

9.1.2. Growth inhibition study aquatic 
plants (algae preferred)

deleted

9.1.2. The study does not need to be 
conducted if there are mitigating factors 
indicating that aquatic toxicity is unlikely 
to occur for instance if the substance is 
highly insoluble in water or the substance 
is unlikely to cross biological membranes.

Or. en

Justification

The Council introduced a test with algues in Annex VII (1-10t) as an additional test for) for 
testing the aquatic toxicity of a substance, which was neither foreseen in the Commission 
proposal nor in the EP report of the first reading. This test would raise the testing costs of 
Annex VII significantly (approx. 5.000 EUR), without evolving any new information, since 
there is already a test foreseen in Annex VII (1-10t) for aquatic toxicity with daphnie or fish.
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Amendment by Caroline Lucas, Carl Schlyter, Hiltrud Breyer + Chris Davies + Frieda 
Brepoels, Anders Wijkman

Amendment 344
ANNEX VIII, INTRODUCTORY PART, PARAGRAPH 3

Before new tests are carried out to determine 
the properties listed in this Annex, all 
available in vitro data, in vivo data, historical 
human data, data from valid (Q)SARs and 
data from structurally related substances 
(read-across approach) shall be assessed 
first. In vivo testing with corrosive 
substances at concentration/dose levels 
causing corrosivity shall be avoided. Prior to 
testing, further guidance on testing strategies 
should be consulted in addition to this 
Annex.

Before new tests are carried out to determine 
the properties listed in this Annex, all 
available in vitro data, in vivo data, historical 
human data, data from valid (Q)SARs and 
data from structurally related substances 
(read-across approach) shall be assessed 
first. In vivo testing with corrosive 
substances at concentration/dose levels 
causing corrosivity shall be avoided. Prior to 
testing, the registrant must submit a 
proposal and a time schedule for fulfilling 
the information requirements of this Annex 
in accordance with Article 12(1) where this 
involves tests on vertebrate animals, and
further guidance on testing strategies should 
be consulted in addition to this Annex.

Or. en

(Amendment 337 - first reading)

Justification

Linked to Amendment of Article 39(1). In order to prevent animal testing and save costs for 
industry, particularly SMEs, 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 Annex VIII should also be 
submitted. (Lucas & others + Brepoels & Wijkman)

Successful First Reading amendment intended to reduce unnecessary animal testing. Linked 
to Amendment of Article 39(1). (Davies)

Amendment by Ria Oomen-Ruijten

Amendment 345
ANNEX VIII, POINT 8.4.2 AND 8.4.3

8.4.2. In vitro cytogenicity study in 
mammalian cells

8.4.2. In vitro cytogenicity study in 
mammalian cells or in vitro micronucleus 
study
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8.4.2. The study does not usually need to be 
conducted

8.4.2 These studies (8.4.2 and 8.4.3) do not 
usually need to be conducted

– if adequate data from an in vivo
cytogenicity test are available or

- if adequate data from an in vivo test are 
available or

– the substance is known to be carcinogenic 
category 1 or 2 or mutagenic category 1, 2 or 
3.

- the substance is known to be carcinogenic 
category 1 or 2 or mutagenic category 1, 2 or 
3, or the registrant implements and, where 
necessary, recommends risk management 
measure as if this were the case; or
- the chemical safety assessment pursuant 
to Annex I indicates that the risk to 
health/environment with regard to 
exposure for the identified uses is not 
relevant or is adequately controlled, taking 
into account risk management measures. 
Annex XI.3 applies.

8.4.3 Appropriate in vivo mutagenicity 
studies shall be considered in case of a 
positive result in any of the genotoxicity 
studies in Annex V or VI.

8.4.3. A positive result in any of the in vitro 
mutagenicity studies in Annex V or VI may 
be confirmed by conducting another in 
vitro test to confirm the likely mechanism 
and/or repeating the study together with the 
use of an appropriate exogenous metabolic 
system (e.g., human microsomal enzymes). 

Or. en

Justification

Corresponds to Amendment 399 adopted in First Reading.
Cytogenicity studies can be replaced by more reliable ones. Both are non-animal studies. 
1. It should be possible to perform an in vitro micronucleus study instead of in vitro 
cytogenicity study to raise flexibility.
2. The test should only be performed if really necessary taking into account the Risk 
Management Measures.
3. Avoids animal testing.

Amendment by Ria Oomen-Ruijten

Amendment 346
ANNEX VIII, COLUMNS 1 AND 2, POINT 8.7

Column 1
8.7. Reproductive toxicity

Column 1
8.7. Reproductive toxicity
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8.7.1. Screening for 
reproductive/developmental toxicity, one 
species (OECD 421 or 422), if there is no 
evidence from available information on
structurally related substances, from
(Q)SAR estimates or from in vitro methods
that the substance may be a developmental 
toxicant.

8.7.1. An initial assessment of this endpoint 
shall take into consideration all available 
toxicological information (e.g. from the 28-
day or 90-day study), in particular 
information on structurally related 
substances, from (Q)SAR estimates or from 
in vitro methods.

Column 2 Column 2
8.7.1. This study does not need to be 
conducted if:
– the substance is known to be a genotoxic 
carcinogen and appropriate risk 
management
measures are implemented; or
– the substance is known to be a germ cell 
mutagen and appropriate risk management
measures are implemented; or
– relevant human exposure can be 
excluded in accordance with Annex XI 
section 3; or
– a pre-natal developmental toxicity study 
(section 8.7.2 of this Annex) or a two-
generation reproductive toxicity study 
(section 8.7.3 of this Annex) is available. 

8.7.1 If the initial assessment shows that 
there is evidence that the substance may be 
a developmental or reproductive toxicant 
and the company does not introduce and 
recommend appropriate risk management 
measures as if it were classified as 
reprotoxic category 1 or 2, then suitable 
further reprotoxicity testing shall be 
performed by the registrant.
The conditions stated for these studies in 
Annex IX  apply.

If a substance is known to have an adverse 
effect on fertility, meeting the criteria for 
classification as Repr Cat 1 or 2: R60, and 
the available data are adequate to support a 
robust risk assessment, then no further 
testing for fertility will be necessary. 
However, testing for development toxicity 
must be considered.
If a substance is known to cause 
developmental toxicity, meeting the criteria 
for classification as Repr Cat 1 or 2: R61, 
and the available data are adequate to 
support a robust risk assessment, then no 
further testing for developmental toxicity 
will be necessary. However, testing for 
effects on fertility must be considered.
In cases where there are serious concerns 
about the potential for adverse effects on 
fertility or development, either a pre-natal 
developmental toxicity study (Annex IX, 
section 8.7.2) or a two-generation 
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reproductive toxicity study (Annex IX, 
section 8.7.3) may be proposed by the
registrant instead of the screening study.

Or. en

Justification

Corresponds to Amendment 405 adopted in First Reading. 

This test demands a high number of animal tests and is therefore extremely cost-intensive. 
However, it delivers insufficient test results only. Therefore it is proposed to perform an 
initial assessment and depending on those results, other more reliable tests have to be 
performed, if necessary.

Amendment by Dagmar Roth-Behrendt

Amendment 347
ANNEX VIII, COLUMNS 1 AND 2, POINT 8.7.1.

Column 1 Column 1
8.7.1 Screening for 
reproductive/developmental toxicity, one 
species( OECD 421 or 422), if there is no 
evidence from available information on 
structurally related substances, from 
(Q)SAR estimates or from in vitro methods 
that the substance may be a developmental 
toxicant.

8.7.1 Pre-natal developmental toxicity 
study, one species, most appropriate route 
of administration, having regard to the 
likely route of human exposure (B.31 of the 
Commission Regulation on test methods as 
specified in Article 13(2) or OECD 414), if 
there is no sufficient evidence from 
available information on structurally related 
substances, from (Q)SAR estimates or from 
in vitro methods that the substance may be a 
developmental toxicant.

Column 2 Column 2
In cases where there are serious concerns 
about the potential for adverse effects on 
fertility or development, either a prenatal 
developmental toxicity study (Annex IX, 
section 8.7.2) or a two generation 
reproductive toxicity study (Annex IX, 
section 8.7.3) may be proposed by the 
registrant instead of a screening study.

If no short term repeated dose toxicity 
study or sub-chronic toxicity study are 
available or these studies have not 
addressed the analysis of reproductive 
organs, a screening test for 
reproductive/developmental toxicity 
(OECD TG 421 or 422) should be 
considered. 
In cases where there are serious concerns 
about the potential for adverse effects on 
fertility a one-generation study (OECD 
415) may be proposed by the registrant 
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instead of the screening study.

Or. en

Justification

Only the recent Reach Implementation Projects revealed that the number of animals used for 
registration could tremendously exceed former estimations. Notably in field of reproductive 
toxicity, which consumes more than 70% of all animals for REACH, animal tests could be 
more than halved whilst the information gained is minimally affected.

In Annex VIII the (debatable) test OECD 421 is replaced by OEDC 414. This would provide 
even more information on the effects to the unborn and adverse effects to mammalian fertility.  
Linked to amendments on Annexes IX and X.

Amendment by Dagmar Roth-Behrendt

Amendment 348
ANNEX IX, POINT 8.7., RIGHT COLUMN, INDENT 3

- the substance is of low toxicological 
activity (no evidence of toxicity seen in any 
of the tests available), it can be proven from 
toxicokinetic data that no systemic 
absorption occurs via relevant routes of 
exposure (.e.g. plasma/blood concentrations 
below the detection limit using a sensitive 
method and absence of the substance and of 
metabolites of the substance in urine, bile or 
exhaled air) and there is no or no significant 
human exposure.

- the substance is of low toxicological 
activity (no evidence of toxicity seen in any 
of the tests available), it can be proven from 
toxicokinetic data that no systemic 
absorption occurs via relevant routes of 
exposure (.e.g. plasma/blood concentrations 
below the detection limit using a sensitive 
method and absence of the substance and of 
metabolites of the substance in urine, bile or 
exhaled air) or there is no or no significant 
human exposure.

Or. en

Justification

See am. on Annex VIII by the same author. In Annex IX,  a two-generation study is replaced 
by the one-generation OECD 415 test extended with additional endpoints which are normally 
covered by the two-generation study (L. Cooper et al. in Critical reviews in Toxicology, 
36:69-98, 2006). All relevant parameters of reproductive toxicity are hereby covered with the 
advantage of reducing the number of animals up to 50%. According to recent studies, the 
predictive value of animal tests for human pregnancy is limited. Sufficient information can 
also be gained through the proposed alternative.
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Amendment by Dagmar Roth-Behrendt

Amendment 349
ANNEX IX, POINT 8.7.2, RIGHT COLUMN

8.7.2 The study shall be initially performed 
on one species. A decision on the need to 
perform a study at this tonnage level or the 
next on a second species should be based on 
the outcome of the first test and all other 
relevant available data.

8.7.2 The study shall be initially performed   
on one species. A decision on the need to 
perform a study on a second species should 
be based on the outcome of the first test and 
all other relevant available data.

Or. en

Justification

See am. on Annex VIII by the same author. In Annex IX,  a two-generation study is replaced 
by the one-generation OECD 415 test extended with additional endpoints which are normally 
covered by the two-generation study (L. Cooper et al. in Critical reviews in Toxicology, 
36:69-98, 2006). All relevant parameters of reproductive toxicity are hereby covered with the 
advantage of reducing the number of animals up to 50%. According to recent studies, the 
predictive value of animal tests for human pregnancy is limited. Sufficient information can 
also be gained through the proposed alternative.

Amendment by Dagmar Roth-Behrendt

Amendment 350
ANNEX IX, POINT 8.7.3

Column 1 Column 1
8.7.3 Two-generation reproductive toxicity 
study, one species, male and female, most 
appropriate route of administration, having 
regard to the likely route of human exposure, 
if the 28-day or 90-day study indicates 
adverse effects on reproductive organs or 
tissues.

8.7.3 One- generation reproductive toxicity 
study, one species, male and female, most 
appropriate route of administration, having 
regard to the likely route of human exposure, 
if the 28-day or 90-day study indicates 
adverse effects on reproductive organs or 
tissues.

Column 2 Column 2

8.7.3 The study shall be initially performed 
on one species. A decision on the need to 
perform a study at this tonnage level or the 
next on a second species should be based 
on the outcome of the first test and all other 
relevant available data
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Or. en

Justification

See am. on Annex VIII by the same author. In Annex IX,  a two-generation study is replaced 
by the one-generation OECD 415 test extended with additional endpoints which are normally 
covered by the two-generation study (L. Cooper et al. in Critical reviews in Toxicology, 
36:69-98, 2006). All relevant parameters of reproductive toxicity are hereby covered with the 
advantage of reducing the number of animals up to 50%. According to recent studies, the 
predictive value of animal tests for human pregnancy is limited. Sufficient information can 
also be gained through the proposed alternative.

Amendment by Dagmar Roth-Behrendt

Amendment 351
ANNEX X, POINT 8.7.3., LEFT COLUMN

8.7.3 Two-generation reproductive toxicity 
study, one species, male and female, most 
appropriate route of administration, having 
regard to the likely route of human exposure, 
unless already provided as part of Annex 
IX requirements.

8.7.3 One- generation reproductive toxicity 
study, one species, male and female, most 
appropriate route of administration, having 
regard to the likely route of human exposure. 

A decision on the need to include 
additional endpoints from current 
guidelines into the study in order to 
evaluate post-natal effects  should be 
considered.

Or. en

Justification

See amend. on Annex VIII by the same author. Here,  a two-generation study is replaced by 
the one-generation OECD 415 test extended with additional endpoints which are normally 
covered by the two-generation study (L. Cooper et al. in Critical reviews in Toxicology, 
36:69-98, 2006). All relevant parameters of reproductive toxicity are hereby covered with the 
advantage of reducing the number of animals up to 50%. According to recent studies, the 
predictive value of animal tests for human pregnancy is limited. Appropriate information can 
also be gained through the proposed alternative.
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Amendment by Ria Oomen-Ruijten, Vittorio Prodi + Marie-Noëlle Lienemann, Anne Ferreira 
+ Françoise Grossetête

Amendment 352
ANNEX XI, POINT 1.5, PARAGRAPH 3 A (new)

The endpoints for classification and for 
risk assessment of substances that are 
complex and of variable composition may 
also be determined from data on their 
significant constituents using their highest 
concentration in the substance. The 
Agency, after consulting the stakeholders 
concerned and other interested parties, 
shall issue a detailed and scientifically 
justified methodology within two years 
from the adoption of this Regulation.

Or. en

Justification

Corresponds to Amendment 966 First Reading. 

It seeks to substantiate the Grouping of substances and read-across approach allowing 
registration per group of substances and thereby significantly decreasing the number of 
dossiers submitted for registration. The amendment also provides for the obligation for the 
Commission to issue a detailed methodology. (Oomen-Ruijten & Prodi)

This amendment is intended to support the grouping of substances and the read-across 
approach, making it possible to register substances by group and thus significantly reduce the 
number of registration submissions. The amendment also comprises a requirement for the 
Commission to communicate a detailed methodology.

Tabling of Amendment 966 from the first reading by the European Parliament. (Lienemann & 
Ferreira)

Reinstatement of Amendment 966 adopted at first reading. Proposes different provisions for 
natural substances. (Grossetête)

Amendment by Dagmar Roth-Behrendt

Amendment 353
ANNEX XI, POINT 1.5, PARAGRAPH 3 A (new)

The endpoints for classification and for 
risk assessment of substances that are 
complex and of variable composition may 
also be determined from data on their 
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significant constituents using their highest 
concentration in the substance. The 
Agency, after consulting relevant 
stakeholders and other interested parties, 
shall issue a detailed and scientifically 
justified methodology for the grouping of 
substances within five years from the 
adoption of this Regulation

Or. en

Justification

Reinstates amendment 966 as adopted in first reading but gives the Agency a prolonged 
timeframe for setting up a methodology for the treatment of complex substances. Complex 
substances vary when it comes to their exact composition. Therefore, a special treatment 
during the registration is justified.

Amendment by Ria Oomen-Ruijten

Amendment 354
ANNEX XI, POINT 3

3.1. Testing in accordance with sections 8.6 
and 8.7 of Annex VIII, Annex IX and 
Annex X may be omitted, based on the 
exposure scenario(s) developed in the 
Chemical Safety Report.

3.1. Testing in accordance with Annex IX 
and Annex X, and where specified in Annex 
VIII may be omitted, based on the exposure 
scenario(s) developed in the Chemical 
Safety Report.

3.2. In all cases, adequate justification and 
documentation shall be provided. The 
justification shall be based on an exposure 
assessment in accordance with section 5 of 
Annex I and be consistent with the criteria 
adopted pursuant to section 3.3, and the 
specific conditions of use must be 
communicated through the chemical supply 
chain in accordance with Articles 31 or 32. 

3.2. In all cases, adequate justification and 
documentation shall be provided, including 
the following:
(i) the types of environmental 

compartments;
(ii) the human populations exposed;
(iii) the risk management measures;
(iv) the routes of exposure;
(v) the duration and frequency of 

exposure;
(vi) protection of animal lives.
The justification shall be based on an 
exposure assessment in accordance with 
section 5 of Annex I and be consistent with 
the criteria adopted pursuant to section 3.3, 
and the specific conditions of use must be 
communicated through the chemical supply 
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chain in accordance with Articles 31 or 32.
3.3. The Commission shall adopt criteria 
defining what constitutes adequate 
justification under Section 2 in accordance 
with the procedure referred to in Article 
132(3) by ...*.

3.3. The Commission shall adopt criteria 
defining what constitutes adequate 
justification under Section 2 in accordance 
with the procedure referred to in Article 
132(3) by ...*.

Or. en

Justification

Corresponds to Amendment 389 adopted in First Reading. 

In order to prevent animal testing and save costs for industry, particularly SMEs, testing 
should be tailored to fulfil relevant information requirements only. Therefore it is necessary 
to ensure that it is possible to waive testing requirements where there is no relevant exposure.

Amendment by Guido Sacconi

Amendment 355
ANNEX XI, POINT 3.3

3.3. The Commission shall adopt criteria 
defining what constitutes adequate 
justification under Section 2 in accordance 
with the procedure referred to in Article 
132(3) by …*.

3.3. The Commission shall adopt criteria 
defining what constitutes adequate 
justification under Section 2 in accordance 
with the procedure referred to in Article 
132(3a) by …*.

Or. en

Justification

The amendment is needed to align the text to the provisions of the new "commitology" 
Decision, and in particular to replace the ordinary "regulatory committee" procedure with 
the "regulatory committee with scrutiny", since the measures concerned are measures of 
general scope designed to amend non-essential elements of the draft legislation.

Amendment by Ria Oomen-Ruijten

Amendment 356
ANNEX XII, INTRODUCTION, PARAGRAPHS 1 AND 2

1. The purpose of this Annex is to set out 
how downstream users are to assess and 

1. The purpose of this Annex is to set out 
how downstream users are to assess and 
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document that the risks arising from the 
substance(s) they use are adequately 
controlled during their use for a use not 
covered by the Safety Data Sheet supplied to 
them and that other users further down the 
supply chain can adequately control the 
risks. The assessment shall cover the life-
cycle of the substance, from its receipt by 
the downstream user, for his own uses and 
for his identified uses further down the 
supply chain. The assessment shall consider 
the use of the substance on its own, in a 
preparation or in an article. 

document that the risks arising from the 
substance(s) they use are adequately 
controlled during their use for a use not 
covered by the safety data sheet supplied to 
them and that other users further down the 
supply chain can adequately control the 
risks. The assessment shall cover the life-
cycle of the substance, from its receipt by 
the downstream user, for his own uses and 
for his identified uses in quantities of 1 
tonne or more per year further down the 
supply chain. The assessment shall consider 
the use of the substance on its own, in a 
preparation or in an article.

In carrying out the chemical safety 
assessment and producing the Chemical 
Safety Report, the downstream user shall 
take account of information received from 
the supplier of the chemical in accordance 
with Article 31 and 32 of this Regulation.
Where available and appropriate, an 
assessment carried out under Community 
legislation, (e.g. risk assessments completed 
under Regulation (EEC) No 793/93) shall 
be taken into account in the chemical 
safety assessment and be reflected in the 
Chemical Safety Report. Deviations from 
such assessments shall be justified. 
Assessments carried out under other 
international and national programmes 
may also be taken into
account.

In carrying out the chemical safety 
assessment and producing the Chemical 
Safety Report, the downstream user shall 
take account of information received from 
the supplier of the chemical in accordance 
with Article 31 and 32 of this Regulation.

Or. en

Justification

Corresponds to Amendment 865 adopted in First Reading. 

It improves workability by setting a volume limit for performing a chemical safety assessment. 
Makes Annex I consistent with Article 36, Paragraph 4c. 
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Amendment by Erna Hennicot-Schoepges, Anders Wijkman

Amendment 357
ANNEX XIII, PARAGRAPH 2 A (new)

The testing and assessment of many PBT
and vPvB candidate substances create 
technical challenges. Thus, modifications 
of standard tests may be needed. Therefore, 
because the test results may not be directly 
related to a half-life in an environmental 
compartment or a BCF, expert judgement 
will be needed to determine whether the 
criteria are fulfilled.

Or. en

Justification

This amendment is based on new information from a REACH Implementation Project (RIP). 
It emerged from a RIP that the type of data admissible for consideration under the Annex XIII 
criteria for P and B is too restrictive and fail to take account of the real world situation 
regarding test data availability. For the majority of known PBT chemicals their 
persistence/half-life has been extrapolated from other tests (such as the ‘ready test’) and as 
such they can't legally be said to meet the Annex XIII criterion. In the current list of HPV 
PBTs there is actually only 1 substance (endosulfan) which fulfils the Annex XIII criteria. All 
the others PB(T)s would be 'equivalent concern' PBTs. Furthermore, many proposed UNEP 
POPs also do not meet the Annex XIII criteria. 

Amendment by Ria Oomen-Ruijten

Amendment 358
ANNEX XVII, POINT 18, PARAGRAPH 2

2. The placing on the market of batteries 
and accumulators, containing more than 
0,0005% of mercury by weight, including in 
those cases where these batteries and 
accumulators are incorporated into 
appliances shall be prohibited. Button cells 
and batteries composed of button cells with 
a mercury content of no more than 2% by 
weight shall be exempted from this 
prohibition.

deleted
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Justification

This provision would duplicate the planned new directive on batteries. The Commission 
proposal (2003/0282 (COD)) for this directive (Article 4) provides that Member States shall 
prohibit the marketing of batteries or accumulators as referred to in Article 18 of Annex XVII 
to the REACH Regulation. The exemption from the ban is also identical. On 3 May 2006, 
agreement was reached on the batteries directive under the conciliation procedure, so that 
Parliament and the Council are expected to adopt and publish the final version of the 
directive in the next few months. Thus there is no need for further provisions on the subject in 
the REACH Regulation. Moreover, it is correct on substantive grounds that the planned ban 
on substances in batteries should figure in the batteries directive.


