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Proposal for a regulation (COM(2003) 0644 – C6-0530/2003 – 2003/0245(COD))

Text proposed by the Commission Amendments by Parliament

Amendment by Dagmar Roth-Behrendt

Amendment 1046
ANNEX I, part 0, paragraph 0.2

0.2. The chemical safety assessment shall 
address all the identified uses. 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.

0.2 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 (including the waste phase, 
notwithstanding Article 2(1)(d) of this 
Regulation) 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 
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substance with the known or reasonably 
foreseeable exposure of man and/or the 
environment to that substance.

Or. en

Justification

See amendment on Article 2, paragraph 1 (e) and on Article 13.

Amendment by Chris Davies

Amendment 1047
ANNEX I, part 0, paragraph 0.4, subparagraph 4

If the manufacturer or importer considers 
that further information is necessary for 
producing his chemical safety report and that 
this information can only be obtained by 
performing tests in accordance with Annex 
VII or VIII using vertebrate animals, he shall 
submit a proposal for a testing strategy, 
explaining why he considers that additional 
information is necessary and record this in 
the chemical safety report under the 
appropriate heading. While waiting for 
results of further testing, he shall record the 
risk management measures he has put in 
place in his chemical safety report.

If the manufacturer or importer considers 
that further information is necessary for 
producing his chemical safety report and that 
this information can only be obtained by 
performing tests in accordance with Annex 
VI, VII or VIII using vertebrate animals, he 
shall submit a proposal for a testing strategy, 
explaining why he considers that additional 
information is necessary and record this in 
the chemical safety report under the 
appropriate heading. While waiting for 
results of further testing, he shall record the 
risk management measures he has put in 
place in his chemical safety report.

Or. en

Justification

Linked to Amendments of Recital 47 and Article 11 (1). In order to prevent animal testing and 
save costs for industry, and as data from animal tests should only be provided if necessary for 
the safety assessment of a substance, testing proposals involving tests on vertebrate animals 
for provision of the information specified in Annex VI should also be submitted.
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Amendment by Jonas Sjöstedt

Amendment 1048
ANNEX I, part 0, paragraph 0.5, subparagraph 2

If as a result of steps 1 to 4 the manufacturer 
or importer concludes that the substance or 
the preparation meets the criteria for 
classification as dangerous according to 
Directive 67/548/EEC or Directive 
1999/45/EC or is assessed to be a PBT or 
vPvB, the chemical safety assessment shall 
also consider the following steps:

If as a result of steps 1 to 4 the manufacturer 
or importer concludes that the substance or 
the preparation meets the criteria for 
classification as dangerous according to 
Directive 67/548/EEC or Directive 
1999/45/EC or is assessed to be a PBT or 
vPvB or there are other reasonable 
grounds for concern, the chemical safety 
assessment shall also consider the following 
steps:

Or. en

Justification

It is not reasonable to automatically eliminate exposure assessment and risk characterisation 
for substances which will not be classified or which are not PBT/vPvB, as proposed. This is 
not in line with the principles on risk assessment that are the basis for the REACH proposal. 
For example exposure to high volume substances that are used locally in larger quantities 
may lead to effects in the local environment even though the substance does not meet the 
requirements for environmental classification. According to one of the fundamental principles 
of toxicology it is the amount of exposure that determines whether there is an effect. It is not 
reasonable to ignore this.

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

Amendment 1049
ANNEX I, part 1, paragraph 1.0.2.

1.0.2. The human health hazard assessment 
shall consider the following groups of 
potential effects: (1) toxicokinetics, 
metabolism and distribution, (2) acute 
effects (acute toxicity, irritation and 
corrosivity), (3) sensitisation, (4) repeated 
dose toxicity and (5) CMR effects 
(carcinogenity, mutagenicity and toxicity for 
reproduction). Based on all the available 
information, other effects shall be 
considered when necessary.

1.0.2. The human health hazard assessment 
shall consider the following groups of 
potential effects: (1) toxicokinetics, 
metabolism and distribution, (2) acute
effects (acute toxicity, irritation and 
corrosivity), (3) sensitisation, (4) repeated 
dose toxicity and (5) CMR effects 
(carcinogenity, mutagenicity and toxicity for 
reproduction), using for this the tests and 
(Q)SAR models approved by the Agency. 
Based on all the available information, other 
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effects shall be considered when necessary. 

Or. es

Justification

The use by small- and medium-size enterprises of the approved tests and models will 
contribute to greater legal certainty and make for a prior selection procedure that eliminates 
possible irregularities.

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

Amendment 1050
ANNEX I, part 1, paragraph 1.4.1.

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. 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 possibly for certain 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 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:

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. 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 data and from intra – and inter-
species variations;

(i) the uncertainty arising, among other 
factors, from the variability in the 
experimental data and from intra – and inter-
species variations;
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(ii) the nature and severity of the effect; (ii) the nature and severity of the effect;
(iii) the human population to which the 
quantitative and/or qualitative information 
on exposure applies.

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

(iii a) particular susceptibilities of 
vulnerable populations;
(iiii 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

The European Parliament considered that ‘protecting the health of children against 
environment-related diseases is an essential investment with a view to ensuring adequate 
human and economic development’ (Paulsen Report on European Environment and Health 
Strategy) and asked for specific restrictions on chemicals for high-risk sections of the 
population (Ries report on European Environment and Health Action Plan) . REACH should 
always consider vulnerable populations. (Schlyter and others)

On the 23rd February 2005, the European Parliament adopted a resolution on the European 
Environment and Health Action Plan 2004-2010 (A6-0008/2005 ) in which it called ‘on the 
Commission to ensure that all risk assessments that will be undertaken should specifically 
address the risks for foetuses, infants and children, where there is potential exposure of these 
particularly vulnerable groups. (Frédérique Ries and others)

Amendment by Dan Jørgensen, Åsa Westlund, Riitta Myller

Amendment 1051
ANNEX I, part 1, paragraph 1.4.1, point (iii) a, b, c, d (new)

(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;
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(iii d) uncertainties regarding the quality of 
data and overall confidence in the 
database;

Or. en

Justification

The European Parliament has pointed out that current risk assessment methodologies do not 
specifically consider foetuses, infants and children and the wide range of exposure patterns 
that exist within this population´ under the REACH proposal (Report on European 
Environment and Health Strategy A5-0193/2004 Marit Paulsen).

Amendment by Dagmar Roth-Behrendt

Amendment 1052
ANNEX I, part 4, paragraph 4.2 (Step 2)

If the substance fulfils the criteria an 
emission characterisation shall be conducted 
comprising the relevant parts of the exposure 
assessment as described in Section 5. In 
particular it shall contain an estimation of 
the amounts of the substance released to the 
different environmental compartments 
during all activities carried out by the 
manufacturer or importer and all identified 
uses, and an identification of the likely 
routes by which humans and the 
environment are exposed to the substance.

If the substance fulfils the criteria an 
emission characterisation shall be conducted 
comprising the relevant parts of the exposure 
assessment as described in Section 5. In 
particular it shall contain an estimation of 
the amounts of the substance released to the 
different environmental compartments 
during all activities carried out by the 
manufacturer or importer and all identified 
uses in quantities of 1 tonne or more per 
year, and an identification of the likely 
routes by which humans and the 
environment are exposed to the substance.

Or. en

Justification

See amendment on Article 13.

Amendment by Dagmar Roth-Behrendt

Amendment 1053
ANNEX I, part 5, paragraph 5.1.1., sub-paragraph 1

5.1.1. Exposure scenarios shall be developed 
for manufacture in the Community, 

5.1.1. Exposure scenarios shall be developed 
for manufacture in the Community, 
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manufacturer’s and importer’s own use, and 
all identified uses.

manufacturer’s and importer’s own use, and 
all identified uses in quantities of 1 tonne or 
more per year.

Or. en

Justification

See amendment to Article 13.

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

Amendment 1054
ANNEX I, Part 5, paragraph 5.1.1 

5.1.1 Exposure scenarios shall be developed 
for manufacture in the Community, 
manufacturer’s and importer’s own use, and 
all identified uses. An exposure scenario is 
the set of conditions that describe how the 
substance is manufactured or used during its 
life-cycle and how the manufacturer or 
importer controls, or recommends 
downstream users to control, exposures of 
humans and the environment. These 
exposure scenarios may be as wide-ranging 
or specific as necessary. The exposure 
scenario shall be presented under the 
relevant heading of the chemical safety 
report, and summarised in an annex to the 
safety data sheet, using an appropriate short 
title giving a brief general description of the 
use. In particular, an exposure scenario 
includes, where relevant, a description of:

5.1.1 Exposure scenarios shall be developed 
for manufacture in the Community, 
manufacturer’s and importer’s own use, and 
all identified uses as referred to in Article 3, 
paragraph 25. An exposure scenario is the 
set of conditions that describe how the 
substance is manufactured or used during its 
life-cycle and how the manufacturer or 
importer controls, or recommends 
downstream users to control, exposures of 
humans and the environment. These 
exposure scenarios may be categorised in 
accordance with the definition in Article 3, 
paragraph 30 and may be as wide-ranging 
or specific as necessary. The exposure 
scenario shall be presented under the 
relevant heading of the chemical safety 
report, and summarised in an annex to the 
safety data sheet, using an appropriate short 
title giving a brief general description of the 
use. In particular, an exposure scenario 
includes, where relevant, a description of:

Or. de

Justification

The use and exposure categories are structured in such a way as to make it possible to 
describe all types of identified uses by means of a combination of the relevant elements. They 
combine specific exposure situations and describe all the conditions which determine 
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exposure.

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

Amendment 1055
ANNEX I, Part 5, paragraph 5.2.6 (new) 

Valid estimates of exposure levels may be 
simplified by using special IT tools, 
including sector-specific IT tools, where 
they are available.

Or. de

Justification

To help SMEs to comply with their obligations, specific and specialised IT tools to assess 
exposure exist or can be developed.

Amendment by Jonas Sjöstedt

Amendment 1056
ANNEX I, part 6, paragraph 6.5., sub-paragraph 2

For substances satisfying the PBT and vPvB 
criteria, the manufacturer or importer shall 
use the information as obtained in Section 5, 
Step 2 when implementing on its site, and 
recommending for downstream users, risk 
management measures which minimise 
exposures to humans and the environment.

For non-threshold CMR substances and 
substances satisfying the PBT and vPvB 
criteria, the manufacturer or importer shall 
use the information as obtained in Section 5, 
Step 2 when implementing on its site, and 
recommending for downstream users, risk 
management measures which minimise 
exposures to humans and the environment.

Or. en

Justification

In Annex I, 6.4 ”adequate control” for an exposure scenario is defined. For substances 
without a threshold value or a Derived No-Effect Levels a qualitative assessment shall be 
made of the likelihood of an effect in the given exposure scenario. For PBT and vPvB 
substances the information about riskreducing measures that has been obtained in the 
exposure assessment shall be used to minimise exposure for human health and the 
environment.
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Amendment by Jutta D. Haug, Klaus Hänsch, Bernhard Rapkay, Helmut Kuhne, Mechtild 
Rothe

Amendment 1057
ANNEX I, Part 7, Table, PART A, -1 (new) 

(-1new) Description of the use and 
exposure categories covered. 

Or. de

Justification

Use and exposure categories are the main instrument for a structured transfer of information 
on risk management measures, exposure target values (e.g. DNEL, PNEC) and conditions of 
use at the various stages of the economic process. They assist economic operators and the 
drawing up of a safety data sheet for the first downstream user.

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

Amendment 1058
ANNEX I a, part 1, paragraph 1.2, sub-paragraph 1

Indicate the uses of the substance or 
preparation as far as they are known. Where 
there are many possible uses, only the most 
important or common uses need be listed.
This shall include a brief description of what 
it actually does, e.g. flame retardant, anti-
oxidant, etc.

Indicate the uses of the substance or 
preparation as far as they are known. 
(deletion) This shall include a brief 
description of what it actually does, e.g. 
flame retardant, anti-oxidant, etc.

Or. it

Justification

This amendment aims to avoid uncommon uses being excluded, and therefore pointless 
additional registrations.

Amendment by Guido Sacconi, Jonas Sjöstedt

Amendment 1059
ANNEX I a, Part 3, paragraph 3.3a (new)



PE 357.826v01-00 10/100 AM\565939EN.doc

EN

3.3 a For preparations not fulfilling the 
requirements of 3.2 and 3.3 and for which 
the PNEC of the used substances is lower 
than 500 µg/litre, the quantity, 
biodegradation (eliminability) and logPOW 
shall be communicated to the downstream 
user in accordance with the requirements 
of articles 34 and 35.

Or. en

Justification

A substance may be critical during the use, if the downstream user has a “weak” pre-flooder 
and the PNEC of the substance is lower than 500 µg/l. These are relevant properties of the 
substances that are necessary to be communicated to downstream users if they have to 
perform an exposure assessment and a chemical safety report in accordance with articles 34 
and 35.

Amendment by Elisabeth Jeggle, Thomas Ulmer, Anja Weisgerber

Amendment 1060
ANNEX I a a (new)
Annex I aa (new)

Use and exposure categories (UEC)

When registering a substance pursuant to Article 9 or pre-registering it pursuant to Article 
26, manufacturers or importers of the substance shall submit, in addition to data on the use 
of the substance in accordance with its intended purpose, the following information:

1. Data on categories of use:

1.1 Industrial under the following conditions: 
high standard of competence 
high standard of supervision
high standard of technical measures

1.2 Professional under the following conditions: 
various standards of competence 
low standard of supervision
low standard of technical measures

1.3 Use by a consumer / private use under the following conditions: 
low standard of competence
no supervision
no technical or personal protective measures 
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more sensitive groups, e.g. children and older people

2. Data on exposure categories:
categorisation of exposure according to

2.1 relevant routes of exposure of human beings:
2.1.1. oral,
2.1.2 by inhalation,
2.1.3 dermal

2.2 routes of emission into the environment:
2.2.1 air,
2.2.2 water,
2.2.3 soil,
2.2.4 biota

2.3 duration and frequency of exposure:
2.3.1 once,
2.3.2 brief,
2.3.3 recurrent,
2.3.4 long-term.

3. Use and exposure categories for purposes of registration or pre-registration are obtained 
by means of combined use of the data referred to at 2. The Agency may specify a format 
pursuant to Article 108. 

Or. de

Justification

A matrix of use and exposure categories using the format prescribed pursuant to Article 108 
will provide the downstream user with combined information about exposure categories, limit 
values and exemplary protective measures to enable the limit value concerned to be complied 
with. Thus, by comparing his specific use with the UEC, the user of a substance can 
ascertain: 

- whether his use corresponds to one or more UECs,
- whether he needs to modify the exposure assessment,
- whether he must take measures, and what.

Amendment by Jonas Sjöstedt

Amendment 1061
ANNEX I b
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ANNEX I b
CHEMICAL SAFETY ASSESSMENTS 

FOR PREPARATIONS

This ANNEX is deleted

Or. en

Justification

Annex 1b on chemical safety assessments for preparations should be deleted. The reasons are 
that the scientific base is still too weak and the practical application of the proposed 
provisions will prove extremely difficult. A chemical safety report for a single substance is a 
much more straightforward task to complete. Preparations are a mixture of substances and 
the methodology proposed here is not reliable enough. The effect of a deletion will be that 
conventional methods will be used.

Amendment by Anja Weisgerber, Elisabeth Jeggle, Thomas Ulmer

Amendment 1062
ANNEX I b

A chemical safety assessment for a 
preparation shall be conducted in accordance 
with Annex I with the following 
modifications:

A chemical safety assessment for a 
preparation, except where substances are 
excluded pursuant to Article 13(2), shall be 
conducted in accordance with Annex I with 
the following modifications:

Or. de

Justification

For safety assessments of preparations, the only relevant data is that concerning substances 
which exceed certain minimum concentrations. Pursuant to Article 13(2), a chemical safety 
assessment need not be performed for a substance which is present in a preparation if the 
concentration of the substance in the preparation is less than the values shown in 
subparagraphs (a) to (e). In the interests of greater clarity, corresponding provisions should 
be inserted in Annex Ib, 'Chemical safety assessments for preparations', as the formulations in 
Annex Ib, e.g. 'each substance in the preparation' or 'all substances in the preparation', are 
misleading.

Amendment by Dagmar Roth-Behrendt

Amendment 1063
ANNEX I b a (new)
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ANNEX I b a (new)
Guidance on safe use:

If no safety data sheet is required, the following information shall be required:

1. First-aid measures (safety data sheet heading 4)

2. Fire-fighting measures (safety data sheet heading 5)

3. Accidental release measures (safety data sheet heading 6)

4. Handling and Storage (safety data sheet heading 7)

5. Transport information (safety data sheet heading 14)

6. Exposure Controls/Personal Protection (safety data sheet heading 8)

7. Stability and Reactivity (safety data sheet heading 10)

8. Disposal considerations 

8.1 Disposal considerations (safety data sheet heading 13)

8.2 Information on recycling and methods of disposal for industry

8.3 Information on recycling and methods of disposal for the public

Or. en

Justification

This information is not new compared to the Commission proposal. It contains the old point 5 
of Annex IV of the Commission proposal which is moved to this new Annex Ib a (new), as it 
contains information on risk management for substances which are not classified as 
dangerous, by following the structure of the safety data sheet Annex Ia. (amendment linked to 
Annex I)

Amendment by Mojca Drčar Murko

Amendment 1064
ANNEX I b a (new)

ANNEX I b a (new)
Criteria for substances registered in quantities below 10 tonnes for which further 

information may be required

Two or more of the following criteria:

(a) substances for which no information has been submitted on human health or 
environmental endpoints;

(b) substances for which QSARs or other evidence indicate that they are likely to meet the 
criteria for classification as carcinogenic, mutagenic or toxic for reproduction, category 1 
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or 2, or to fulfil the criteria in Annex XII, and for which no relevant information is 
available;

(c) substances with dispersive or diffuse use(s) where exposure cannot be reliably 
estimated, particularly where such substances are incorporated into consumer products;

(d) substances which have been registered by at least 20 registrants; provided those 
registrants have not shown that there is no significant exposure, or QSARs or other 
evidence have not indicated a possible hazard;

(e) substances that have been identified as possible substitutes for other substances subject 
to authorisation or restrictions, unless QSARs or other evidence have not indicated a 
possible hazard;

(f) substances for which results of enforcement or monitoring activities in the Member 
States have identified suspicions of risks to human health or the environment. 

Or. en

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

Amendment 1065
ANNEX I b a (new)
ANNEX I b a (new)

(a) Construction products within the scope of Council Directive 89/106/EEC as amended by 
Directive 93/68/EEC;

(b) Medicinal products for human or veterinary use within the scope of Council Regulation 
(EEC) No 2309/93, Directive 2001/82/EC of the European Parliament and of the Council 
and Directive 2001/83/EC of the European Parliament and of the Council;

(c) Foodstuffs within the scope of European Parliament and Council Regulation 
178/2002/EC, including food additives within the scope of Council Directive 89/107/EEC 
and flavourings/flavouring substances within the scope of Council Directive 88/388/EC and 
Commission Decision 1999/217/EC 

(d) Feeding stuffs within the scope of European Parliament and Council Regulation (EC) 
178/2002/EC, including feed additives within the scope of European Parliament and 
Council Regulation 1831/2003 (replacing Council Directive 70/524/EEC);

(e) Animal nutrition products within the scope of Council Directive 82/471/EEC;

(f) Medical devices;

(g) Food-contact materials within the scope the Regulation on Materials and Articles 
Intended to Come into Contact with Food 1935/2004 replacing Council Directive 
89/109/EEC;

(h) Plant protection products within the scope of Council Directive 91/414/EEC;
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(i) Biocidal products within the scope of Council Directive 98/8/EC;

(j) Electrical and electronical appliances within the scope if Directive 2002/95/EC on the 
restriction of the use of certain hazardous substances in electrical and electronic 
appliances;

(k) Batteries and accumulators within the scope of Directive 91/157/EEC on batteries and 
accumulators containing certain hazardous substances.

Or. en

Justification

Annex I b (new) groups all the references to Community legislation that cover aspects that 
should not be duplicated in REACH.

This amendment is related to the amendment to art. 2, paragraph 1, point (ea new)

Amendment by Christofer Fjellner

Amendment 1066
ANNEX II, paragraphs -1 and -2 (new)

ANNEX II, paragraphs -1 and -2 (new)

- 1. Definition

This Annex contains substances which are exempt from registration. The Annex covers 
naturally occurring substances and compounds which mainly consist thereof, in respect of 
which there is lengthy experience unequivocally indicating the absence of risk or very low 
risks of causing ill-health or negative environmental effects.

- 2. Revision

(i) during pre-registration, the Agency shall add those substances which fall under the 
definition.

( ii)  after evaluation, the Agency shall add those substances which it deems to constitute no 
risk or low risk of causing ill-health or negative environmental effects.

Or. sv

Justification

There is currently no definition for the substances listed in Annex II, e.g. water and ascorbic 
acid. Adding a definition clarifies the text and also makes revision possible. 

Although we add substances to Annex II during the legislative process, we are convinced that 
it will not be exhaustive. We would therefore like a revision at an early stage but also on a 
rolling basis during the process as we acquire more knowledge. Without our amendments, 
several substances will have to be registered for a considerably long time in the future despite 
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the fact that the Agency knows that those substances do not constitute a risk.

Amendment by Ria Oomen-Ruijten, Thomas Ulmer, Miroslav Mikolášik, Eija-Riitta Korhola, 
Péter Olajos, Anja Weisgerber, Renate Sommer, Erna Hennicot-Schoepges, Philippe Busquin 

+ Jorgo Chatzimarkakis, Holger Krahmer + Norbert Glante

Amendment 1067
ANNEX II, new entries

EINECS no    Name/Group    CAS no EINECS no    Name/Group    CAS no
231-096-4      Iron                  7439-89-6

Or. xm

Justification

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 will be potentially subject to considerable testing 
under REACH. Such testing iron would entail the use of a large number of laboratory 
animals. (Oomen-Ruijten and others)

Iron has been used for thousands of years - in the last 150 years chiefly as the main 
component of steel - with no indication that it represents a risk to human health or the 
environment. 
Because iron is produced in large tonnages, the present volume thresholds concept would 
make it subject to highly involved testing under REACH, resulting in extensive animal testing. 
The cost of testing and of registering iron would far outstrip the potential benefit. 
(Chatzimarkakis and others)

Iron should be placed on the list of substances exempted under Article 4(2)(a) from the 
registration requirement. Iron is a substance which has been known and used for centuries. 
The fact that, to date it has not been included in the exemption list is the result of political 
circumstances and not a logical consequence.

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

Amendment 1068
ANNEX II, new entries

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

231-959-9      Oxygen O2 7782-44-7
231-098-5      Krypton Kr     7439-90-9
231-110-9      Neon Ne        7440-01-9
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231-168-5      Helium He          7440-59-7
231-172-7      Xenon Xe      7440-63-3
200-812-7      Methane CH4   78-82-8

Or. it

Justification

Nitrogen, argon and carbon dioxide, all components of air, are excluded from the obligation 
on registration in Annex II. Under Directive 2001/83/EC, an exemption from registration 
already applies to oxygen, provided it is used for medical purposes.
Noble gases cannot fall under Annex III, paragraph 8 as they are not considered dangerous 
within the meaning of Directive 67/548/EEC and because they are already regulated by the 
current regulations applicable to transport (ADR Regulations).
Methane should be included in Annex II because it is the main component of natural gas, 
which is already included in Annex III to the Regulation. 

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

Amendment 1069
ANNEX II, new entries

Oxygen, Krypton, Neon, Helium and 
Xenon should be included in Annex II.

Or. it

Justification

These gases should be included owing to their natural origins and their use for medical 
treatments and environmental protection. (Foglietta and others)

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

Amendment 1070
ANNEX II, new entries

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

232-350-7 Turpentine oil/wood  turpentine
8006-64-2

232-304-6  Crude Tall Oil          8002-26-4
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232-50-64 Ca lignosulphonate  8061-52-7
232-50-59 Na - lignosulphonate 8061-51-6
232-50-85 NH4- lignosulphonate 8061-53-
8
232-51-06  Lignosulphonic acid  8062-15-5

Or. en

Justification

Annex II already contains many naturally occurring substances. In addition, Annex III also 
exempts crude mineral oil and coal and natural gas from registration. This justifies the 
exemption of wood turpentine, crude tall oil, lignosulphonates and other wood components 
from registration requirements by adding them to the list of Annex II.

Amendment by Bogusław Sonik, Eija-Riitta Korhola, Christofer Fjellner, Anders Wijkman, 
Miroslav Ouzký

Amendment 1071
ANNEX II, new entry

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

265-995-8      Cellulose pulp 65996-61-4

Or. en

Justification

Annex II already contains many naturally occurring substances including multi component 
ones. 
Cellulose and starch are made up from the same monomeric saccharide, glucose. Glucose 
and starch are already included in Annex II. Therefore, cellulose pulp should also be added 
to the list of Annex II.  Natural polysaccharide cellulose is the main component of higher 
plant cell walls and is the most abundant organic compounds on earth. Approximately 50 % 
of all biomass materials is cellulose.  Cellulose is not classified as hazardous to human health 
or to the environment.

Amendment by Karl-Heinz Florenz, Ria Oomen-Ruijten

Amendment 1072
ANNEX II, new entries

EINECS no Name/group CAS no
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232-296-4 Peanut oil
Extractives and their physically modified derivatives 
thereof.

8002-03-7

232-370-6 Sesame seed oil
Extractives and their physically modified derivatives 
thereof.

8008-74-0

232-316-1 Palm oil
Extractives and their physically modified derivatives 
thereof.

8002-75-3

232-282-8 Coconut oil
Extractives and their physically modified derivatives 
thereof.

8002-31-8

232-425-4 Palmkernel oil
Extractives and their physically modified derivatives 
thereof.

8023-79-8

266-9-484 Shea butter
Extractives and their physically modified derivatives 
thereof.

294-851-7 Illipe fat
Extractives and their physically modified derivatives 
thereof.

Sal oil 
Extractives and their physically modified derivatives 
thereof.

Almond oil
Extractives and their physically modified derivatives 
thereof.

8007-69-0

Hazelnut oil
Extractives and their physically modified derivatives 
thereof.

Walnut oil
Extractives and their physically modified derivatives 
thereof.

8024-09-7

Cashew nut oil
Extractives and their physically modified derivatives 
thereof.

8007-24-7
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Brazil nut oil
Extractives and their physically modified derivatives 
thereof.

Pistachio nut oil
Extractives and their physically modified derivatives 
thereof.

Macadamia nut oil
Extractives and their physically modified derivatives 
thereof.

Hydrogenated, interesterified and fractionated soybean 
oil
Extractives and their physically modified derivatives 
thereof.

Hydrogenated, interesterified and fractionated 
rapeseed oil
Extractives and their physically modified derivatives 
thereof.

Hydrogenated, interesterified and fractionated 
sunflower oil
Extractives and their physically modified derivatives 
thereof.

Hydrogenated, interesterified and fractionated palm oil
Extractives and their physically modified derivatives 
thereof.

Hydrogenated, interesterified and fractionated coconut 
oil
Extractives and their physically modified derivatives 
thereof.

Hydrogenated, interesterified and fractionated 
palmkernel oil
Extractives and their physically modified derivatives 
thereof.

Soybeans, hulls and meals 
Extractives and their physically modified derivatives 
thereof.

Rapeseed, hulls and meals 
Extractives and their physically modified derivatives 
thereof
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Sunflower seeds, hulls and meals
Extractives and their physically modified derivatives 
thereof.

Or. en

Justification

This annex is taken over from the Annex II of Directive 793/93/EC on the evaluation of 
existing substances. The entries in this annex have never been updated, show many 
inconsistencies that have never been adjusted. These inconsistencies should be lift by 
harmonising and completing these entries.
Most products of concern for the oils and fats sector are of natural origin (vegetable oils or 
made from vegetable oils).
The use of oils and fats as food or feed ingredients indicate that their properties and risks are 
considered to be adequately well known and that these ‘substances’ are safe to human health 
and the environment. They are highly regulated under Regulation 178/2002.
All derivatives from these oils and fats are naturally present in the oil and each component is 
merely extracted unmodified. 
Several oils (sunflower, soybean, safflower, linseed, corn, castor, rapeseed) and derivatives 
(lecithins, fatty acids) are already included in Annex II and exempted from registration. 
The list of oils and fats to be exempted can and should be completed because vegetable oils 
(seed, tropical and nut) share similar physical and chemical properties. There is no legitimate 
reason to exclude selectively several of them as they can be substituted in various 
applications (food, feed, non-food and non-feed).
Hydrogenated, interesterified and fractionated oils and fats are being used extensively in food 
applications such as margarine. Consequently, they are safe to human health and the 
environment.
Vegetable seeds, meals and by-products are being used extensively in feed applications. 
Therefore, they are safe to animal health and welfare, human health and the environment.

Amendment by Norbert Glante

Amendment 1073
ANNEX III, paragraph 6

6. By-products, unless they are imported or 
placed on the market themselves;

6. By-products, unless they are imported or 
placed on the market outside a closed 
system themselves;

Or. de

Justification

By-products of smelting are used to produce energy and heat. Undertakings which smelt ores 
transfer them to electricity and heat producers ('place [them] on the market') in closed 
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systems without any contact with the outside world. Thus they do not present any hazard to 
the environment or human health. Moreover, their use reduces the exploitation of natural 
energy carriers such as natural gas, oil and coal. A registration requirement would unduly 
hamper the use of these by-products.

Amendment by Dagmar Roth-Behrendt + Ria Oomen-Ruijten, Thomas Ulmer, Miroslav 
Mikolášik, Eija-Riitta Korhola, Péter Olajos, Anja Weisgerber, Renate Sommer, Erna 

Hennicot-Schoepges + Werner Langen

Amendment 1074
ANNEX III, paragraph 8

8. Minerals, ores, or substances occurring in 
nature if they are not chemically modified 
during their manufacturing, unless they 
meet the criteria for classification as 
dangerous according to Directive 67/548;

8. Minerals, ores, or substances occurring in 
nature;

Or. xm

Justification

Organic and inorganic substances should be treated equally in the registration process. 
Potential risk arising from minerals, ores or other natural substances can be addressed with 
other Community-legislation or at other stages of REACH. (Roth-Behrendt)

The basic raw materials for the organic chemicals sector (natural gas, crude oil, coal) are 
exempt from the obligation to register, without qualification. This gives the organics sector an 
unfair competitive advantage over the metals and inorganics sector.
Many minerals and ores are highly complex materials whose composition can vary widely 
depending on their sources, thus leading to the potential for multiple registrations for e.g. 
"iron ore". The resulting very large number of minerals and ores would overwhelm the system 
during the first phase of registration (substances of more than 1000 tones per annum). 
(Oomen-Ruijten and others)

Removal is warranted unreservedly. (Langen)

Amendment by Richard Seeber

Amendment 1075
ANNEX III, paragraph 8

8. Minerals, ores, or substances occurring in 
nature if they are not chemically modified 
during their manufacturing, unless they meet 
the criteria for classification as dangerous 
according to Directive 67/548;

8. Minerals, ores, substances occurring in 
nature if they are not chemically modified 
during their manufacturing;
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Or. en

Justification

All naturally occurring substances (even those which are classified under Directive 67/548) 
should be exempted, because their inclusion would drastically increase the number of 
substances subject to registration. They were also exempted from the EINECS reporting 
criteria.  This is particularly true as naturally occurring substances include several thousands 
of substances most of them being of complex nature. Beside that they may change their 
composition due to seasonal and geographical conditions.

Amendment by Liam Aylward + Avril Doyle

Amendment 1076
ANNEX III, paragraph 8

8. Minerals, ores, or substances occurring in 
nature if they are not chemically modified 
during their manufacturing, unless they 
meet the criteria for classification as 
dangerous according to Directive 67/548;

8. Minerals, ores, materials derived from 
them by mineralogical or physical 
transformation processes; or substances 
occurring in nature if they are not 
chemically modified during their 
processing.

Or. en

Justification

Mineralogical transformation processes are chemical and/or physical processes by which 
mineral-based materials are transformed into other mineral-based materials. Energy is 
usually consumed during such processes. Typical examples are the transformation of mineral-
based raw materials such as chalk, clay, and sand, gypsum into mineral-based materials with 
an added value such as lime, cement, ceramics, glass and plaster. Organic raw materials 
such as natural gas, crude oil and coal are unconditionally exempted from the registration 
requirements. This exemption should also apply to the other raw materials as well. The draft 
REACH regulation discriminates, without any justification, between different types of raw 
materials (i.e., minerals, ores and substances occurring in nature on the one hand and 
natural gas, crude oil, and coal on the other), based solely on their source. Minerals, ores 
and substances occurring in nature are raw materials that come from nature and are not 
"chemicals" until subjected to chemical transformation processes.
Furthermore, minerals, ores, substance occurring in nature and materials derived from them 
as described in the proposed amendment are characterised for an increasing number of 
applications by European Standards and are well defined by the associated test methods. 
Therefore, Chemical Safety Assessments (CSAs), Chemical Safety Reports (CSRs) and the 
information to be provided for registration are unlikely to improve the handling of the 
materials described in the proposed amendment and there is no necessity to burden them with 
the requirement of registration. (Aylward)
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Mineralogical transformation processes are chemical and/or physical processes e.g. using 
energy by which mineral-based materials are transformed into other mineral-based materials 
such as chalk, clay, sand, gypsum into lime, cement, ceramics, glass and plaster. This process 
changes the physical properties but not the chemical hazard profile of the material. In order 
to avoid duplication and overloading the system they should be exempt together with other 
basic organic and inorganic raw materials. (Doyle)

Amendment by Mojca Drčar Murko

Amendment 1077
ANNEX III, paragraph 8

8. Minerals, ores, or substances occurring in 
nature if they are not chemically modified 
during their manufacturing, unless they meet 
the criteria for classification as dangerous 
according to Directive 67/548;

8. Minerals, ores, concentrates, or 
substances occurring in nature if they are not 
chemically modified during their 
manufacturing, unless they meet the criteria 
for classification as dangerous according to 
Directive 67/548;

Or. en

Justification

The basic raw materials for the organic chemicals sector (natural gas, crude oil, coal) are 
exempt from the obligation to register. This gives the organics sector an unfair and 
significant competitive advantage over the metals and inorganics sector as the basic raw 
materials for the latter sectors and minerals and ores. When shipped in bulk directly to 
installations that are already subject to existing EU workplace protection regulation and the 
IPPC Directive 96/61/EC, the concentrates represent a limited risk for public health and 
environment.

Amendment by Thomas Ulmer and Elisabeth Jeggle

Amendment 1078
ANNEX III, paragraph 8

8. Minerals, ores, or substances occurring in 
nature if they are not chemically modified 
during their manufacturing, unless they meet 
the criteria for classification as dangerous 
according to Directive 67/548;

8. Minerals, ores, or substances occurring in 
nature if they are not chemically modified 
during their manufacturing, unless they meet 
the criteria for classification as dangerous 
according to Directive 67/548; the same 
applies to metals and alloys in massive 
form;

Or. de
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Justification

These substances, unless they have been chemically modified during manufacturing, are not 
dangerous either.

Amendment by Françoise Grossetête

Amendment 1079
ANNEX III, paragraph 8

8. Minerals, ores, or substances occurring in 
nature if they are not chemically modified
during their manufacturing, unless they 
meet the criteria for classification as 
dangerous according to Directive 67/548.

8. Minerals, ores, or substances occurring in 
nature if they are not chemically modified,
including plant-based substances as 
defined in Article 3, which is to say 
complex substances obtained by subjecting 
all or part of a plant to a physical process 
such as extraction, distillation, pressing, 
fractionating, purification, concentration 
or fermentation, the composition of which 
varies depending on the type and species of 
the plant, the conditions in which it is 
grown and harvested and the processing 
method used.

Or. fr

Justification

It would seem important to include a precise definition of plant-derived products in order to 
outline a framework for exemption and ensure legal certainty.

Plant-base products are not products in chemical terms as specified in the Commission 
proposal, and a distinction should therefore be drawn between them and the other substances 
covered by REACH. Most natural substances satisfy one or other of the classification criteria 
in Directive 67/548.

Plant-derived substances are 'traditional' materials generally produced by farmers or small 
agricultural undertakings both in the European Union and outside it, not least in numerous 
developing countries and the most remote regions.

Their registration under REACH will be impossible in view of their complexity, variability 
and diversity. It will not be possible to subject all the properties of these natural substances to 
registration, as there is no provision for registering one specific property alone.

Moreover, registering these products under REACH will make no significant contribution to 
achieving the basic objectives of the proposal.

Amendment by Norbert Glante + Johannes Blokland + Richard Seeber
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Amendment 1080
ANNEX III, paragraph 9

9. Natural gas, crude oil, coal. 9. Natural gas, crude oil, coal and coke.

Or. xm

Justification

Coke should be exempted from the registration requirement because the product is coal from 
which certain gases have been removed and, in law, should be treated in the same way as 
coal. (Glante) 

Coke can be exempted by means of inclusion in Annex III. If the pollutants are removed from 
coal, coke is created. Coal is already exempt under Annex III. Coke is cleaner than coal and 
can therefore be exempted. (Blokland)

Coke is a product which results from de-gasifying coal. In this process benzene, toluene, 
xylene, tar and other materials are extracted from coal and hence coke has fewer intrinsic 
hazardous properties and should therefore be exempted from registration.(Seeber)

Amendment by Eija-Riitta Korhola

Amendment 1081
ANNEX III, paragraph 9

9.Natural gas, crude oil, coal. 9. Natural gas, crude oil, coal, coke, ferro-
alloy process gas, coke oven gas, blast 
furnace top gas, basic oxygen furnace gas.

Or. en

Justification

The process gases are produced and used within closed systems. All transport is by pipe line 
and the gases are never encountered by the general public.
Coke is a product which results from de-gasifying coal. In this process benzene, toluene, 
xylene , tar and other materials are extracted from coal and hence coke has fewer intrinsic 
hazardous properties and should therefore be exempted from registration. 
The specified gases are produced as by-products in coke ovens and integrated steel mills. 
They are used, like natural gas, oil and coal, to produce energy and heat. They should
therefore be treated equally with the natural energy sources and, hence, be exempt from the 
obligation to register.
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Amendment by Jorgo Chatzimarkakis and Holger Krahmer

Amendment 1082
ANNEX III, paragraph 9

9. Natural gas, crude oil, coal. 9. Natural gas, coke oven gas, blast furnace 
gas, oxygen steelmaking converter gas, 
crude oil, coal and coke.

Or. de

Justification

The process gases are produced and used within closed systems. All transport is by 
pipeline and the gases are never encountered by the general public.

Coke is a product which results from degasifying coal. In this process benzene, toluene, 
xylene, tar and other materials are extracted from coal. Hence coke has fewer intrinsic 
hazardous properties than coal and should therefore be exempted, as coal is, from 
registration.

The specified gases are produced as by-products in coke ovens and integrated steel mills. 
They are used, like natural gas, oil and coal, to produce energy and heat. They should 
therefore be treated on an equal footing with natural energy sources and, hence, be exempt 
from the obligation to register.

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

Amendment 1083
ANNEX III, paragraph 9

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

Or. en

Justification

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

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

Amendment 1084
ANNEX III, paragraph 9

9. Natural gas, crude oil, coal. 9. Natural gas, liquefied petroleum gas 
(LPG), crude oil, coal.

Or. it

Justification

LPG should be included in Annex III to the REACH Regulation in view of its natural origins, 
its similarities with other natural products listed in Annex III and its known effects as regards 
safety, health and the environment.

Amendment by Werner Langen

Amendment 1085
ANNEX III, paragraph 9

9. Natural gas, crude oil, coal. 9. Natural gas, crude oil, coal and related 
products used in blast furnaces or in 
steelmaking.

Or. de

Justification

The products are produced in blast furnace or steelmaking processes and should therefore be
equated with natural energy resources. These by-products should therefore be exempted from 
registration.

Amendment by Werner Langen

Amendment 1086
ANNEX III, paragraph 9 a (new)

9a. Metals and alloys in respect of which 
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risk assessments already exist.

Or. de

Justification

Disproportionately high effort needed for registration: experience over decades indicates no 
risk to man or the environment.

Amendment by Werner Langen

Amendment 1087
ANNEX III, paragraph 9 b (new)

9b. Pulp for papermaking.

Or. de

Justification

Risk to man or the environment can be ruled out.

Amendment by Jonas Sjöstedt

Amendment 1088
ANNEX IV, STEP 1

STEP 1 – GATHER AND SHARE 
EXISTING INFORMATION

STEP 1 – GATHER AND SHARE 
EXISTING INFORMATION NEEDS

The registrant should gather all existing 
available test data on the substance to be 
registered. Wherever practicable, 
registrations should be submitted by 
consortia, in accordance with Article 10 or 
17. This will enable test data to be shared, 
thereby avoiding unnecessary testing and 
reducing costs. The registrant should also 
collect all other available information on the 
substance. This should include alternative 
data (e.g. from (Q)SARs, read-across from 
other substances, in-vitro testing, 
epidemiological data) which may assist in 
identifying the presence or absence of 
hazardous properties of the substance and 

The registrant(s) should gather all existing 
available test data on the substance to be 
registered. Potential registrants should 
share test data, thereby avoiding 
unnecessary testing and reducing costs. The 
registrant(s) should also collect all other 
available information on the substance. This 
should include alternative data (e.g. from 
(Q)SARs, read-across from other substances, 
in-vitro testing, epidemiological data) which 
may assist in identifying the presence or 
absence of hazardous properties of the 
substance and which can in certain cases 
replace the results of animal tests. In 
addition, information on exposure, use and 
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which can in certain cases replace the results 
of animal tests. In addition, information on 
exposure, use and risk management 
measures in accordance with Article 9 and 
Annex V should be collected. Considering 
all this information together, the registrant
will be able to determine the need to 
generate further information.

risk management measures in accordance 
with Article 9 and Annex V should be 
collected. Considering all this information 
together, the registrant(s) will be able to 
determine the need to generate further 
information.

Or. en

Justification

Consequential amendment as part of OSOR package.

Amendment by Richard Seeber

Amendment 1089
ANNEX IV, Part 3, paragraph 3.4

3.4 Form (substance, preparation or article) 
and/or physical state under which the 
substance is made available to downstream 
users. Concentration or concentration range 
of the substance in preparations made  
available to downstream users and quantities 
of the substance in articles made available to 
downstream users.

3.4 Form (substance, preparation or article) 
and/or physical state under which the 
substance is made available to downstream 
users. Concentration or concentration range 
of the substance in preparations made 
available to downstream users and quantities 
of the substance in articles made available to 
downstream users.

3.4 Form (substance, preparation or article) 
and/or physical state under which the 
substance is made available to downstream 
users.

3.4 Form (substance, preparation or article) 
and/or physical state under which the 
substance is made available to downstream 
users and/or consumers.

Or. de

Justification

As the definition of 'downstream users' does not include consumers, it should be ensured that 
information is also made available on the form and physical state in which the substance 
reaches the consumer.
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Amendment by Marcello Vernola, Amalia Sartori, Guido Podestà, Giuseppe Castiglione, 
Renato Brunetta, Lorenzo Cesa, Gianni De Michelis, Miroslav Mikolášik

Amendment 1090
ANNEX IV, Part 3, paragraph 3 last paragraph after 3.7

Where applicable, an indication of the uses, 
which the registrant advises against and why 
(i.e. non-statutory recommendations by 
supplier). This need not be an exhaustive 
list.

Where applicable, an indication of the uses, 
which the registrant advises against and why 
(i.e. non-statutory recommendations by 
supplier). This must be an exhaustive list.

Or. it

Justification

The list must be an exhaustive one, in order to avoid both improper use of the substance by 
the user and the user embarking on trials on the substance with a view to a specific use, 
which would certainly fail.

Amendment by Dagmar Roth-Behrendt

Amendment 1091
ANNEX IV, Part 5

5. GUIDANCE ON SAFE USE 
CONCERNING:

Part 5 is deleted

Or. en

Justification

The additional basic information on exposure helps companies to develop their safety data 
sheet or guidance on safe use and enables the Agency to screen dossiers submitted to identify 
priority substances in the tonnage range between 1 and 10 tonnes for which the information 
set out in Annex V should be generated.
Point 5 of Annex IV of the Commission proposal is moved to a new Annex I ba (new), as it 
contains information on risk management for substances which are not classified as 
dangerous, by following the structure of the safety data sheet of Annex I ba  (new).
(amendment linked to Article 5(4))
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Amendment by Dagmar Roth-Behrendt

Amendment 1092
ANNEX IV, Part 5 a (new)

ANNEX IV, Part 5 a (new)

5a. Information on exposure for substances in quantities of 1 to 10 tonnes

5a.1 Main use category: 
5a.1.1 a) industrial use

b) professional use
c) consumer use

5a.1.2 Specification for industrial and professional use:
a) use in closed system
b) use resulting in inclusion into or onto matrix
c) non-dispersive use
d) dispersive  use

5a.2 Most significant route(s) of exposure

5a.2.1 Human exposure:
a) oral, 
b) dermal 
c) inhalative

5a.2.2 Environmental exposure:
a) water 
b) air 
c) waste

5a.3 Duration of exposure 
a) accidental
b) occasional
c) continuous/ frequent

Or. en

Justification

The additional basic information on exposure helps companies to develop their safety data 
sheet or guidance on safe use and enables the Agency to screen dossiers submitted to identify 
priority substances in the tonnage range between 1 and 10 tonnes for which the information 
set out in Annex V should be generated.
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Point 5 of Annex IV of the Commission proposal is moved to a new Annex I ba (new), as it 
contains information on risk management for substances which are not classified as 
dangerous, by following the structure of the safety data sheet of Annex I ba (new).
(amendment linked to Article 5(4))

Amendment by Mojca Drčar Murko

Amendment 1093
ANNEX IV, Part 5 a (new)

ANNEX IV, Part 5 a (new)

5a. Additional information 

5a.1 Main use category:

5a.1.1 a) industrial use
b) professional use
c) consumer use

5a.1.2 Specification for industrial and professional use:

a) use in closed system
b) use resulting in inclusion into or onto matrix
c) non-dispersive use
d) dispersive use

5a.2 Significant route(s) of exposure:

5a.2.1 Human exposure:

a) oral
b) dermal
c) inhalatory

5a.2.2 Environmental exposure:

a) water
b) air
c) solid waste

5a.3 Pattern of exposure:

a) accidental/infrequent
b) occasional
c) continuous/frequent
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Or. en

Justification

Registrants of substances in quantities below 10 tonnes are exempted from the requirement 
for a full chemical safety assessment, as this would be disproportionate. In order to arrive at 
a basic consideration of possible risk, as well as to allow for prioritisation on the basis of 
possible risk, a basic exposure assessment is necessary. This can be achieved most effectively 
through the application of a system based on basic exposure categories.

Amendment by Ria Oomen-Ruijten

Amendment 1094
ANNEX IV a (new) 
Annex IV a (new)

on the Prioritisation for the Registration of Substances between 1 and 100 tons

The prioritisation of substances should depend on the potential risk of the substance, 
including its volume, inherent properties and exposure. It is essential to identify the 
substances of potential high risk and to allocate resources properly to address those first. 
Applying risk-based prioritisation also ensures the generation of data/information on all 
substances within 5 years and early registration of these substances of potential higher risk. 

The Information Set will include properties and exposure data defining the risk:

- Physico-chemical properties: physical form (particle size), melting point, boiling point, 
relative density, vapour pressure, partition coefficient octanol/water, water solubility, flash 
point; 
- Biodegradation; 
- Acute toxicity (daphnia); 
- Acute toxicity – ingestion, dermal, inhalation (one route); 
- Skin irritation; 
- Eye irritation; 
- Skin sensitisation (when lack of indication of no concern); 
- Genetic toxicity bacterial test (Ames); 
- Classification and labelling information; 
- Generic exposure and use information.

These properties and exposure data determine on the classification into the different 
exposure categories whereby exposure categories are meant to comprise a category of uses.

Registration under REACH should include a simple prioritisation tool combining quantity 
with potential high risk. A group of the REACH Implementation Programmes (RIP) of the 
Commission is currently defining a prioritisation process not as a full evaluation of the risk 
in use for all low volume substances but as a support for the identification of those 
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substances that would benefit from earlier inclusion in REACH. 

The basic concept of the proposal is to use a system of evaluating the potential high 
intrinsic hazard of the substance with its ability to cause exposure together with its end use 
as defined by:

High priority Hazard criteria

Classification               E, F+, T+, T, N, R42, R43

Exposure (human)

Exposure potential         High Medium Low  
Vapour pressure (hPa)   >100 10-100 5-10
Dust potential Extremely Dusty Slightly

Dusty dusty
Analogy Flour Granular pellet

Sugar

High priority Exposure (environmental) potential

Not readily biodegradable and potential to bioaccumulate (log Kow >3)

High priority Use/Volume criteria

Quantity 1-10 tonnes and consumer end-use
Quantity 10 -100 tonnes consumer or professional end use 

Priority setting on the basis of above information:

High Priority: Substance meets the following conditions:
High priority hazard criteria AND
High human exposure potential or high environmental exposure potential AND
High priority use/volume criteria

These substances are subject to registration according to Art. 21.2 b)

Positive Hazard and (Human or Environmental exposure potential) and Use/volume 
indication = Earlier Registration

Or. en
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Justification

Linked to amendment to article 20 a (new).

Amendment by Elisabeth Jeggle, Thomas Ulmer and Anja Weisgerber

Amendment 1095
ANNEX IV a (new)

Annex IVa
Criteria for priority level classification

This annex lays down the criteria for risk-based classification of substances in priority 
levels 1 to 3. The classification criteria 'toxicity', 'tonnage' and 'use' are also defined. 
Under the registration procedure pursuant to Article 9c and the preregistration procedure 
pursuant to Article 26b(1), classification is carried out by the manufacturer or importer 
himself and by the Agency respectively. 

Classification scheme for priority levels
Toxicity Tonnage Use
Priority level 1
High toxicity/Tonnage level 1 Open use
High toxicity/Tonnage level 1 Closed use
High toxicity/Tonnage level 2 Open use
High toxicity/Tonnage level 3 Open use
All CMR, PBT and POP substances

Priority level 2
High toxicity/Tonnage level 2 Closed use
High toxicity/Tonnage level 3 Closed use
Medium toxicity     Tonnage level 1 Open use
Medium toxicity     Tonnage level 2 Open use
Medium toxicity     Tonnage level 3 Open use
Medium toxicity     Tonnage level 1 Closed use

Priority level 3
Medium toxicity     Tonnage level 2 Closed use
Medium toxicity     Tonnage level 3 Closed use
Low toxicity in all combinations

2. Definition of classification criteria
2.1 Toxicity levels
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2.1.1 High toxicity
'High toxicity' applies to substances classified as follows on the basis of toxic properties in 
accordance with Directive 67/548/EEC:
very toxic,
toxic,
sensitising,
carcinogenic,
mutagenic,
toxic for reproduction,
dangerous for the environment, R50, R53
Other substances known or supposed by the manufacturer or importer to have
corresponding toxic properties or suspected, on the basis of structural and physical or 
chemical properties, of having corresponding toxic properties or of belonging to the 
substance categories CMR, PBT or POP must also be classified as 'high toxicity'.

2.1.2 Medium toxicity
'Medium toxicity' applies to substances classified as follows on the basis of toxic properties 
in accordance with Directive 67/548/EEC:
harmful,
dangerous for the environment, unless classified as 'high toxicity'.
Other substances known or supposed by the manufacturer or importer to have toxic 
properties matching the 'medium toxicity' classification must also be given that 
classification.

2.1.3 Low toxicity
'Low toxicity' applies to all substances not classified as 'high toxicity' or 'medium toxicity'.

2.2 Tonnage levels 
In connection with pre-registration under Article 26 et seq., where several manufacturers 
and/or importers are involved, tonnage levels are defined by reference to aggregated 
tonnage produced and imported.

2.2.1 Tonnage level 1
'Tonnage level 1' applies where the aggregate tonnage is greater than 1 000 tonnes per 
year.

2.2.2 Tonnage level 2
'Tonnage level 2' applies where the aggregate tonnage is greater than 100 tonnes and not 
more than 1 000 tonnes per year.

2.2.3 Tonnage level 3
'Tonnage level 3' applies where the aggregate tonnage is greater than 1 tonne and not more 
than 100 tonnes per year.
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2.3 Use
Use is classified, on the basis of exposure, as follows:

2.3.1 Open use
'Open use' means open use in industrial and professional applications and by consumers.

2.3.2 Closed use
'Closed use' means closed use in industrial and professional applications.

Or. de

Justification

Annex IVa establishes a straightforward, usable tool with clear criteria enabling risk-based 
classification of substances to be carried out by manufacturers or importers and by the 
Agency under the registration and pre-registration procedure respectively, creating a basis 
for risk-dependent information requirements. Classification also provides a basis for 
decisions prioritising substances.

Amendment by Dagmar Roth-Behrendt

Amendment 1096
ANNEX IV a (new)

ANNEX IV a (new)
Further criteria for screening of substances 
between 1 and 10 tonnes

Or. en

Justification

Follows amendment on Article 43aa 5(new). This annex should be completed by the Agency 
later (amendment linked to Article 5(4)).
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Amendment by Dagmar Roth-Behrendt

Amendment 1097
ANNEX V, introductory part, sub-paragraph 1

Column 1 of this Annex establishes the 
standard information required for all 
substances manufactured or imported in 
quantities of 1 tonne or more in accordance 
with Article 11 (1) (a). Column 2 of this 
Annex lists specific rules according to which 
the required standard information may be 
omitted, replaced by other information, 
provided at a different stage or adapted in 
another way. If the conditions are met under 
which column 2 of this Annex allows 
adaptations, the registrant shall clearly state 
this fact and the reasons for each adaptation 
under the appropriate headings in the 
registration dossier.

Column 1 of this Annex establishes the 
standard information for substances 
manufactured or imported in quantities of 
1 tonne or more per year. The information 
set out in column 1 are required for all 
substances manufactured or imported in 
quantities of 10 tonnes or more in 
accordance with Article 11 (1) (b) to (d). 
For substances in quantities of 1 to 10 
tonnes, all available information on the 
properties of the substance is required to be 
submitted in the registration dossier, which 
shall include as a minimum information on 
the physicochemical properties in 
accordance with Article 11 (1) 
(a).Column 2 of this Annex lists specific 
rules according to which the required 
standard information may be omitted, 
replaced by other information, provided at a 
different stage or adapted in another way. If 
the conditions are met under which 
column 2 of this Annex allows adaptations, 
the registrant shall clearly state this fact and 
the reasons for each adaptation under the 
appropriate headings in the registration 
dossier.

Or. en

Justification

Follows amendment to Article 11 (1) a) (Amendment linked to Article 5(4)).

Amendment by Chris Davies

Amendment 1098
ANNEX V, Introductory part, subparagraph 1 a (new)

At the level of this Annex, the registrant 
must submit a proposal and a time schedule 
for fulfilling the information requirements 
of this Annex in accordance with Article 11 
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(1) (a) where this involves tests on 
vertebrate animals.

Or. en

Justification

Linked to Amendments of Recital 47 and Article 11 (1). In order to prevent animal testing and 
save costs for industry, and as data from animal tests should only be provided if necessary for 
the safety assessment of a substance, testing proposals involving tests on vertebrate animals 
for provision of the information specified in Annex V should also be submitted.

Amendment by Mojca Drčar Murko

Amendment 1099
ANNEX V, Part 5 a and b (new)

Point 5a to include:
- State of the substance at 20 °C and 

101.3 kPa
- Vapour Pressure
- Water solubility
- Partition coefficient n-octanol/water
- Flash point
- Flammability
- Explosive Properties
- Granulometry (if applicable)

Point 5b to include:
- Melting/Freezing Point
- Boiling Point
- Relative Density
- Surface Tension
- Self-ignition temperature
- Oxidising Properties

Or. en

Justification

Point 5 to be divided into two parts:
Point 5a to include mandatory physicochemical information;
Point 5b to include physicochemical information that may be additionally requested
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Amendment by Caroline Lucas

Amendment 1100
ANNEX V, Part 6, Column 1, paragraph 6.3

6. 3. Skin sensitisation 6. 3. Skin sensitisation
The assessment of this endpoint shall 
comprise the following consecutive steps:

The assessment of this endpoint shall 
comprise the following consecutive steps:

(1) an assessment of the available human 
and animal data,

(1) an assessment of the available human 
and animal data,

(2) Murine Local Lymph Node Assay 
(LLNA).

(2) Weight-of-evidence assessment 
consisting of:
(i) Computerised expert system / (Q)SAR 
modelling (e.g., DEREK)
(ii) In vitro dermal penetration study 
(OECD 428)
(iii) In vitro protein binding study (e.g., 
human serum albumin)
If a chemical has no structural alerts, does 
not penetrate the skin and cannot bind to 
protein, it does not have the capacity to 
sensitise, and vice-versa. Expert judgement 
on the basis of the precautionary principle 
would be required for mixed positive and 
negative results.

Or. en

Justification

Directive 86/609 requires non-animal tests to be used where reasonably and practicably 
available. The animal test in REACH  is not validated to modern standards and should thus 
be replaced, as the use of non-validated animal tests is unacceptable ethically and 
scientifically.  Studies showing scientific weaknesses of the test and explaining the proposed 
alternative strategy are cited in  "Non-Animal Testing Strategies for REACH" (see 
www.reachnonanimaltests.org).  The alternative is scientifically sound. Where uncertainties 
remain about the properties of a substance, it should be subject to control measures.
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Amendment by Caroline Lucas

Amendment 1101
ANNEX V, Part 6, Column 2, paragraph 6.3, Step 2

6.3. Step 2 does not need to be conducted if: 6.3. Step 2 does not need to be conducted if:

– the substance is corrosive, very toxic or 
irritant in contact with skin; or
– the substance is a strong acid (pH < 2.0) 
or base (pH > 11.5); or
– the substance is flammable in air at room 
temperature.
If classification for skin sensitisation is 
possible from the results of the first step, the 
following step may be omitted and the 
registrant shall classify the substance as skin 
sensitising.

If classification for skin sensitisation is 
possible from the results of the first step, the 
following step may be omitted and the 
registrant shall classify the substance as skin 
sensitising.

If the LLNA is not adequate for the 
substance in question, the Guinea Pig 
Maximisation Test (GPMT) may be used.

Or. en

Justification

Directive 86/609 requires non-animal tests to be used where reasonably and practicably 
available. The animal test in REACH  is not validated to modern standards and should thus 
be replaced, as the use of non-validated animal tests is unacceptable ethically and 
scientifically.  Studies showing scientific weaknesses of the test and explaining the proposed 
alternative strategy are cited in "Non-Animal Testing Strategies for REACH" (see 
www.reachnonanimaltests.org).  The alternative is scientifically sound. Where uncertainties 
remain about the properties of a substance, it should be subject to control measures

Amendment by Caroline Lucas

Amendment 1102
ANNEX V, Part 6, Column 2, paragraph 6.4

6.4  Further mutagenicity studies shall be 
considered in case of a positive result

6.4  Further in vitro mutagenicity studies 
shall be considered in case of a positive 
result.

Or. en
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Justification

Further mutagenicity studies should be limited to in vitro mutagenicity studies.

Amendment by Carl Schlyter, Jonas Sjöstedt, Chris Davies, Lena Ek, Anders Wijkman + 
Caroline Lucas, Hiltrud Breyer + Mary Honeyball+ Dagmar Roth-Behrendt, Jutta D. Haug

Amendment 1103
ANNEX V, Part 6, Columns 1 & 2, paragraph 6.4.1 (a) (new)

Column 1 Column 2
6.4.1.a. In vitro cytogenicity study in 
mammalian cell

6.4.1.a. The study does not need to be 
conducted
- if adequate data from an in vivo 
cytogenicity test are available or
- the substance is known to be carcinogenic 
category 1 or 2.

Or. en

Justification

Reintroduction of a test for substances between 1-10 tonnes per year in line with what the 
Commission had foreseen in its draft proposal. The re-introduction of this test gives a better 
indication whether a substance is mutagenic (a property of very high concern). The wording 
is taken directly from Annex VI. If this amendment is adopted, the corresponding part in 
Annex VI needs to be deleted. (Schlyter & others)

This amendment is a consequence to the amendment to Annex VI as explained above. It is 
needed to maintain the same requirements regarding quantities of over 100 tonnes as under 
the Commission proposal. For mutagenicity ot is assured that if there is a positive result from 
an in vitro study, that it will be further investigated.  (Roth-Behrendt & others)

Amendment by Dan Jørgensen, Åsa Westlund, Riitta Myller + Chris Davies

Amendment 1104
ANNEX V, Part 6, Column 1, paragraph 6.4.a (new)

6.4.a.1. In vitro cytogenicity study in 
mammalian cells (non-animal test that 
helps to verify carcinogenic/mutagenic 
properties);  
6.4.a.2. Growth inhibition study on algae 
(initial indication of chronic toxicity in 
aquatic environment);
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6.4.a.3. Degradation tests (information on 
whether the chemicals breaks down in the 
environment) to ensure that all relevant 
existing data is brought forward on all 
REACH chemicals, which would include 
all toxicity data beyond those end-points 
that must be covered by the registration 
requirements.

Or. en

Justification

The information required for chemicals produced at 1-10 tonnes is currently inadequate. It 
will not identify chemicals meetings the criteria of very high concern or posing a risk to 
human health. (Davies) The re-introduction of these 3 safety tests in Annex V (Standard 
information requirements for substances manufactured or imported in quantities of 1 tonne or 
more) will ensure the identification of substances of very high concern for low volumes 
chemicals, which is the prerequisite for a proper risk management within REACH. (Jørgensen 
& others + Davies)

Amendment by Richard Seeber

Amendment 1105
ANNEX V, Part 6, Column 1, paragraph 6.4.1 a and 6.4.1 b(new)

6.4.1a. In vitro cytogenicity study in 
mammalian cells or
6.4.1b. In vitro gene mutation study in 
mammalian cells […]

Or. de

Justification

The existing Technical Guidance Document (TGD) contains a carefully formulated testing 
strategy for mutagenicity, making provision for a second study (in vitro, involving mammalian 
cells) for this tonnage range. This strategy should be maintained under REACH: account is 
taken, in a balanced fashion, of the various possible ways for chemicals to attack genetic 
material.

Amendment by Dagmar Roth-Behrendt, Jutta D. Haug

Amendment 1106
ANNEX V, Part 6, paragraph 6.4.3 (new)
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6.4.3. In vitro gene mutation study in 
mammalian cells, if a negative result in 
Annex V, 6.4.1. and Annex VI, 6.4.2.

6.4.3. The study does not need to be 
conducted if adequate data from a reliable 
in vivo mammalian gene mutation test are 
available.
6.4. Appropriate in vivo mutagenicity 
studies shall be considered in case of a 
positive result in any of the mutagenicity 
studies in Annex V or VI.
If there is a positive result in any of the 
mutagenicity studies in Annex V or the 
above tests and there are no results available 
from an in vivo study, an appropriate in vivo 
mutagenicity study shall be proposed by the 
registrant.

If there is a positive result from any in vivo 
study available, further appropriate in vivo 
studies shall be proposed.

Or. en

Justification

This amendment is a consequence to the amendment to Annex VI as explained above. It is 
needed to maintain the same requirements regarding quantities of over 100 tonnes as under 
the Commission proposal. For mutagenicity ot is assured that if there is a positive result from 
an in vitro study, that it will be further investigated. 

Amendment by Carl Schlyter, Caroline Lucas, Hiltrud Breyer

Amendment 1107
ANNEX V, Part 6, Columns 1 & 2, paragraph 6.4. a(new)

Column 1 Column 2
6.4.a Acute toxicity 6.4.a The study/ies do(es) not need to be 

conducted if:
6.4.1a Weight-of-evidence assessment 
consisting of:

- precise doses of the substance cannot be 
tested in vitro due to the chemical or 
physical properties of the substance; or

(i)   Computerised expert system / (Q)SAR 
modelling (e.g., TOPKAT)

- the substance is corrosive; or

(ii)  In vitro basal cytotoxicity assay (e.g., 
using normal human skin cell (NHK) line)

- the substance is flammable in air at room 
temperature.
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6.4.2a In vitro metabolism studies  (e.g. 
human microsomal enzymes)
6.4.3a  Computerised biokinetic modelling 
to provide estimates of absorption, 
distribution and excretion  via different 
exposure routes

Or. en

Justification

Substances should not only be tested for aquatic toxicity, but also on acute toxicity. For more 
information on this test, see www.reachnonanimaltests.org..

Amendment by Elisabeth Jeggle, Thomas Ulmer, Anja Weisgerber and Richard Seeber

Amendment 1108
ANNEX V, Part 6, Columns 1 and 2, paragraph 6.4.a (new)

Column 1 Column 2
6.4a. Acute toxicity
For gases and volatile liquids (vapour 
pressure above 10-2 Pa at 20°°C) the 
information shall be provided for the 
inhalation route (6.5.2)

6.4a. The study/ies do(es) not need to be 
conducted if:
precise doses of the substance cannot be 
administered due to the chemical or 
physical properties of the substance; or
the substance is corrosive; or
the substance is flammable in air at room 
temperature.

For substances other than gases, the 
information mentioned under 6.5.1. to 
6.5.3. shall be provided for at least two 
routes, one of which the oral route. The 
choice for the second route will depend on 
the nature of the substance and the likely 
route of human exposure. If there is only 
one route of exposure, information for only 
that route need be provided.

The appropriate second route shall be 
chosen on the following basis:

6.4a.1. By oral route
6.4a.2. By inhalation 6.4a.2. Testing by the inhalation route is 

appropriate if:
(1) exposure of humans via inhalation is 
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likely; and
(2) one of the following conditions is met:
the substance has a vapour pressure 
above 10-2 Pa at 20 °C; or
the substance is a powder containing more 
than 1% particles on a w/w basis, with 
particle size mass median aerodynamic 
diameter (MMAD) less than 100 μm; or
the substance will be used in a manner 
which generates aerosols, particles or 
droplets in an inhalable size range (> 1% 
on a w/w basis of particles with 
MMAD < 100 μm).

6.4a.3. By dermal route 6.4a.3. Testing by the dermal route is 
appropriate if:
(1) skin contact in production and/or use is 
likely; and
(2) the physicochemical properties suggest 
a significant rate of absorption through the 
skin; and
(3) one of the following conditions is met:
toxicity is observed in an acute oral toxicity 
test at low doses; or
systemic effects or other evidence of 
absorption is observed in skin and/or eye 
irritation studies; or
in vitro tests indicate significant dermal 
absorption; or
significant acute dermal toxicity or dermal 
penetration is recognised for structurally-
related substances.
Testing by the dermal route is 
inappropriate if the absorption by the skin 
is unlikely as indicated by molecular weight 
(MW > 800 or molecular diameter > 15 Å) 
and low liposolubility (log Kow below -1 or 
above 4).

Or. de
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(Text moved from Annex VI, 6.5 Acute Toxicology)

Justification

To determine risk-based information requirements under Annex IVa, knowledge of acute 
toxicity is required. (Elisabeth Jeggle and others)

For the range between one and 10 tonnes in particular, the proposal for a regulation on 
REACH currently does not provide for sufficient information to be supplied. On 
environmental and health protection grounds, a particularly critical view must be taken of 
that, since it has to be assumed that that tonnage range will account for two thirds of all 
substances produced or imported which are subject to registration under REACH.

Within this tonnage range, furthermore, a substance safety assessment with risk management 
measures is not yet mandatory, which means that classification and labelling are the most 
important way of communicating information on hazards and on safe use of the substances 
concerned. To determine hazardous properties, a reliable data set is an essential basis.

Information on acute human toxicity of chemicals is regarded as the fundamental for 
protection at the workplace and for consumer protection. The debate on this has shown that 
industry itself is interested in gathering the relevant data in order to be able to take suitable 
measures. Furthermore, it is estimated that there are already test results for a high 
percentage of the existing substances currently on the market. (Richard Seeber)

Amendment by Dagmar Roth-Behrendt + Anders Wijkman

Amendment 1109
ANNEX V, Part 6, Columns 1 & 2, paragraph 6.4.a(new)

Column 1 Column 2

6.4 a. Acute toxicity 6.4a. The study/ies do(es) not need to be 
conducted if:

The study shall be conducted for one route, 
preferably oral, unless the registrant 
considers another route more appropriate.

- precise doses of the substance cannot be 
administered due to the chemical or 
- physical properties of the substance; or 
- the substance is corrosive; or
- the substance is flammable in air at room 
temperature.

For gases and volatile liquids (vapour 
pressure above 10-2 Pa at 20°°C) the 
information shall be provided for the 
inhalation route (6.5.2).
For substances other than gases in 
quantities of 100 tonnes or more per year 
per manufacturer or importer, the 

The appropriate second route shall be 
chosen on the following basis:
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information mentioned under 6.5.1. to 
6.5.3. shall be provided for at least two 
routes, one of which the oral route. The 
choice for the second route will depend on 
the nature of the substance and the likely 
route of human exposure. If there is only 
one route of exposure, information for only 
that route need be provided.
6.4a.1. By oral route
6.4a.2. By inhalation 6.4a.2. Testing by the inhalation route is 

appropriate if:
(1) exposure of humans via inhalation is 
likely; and
(2) one of the following conditions is met:
- the substance has a vapour pressure 
above 10-2 Pa at 20 °C; or
- the substance is a powder containing 
more than 1% particles on a w/w basis, 
with particle size mass median 
aerodynamic diameter (MMAD) less 
than 100 μm; or
- the substance will be used in a manner 
which generates aerosols, particles or 
droplets in an inhalable size range (> 1% 
on a w/w basis of particles with 
MMAD < 100 μm).

6.4a.3. By dermal route 6.4a.3. Testing by the dermal route is 
appropriate if:
(1) skin contact in production and/or use is 
likely; and 
(2) the physicochemical properties suggest 
a significant rate of absorption through the 
skin; and
3) one of the following conditions is met:
- toxicity is observed in an acute oral 
toxicity test at low doses; or
- systemic effects or other evidence of 
absorption is observed in skin and/or eye 
irritation studies; or
- in vitro tests indicate significant dermal 
absorption; or
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- significant acute dermal toxicity or 
dermal penetration is recognised for 
structurally-related substances.
Testing by the dermal route is 
inappropriate if the absorption by the skin 
is unlikely as indicated by molecular weight 
(MW > 800 or molecular diameter > 15 Å) 
and low liposolubility (log Kow below -1 or 
above 4). 

Or. en

(Text moved from ANNEX VI, 6.5 with the addition of a new first paragraph in Column 1)

Justification

The Commission proposal requires information on acute toxicity only for substances in 
quantities of 10 tonnes or more per year. Information on acute toxicity for one exposure 
route, however, should also be required for selected priority substances in the tonnage range 
of 1 to 10 tonnes, which will be identified in the screening that the Agency will perform as set 
out in Articles 43 aa. For non-priority substances only information that is already available is 
required to be submitted. Thereby, this more flexible system achieves overall a better balance 
between information needs and cost efficiency than the Commission proposal.  (amendment 
linked to amendment to Article 5(4)) (Roth-Behrendt)

Data on acute toxicity constitutes THE basic toxicological information and should hence be 
included even for the low-volume substances. It plays a central role for the evaluation of 
worker safety requirements, and further it is relatively inexpensive. Even though one should 
avoid animal testing and work hard on finding alternative test methods, the health of humans 
and protection of the environment has to be placed first. (Wijkman)

Amendment by Carl Schlyter, Jonas Sjöstedt, Chris Davies, Lena Ek, Anders Wijkman + 
Mary Honeyball + Dagmar Roth-Behrendt + Caroline Lucas, Hiltrud Breyer

Amendment 1110
ANNEX V, Part 7, Columns 1 & 2, paragraph 7.1.a(new)

Column 1 Column 2

7.1.a Degradation
7.1a.1. Biotic 7.1a. The simulation studies (Annex VII, 

7.2.1.2 to 7.2.1.4.) shall be proposed by the 
registrant or may be required by the 
competent authority of the evaluating 
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Member State in accordance with Article 
39, 40 or 44 if the chemical safety 
assessment according to Annex I indicates 
the need to investigate further the 
degradation of the substance. The choice of 
the appropriate test(s) depends on the 
results of the safety assessment.

7.1a.1.1. Ready biodegradability 7.1a.1.1. The study does not need to be 
conducted if the substance is inorganic.

Or. en

Justification

Reintroduction of a test on biodgradability for substances between 1-10 tonnes per year in 
line with what the Commission had foreseen in its draft proposal. If this test is not 
reintroduced, a key property of very high concern would not be assessed for two thirds of the 
substances under REACH. The wording is taken directly from Annex VI. If this amendment is 
adopted, the corresponding part in Annex VI needs to be deleted. (Schlyter and others + 
Honeyball)

The Commission proposal requires information on biodegradation only for substances in 
quantities of 10 tonnes or more per year. Such information should also be required for 
selected priority substances in the tonnage range of 1 to 10 tonnes, which will be identified in 
the screening that the Agency will perform as set out in Articles 43 aa. For non-priority 
substances only information that is already available is required to be submitted. (amendment 
linked to the amendment to Article 5(4)) (Roth-Behrendt)

Amendment by Carl Schlyter, Jonas Sjöstedt, Chris Davies, Lena Ek, Anders Wijkman + 
Mary Honeyball  + Caroline Lucas, Hiltrud Breyer

Amendment 1111
ANNEX V, Part 7, Columns 1 & 2, paragraph 7.1.1 a(new)

Column 1 Column 2

7.1.1 a. Growth inhibition study on algae 7.1.1. a. The study does not need to be 
conducted if:
- the substance is highly insoluble (water 
solubility < 10 μg/l); or
- the substance is unlikely to cross 
biological membranes (MW > 800 or 
molecular diameter > 15 Å).

Or. en
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Justification

Reintroduction of a test for substances between 1-10 tonnes per year in line with what the 
Commission had foreseen in its draft proposal. The re-introduction of this test gives a better 
indication about the acute toxicity of the substance. The wording is taken directly from Annex 
VI.

If this amendment is adopted, the corresponding part in Annex VI needs to be deleted. 
(Schlyter and others)

Reintroduction of a test for substances between 1-10 tonnes per year in line with what the 
Commission had foreseen in its draft proposal. The Commission proposal makes daphnia 
toxicity tests compulsory. However, the test alone does not allow for even a rudimentary 
environmental assessment, as it provides only for studying the impacts of a substance on 
animal organisms. For assessing the impact on plant organisms as well, the inclusion of an 
algae growth inhibition test is vital. This test provides for an initial indication of chronic 
toxicity in the aquatic environment. This is a non-animal test. (Honeyball)

If this amendment is adopted, the corresponding part in Annex VI needs to be deleted.

Amendment by Elisabeth Jeggle, Thomas Ulmer and Anja Weisgerber

Amendment 1112
ANNEX V, Part 7, Columns 1 and 2, paragraph 7.1.1 a and 7.1 a (new)

Column 1 Column 2
7.1.1a. Growth inhibition study on algae 7.1.1a. The study does not need to be 

conducted if:
the substance is highly insoluble (water 
solubility < 10 μg/l); or
the substance is found to be readily 
biodegradable and the applied test 
concentrations are in the range of 
concentrations that can be expected in the 
influent of a sewage treatment plant.
The study may be replaced by a 
nitrification inhibition test if available data 
show that the substance is likely to be an 
inhibitor of microbial growth or function.

7.1a. Degradation
7.1a.1. Biotic
7.1a.1.1. Ready biodegradability

7.1a. The simulation studies shall be 
proposed by the registrant or may be 
required by the competent authority of the 
evaluating Member State in accordance 
with Article 39, 40 or 44 if the chemical 
safety assessment according to Annex I 
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indicates the need to investigate further the 
degradation of the substance. The choice of 
the appropriate test(s) depends on the 
results of the safety assessment.
7.1a.1.1 The study does not need to be 
conducted if the substance is inorganic.

Or. de

(Text moved from ANNEX VI, 7.1.4)

Justification

To determine risk-based information requirements under Annex IVa, knowledge of algae 
growth inhibition and biotic degradation is required.

Amendment by Richard Seeber

Amendment 1113
ANNEX V, Part 7, Column 1, paragraph 7.1a (new)

7.1a. Degradation
7.1a.1. Biotic
7.1a.1.1. Ready biodegradability
7.1a.2. Abiotic
7.1a.2.1. Hydrolysis as a function of pH

Or. de

Justification

Information on substance degradation forms an important basis for estimating long-term 
effects in aquatic environments. Producing that information is comparatively inexpensive; 
and QSAR models could play an important role in this field in particular.

Amendment by Holger Krahmer, Jorgo Chatzimarkakis

Amendment 1114
Annex Va (new)

Amendment by Parliament

Annex V a
Prioritisation for the Registration of Substances between 10 and 100 tons

• The prioritisation of substances should depend on the potential risk of the 
substance, including its volume, inherent properties and exposure. It is essential to 
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identify the substances of potential high risk and to allocate resources properly to 
address those first. Applying risk-based prioritisation also ensures the generation of 
data/information on all substances within 5 years and early registration of these 
substances of potential higher risk. 

• The Information Set will include properties and exposure data defining the risk:
- Physico-chemical properties: physical form (particle size), melting point, boiling 
point, relative density, vapour pressure, partition coefficient octanol/water, water 
solubility, flash point; 
- Biodegradation; 
- Acute toxicity (daphnia); 
- Acute toxicity – ingestion, dermal, inhalation (one route); 
- Skin irritation; 
- Eye irritation; 
- Skin sensitisation (when lack of indication of no concern); 
- Genetic toxicity bacterial test (Ames); 
- Classification and labelling information; 
- Generic exposure and use information.

• These properties and exposure data determine on the classification into the different 
exposure categories whereby exposure categories are meant to comprise a category 
of uses.   

• Registration under REACH should include a simple prioritisation tool combining 
quantity with potential high risk. A group of the REACH Implementation 
Programmes (RIP) of the Commission is currently defining a prioritisation process 
not as a full evaluation of the risk in use for all low volume substances but as a 
support for the identification of those substances that would benefit from earlier 
inclusion in REACH.     

The basic concept of the proposal is to use a system of evaluating the potential high 
intrinsic hazard of the substance with its ability to cause exposure together with its end use 
as defined by:

Hazard criteria
Classification                                E, F+, T+, T, N, R42, R43

Exposure (human)
Exposure potential         High Medium Low  
Vapour pressure (hPa)   >100 10-100 5-10
Dust potential Extremely dusty Dusty Slightly dusty
Analogy Flour Granular pellet Sugar

Exposure (environmental)
Not readily biodegradable and potential to bioaccumulate (log Kow >3)
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Use/Volume
Quantity 10 -100 tonnes and consumer or professional end use 

Conclusion
Positive Hazard and (Human or Environmental exposure potential) and Use/volume 
indication = Earlier Registration  

Or. en

Amendment by Chris Davies

Amendment 1115
Annex VI, introductory part, subparagraph 2 a (new)

At the level of this Annex, the registrant 
must submit a proposal and a time schedule 
for fulfilling the information requirements 
of this Annex in accordance with Article 11 
(1) (b) where this involves tests on 
vertebrate animals.  

Or. en

Justification

Linked to Amendments of Recital 47, Article 11 (1) and Annex I. In order to prevent animal 
testing and save costs for industry, and as data from animal tests should only be provided if 
necessary for the safety assessment of a substance, testing proposals involving tests on 
vertebrate animals for provision of the information specified in Annex VI should also be 
submitted.

Amendment by Dagmar Roth-Behrendt, Jutta D. Haug

Amendment 1116
Annex VI, part 6, paragraphs 6.1 to 6.4

6.1. Skin irritation delete
6.2. Eye irritation delete
6.4. Mutagenicity delete

Or. en
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Justification

It is the first amendment of a set of amendments specifying the information requirements for 
10 to 100 tonnes which require enterprises to generate the information that is necessary to 
adequately control the risks to human health and environment from the use of their 
substances and in a situation in which the requirements in the Commission proposal risk to be 
disproportionate.

At the same time, these amendments will reduce the requirements for quantities of 10 to 100 
tonnes, where risks of withdrawal of substances are likely to be high with the adverse 
consequences for downstream users, especially SMEs. Therefore these amendments preserve 
an essential channel of innovation by reducing the risk of withdrawal of substances, with 
resultant high reformulation costs.

It is proposed that Annex VI, which includes information in addition to information required 
pursuant to Annex V, will be limited to information on acute toxicity and biodegradation. The 
other information requirements foreseen in Annex VI of the Commission proposal are moved 
to Annex VII, namely the requirements for higher volume substances (100 tonnes and more).
These amendments should be seen in continuity with the approach proposed for the very low 
volume range 1- 10 t, where specific arrangements are proposed, and for the higher volumes 
in the range over 100t, where no reduction in data requirements is proposed, within the 
overall goal of sustainable development. 

The first amendment focuses on this information that is most important to develop adequate 
risk management measures while addressing the significant risk of substance withdrawal in 
the tonnage range between 10 and 100 tonnes created by the Commission proposal. The 
proposed amendment therefore moves the information requirements under points 6.1 – 6.4 to 
Annex VII.

Amendment by Caroline Lucas

Amendment 1117
Annex VI, part 6, paragraph 6.1

6.1. Skin irritation 6.1. Skin irritation

6.1.1. In vivo skin irritation 6.1.1. In vivo skin irritation (clinical skin-
patch test on human volunteers)

6.1.1. The study does not need to be 
conducted if:

6.1.1. The study shall not be conducted if:

– the substance is corrosive; or – the substance is corrosive; or
– the substance is a strong acid (pH < 
2.0) or base (pH > 11.5); or

– the substance is a strong acid (pH < 
2.0) or base (pH > 11.5); or

– the substance is flammable in air at 
room temperature; or

– the substance is flammable in air at 
room temperature; or
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– the substance is very toxic in contact 
with skin; or

– the substance is very toxic in contact 
with skin; or

– the acute toxicity study by the 
dermal route does not indicate skin 
irritation up to the limit dose level (2000 
mg/kg buffalo weight); or

– the substance is positive in in vitro 
mutagenicity/genotoxicity tests; or

– the data available from the testing 
strategy foreseen in Annex V, Section 6.1. is 
adequate to classify the substance as skin 
corrosive or skin irritant.

– the data available from the testing 
strategy foreseen in Annex V, Section 6.1. is 
adequate to classify the substance as a non-
irritant.

Or. en

Justification

Directive 86/609 requires non-animal tests to be used where reasonably and practicably 
available. The animal test in REACH  is not validated to modern standards and should thus 
be replaced, as the use of non-validated animal tests is unacceptable ethically and 
scientifically.  Studies showing scientific weaknesses of the test and explaining the proposed 
alternative strategy are cited in  "Non-Animal Testing Strategies for REACH" (see 
www.reachnonanimaltests.org).  The alternative is scientifically sound. Where uncertainties 
remain about the properties of a substance, it should be subject to control measures.

Amendment by Caroline Lucas

Amendment 1118
Annex VI, part 6, paragraph 6.2

6.2. Eye irritation delete

Or. en

Justification

This test is not validated to modern standards. Studies showing scientific weaknesses of the 
test and explaining the proposed alternative strategy are cited in  "Non-Animal Testing 
Strategies for REACH" (see www.reachnonanimaltests.org). As the use of non-validated 
animal tests is unacceptable ethically and scientifically, repeated dose toxicity animal tests 
should not be used. The endpoint is sufficiently covered by the testing strategy for eye 
irritation in point 6.2. of Annex V.
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Amendment by Caroline Lucas

Amendment 1119
Annex VI, part 6, paragraph 6.4.3

6.4.3 In vitro gene mutation study in 
mammalian cells, if a negative result in 
Annex V, 6.4.1. and Annex VI, 6.4.2.

6.4.3. In vitro gene mutation study in 
mammalian cells, if a negative result in 
Annex V, 6.4.1. and 6.4.1.a.

6.4.3. The study does not need to be 
conducted if adequate data from a reliable in 
vivo mammalian gene mutation test are 
available.

6.4.3. The study does not need to be 
conducted if adequate data from a reliable in 
vivo mammalian gene mutation test are 
available.

Or. en

Justification

Linked to the amendment adding in vitro cytogenicity study in mammalian cells to Annex V by 
the same authors.

Amendment by Caroline Lucas

Amendment 1120
Annex VI, Part 6, paragraph 6.4.4

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

6.4 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

Further mutagenicity studies should be limited to in vitro mutagenicity studies.
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Amendment by Dagmar Roth-Behrendt

Amendment 1121
ANNEX VI, Part 6, paragraph 6.5

6.5  Acute Toxicity delete

Or. en

Justification

As this information requirement is now included in Annex V, it can be deleted here. 
(amendment linked to amendment on Art. 5, para 4)

Amendment by Dagmar Roth-Behrendt, Jutta D. Haug

Amendment 1122
ANNEX VI, Part 6, Column 1, paragraph 6.5

6.5 Acute toxicity 6.5 Acute toxicity
The study shall be conducted for one route, 
preferably oral, unless the registrant 
considers another route more appropriate.

For gases and volatile liquids (vapour 
pressure above 10-2 Pa at 20°°C) the 
information shall be provided for the 
inhalation route (6.5.2).

For gases and volatile liquids (vapour 
pressure above 10-2 Pa at 20°°C) the 
information shall be provided for the 
inhalation route (6.5.2).

For substances other than gases the 
information mentioned under 6.5.1. to 6.5.3. 
shall be provided for at least two routes, one 
of which the oral route. The choice for the 
second route will depend on the nature of the 
substance and the likely route of human 
exposure. If there is only one route of 
exposure, information for only that route 
need be provided.

For substances other than gases in quantities 
of 100 tonnes or more per year per 
manufacturer or importer, the information 
mentioned under 6.5.1. to 6.5.3. shall be 
provided for at least two routes, one of 
which the oral route. The choice for the 
second route will depend on the nature of the 
substance and the likely route of human 
exposure. If there is only one route of 
exposure, information for only that route 
need be provided.

Or. en

Justification

The risk of substance withdrawal in the tonnage range between 10 and 100 tonnes created by 
the Commission proposal requires a reduction of information requirements. Therefore this 
amendment focuses on this information that is most important to develop adequate risk 
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management measures and thereby safeguards health and environment. 

Amendment by Dagmar Roth-Behrendt, Jutta D. Haug

Amendment 1123
ANNEX VI, Part 6, paragraphs 6-6.8

6.6 Repeated Dose Toxicity Delete
6.7 Reproductive Toxicity Delete
6.8 Toxicokinetics Delete

Or. en

Justification

This amendment focuses on this information that is most important to develop adequate risk 
management measures while addressing the significant risk of substance withdrawal in the 
tonnage range between 10 and 100 tonnes created by the Commission proposal. The 
proposed amendment therefore moves the information requirements under points 6.6 – 6.8 to 
Annex VII.

Amendment by Caroline Lucas

Amendment 1124
ANNEX VI, Part 6, Column 1 and Column 2, paragraphs 6.6

Column 1 Column 1

6.6. Repeated dose toxicity 6.6. Organ-specific toxicity

6.6.1. Short-term repeated dose toxicity 
study (28 days), one species, male and 
female, most appropriate route of 
administration, having regard to the likely 
route of human exposure.

6.6.1. Computerised Physiologically-
Based Biokinetic (PBBK) modelling to 
estimate probable organ and tissue 
distribution in vivo

6.6.2.   Targeted in vitro assays using 
appropriate human cell lines (e.g., liver, 
kidney, brain, etc.)
6.6.3   In vitro metabolism studies using 
human microsomal enzymes or cell lines

Column 2 Column 2

6.6.1. The short-term toxicity study (28 
days) does not need to be conducted if:

6.6.1. Organ-specific toxicity studies do not 
need to be conducted if:
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- a reliable sub-chronic (90 days) or 
chronic toxicity study is available, provided 
that an appropriate species and route of 
administration were used; or

- reliable sub-acute (28 days) or sub-
chronic (90 days) or chronic toxicity data 
are already available; or

- where a substance undergoes immediate 
disintegration and there are sufficient data 
on the cleavage products; or

where a substance undergoes immediate 
disintegration and there are sufficient data 
on the cleavage products; or

- relevant human exposure can be excluded. - relevant human exposure can be excluded.

The appropriate route shall be chosen on 
the following basis:
Testing by the dermal route is appropriate 
if:
(1) skin contact in production and/or use is 
likely; and
(2) the physicochemical properties suggest 
a significant rate of absorption through the 
skin; and
(3) one of the following conditions is met:
– toxicity is observed in the acute 
dermal toxicity test at lower doses than in 
the oral toxicity test; or
– systemic effects or other evidence of 
absorption is observed in skin and/or eye 
irritation studies; or
– in vitro tests indicate significant 
dermal absorption; or
– significant dermal toxicity or dermal 
penetration is recognised for structurally-
related substances.
Testing by the dermal route is 
inappropriate if the absorption by the skin 
is unlikely as indicated by molecular weight 
(MW > 800 or molecular diameter > 15 Å) 
and low liposolubility (log Kow < -1 or > 4).
Testing by the inhalation route is 
appropriate if:
(1) exposure of humans via inhalation is 
likely; and
(2) one of the following conditions is met:
– the substance has a vapour pressure 
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above 10-2 Pa at 20 °C; or
– the substance is a powder 
containing more than 1% particles on a 
w/w basis, with a particle size MMAD less 
than 100 μm; or
– the substance will be used in a 
manner which generates aerosols, particles 
or droplets in an inhalable size range (> 1% 
on a w/w basis of particles with MMAD < 
100 μm). In the absence of contra-
indications, the oral route shall be the 
preferred one.
The sub-chronic toxicity study (90 days) 
(Annex VII, 6.6.2) shall be proposed by the 
registrant if:
– the frequency and duration of 
human exposure indicates that a longer 
term study is appropriate; and one of the 
following conditions is met:
– other available data indicate that 
the substance may have a dangerous 
property that cannot be detected in a short-
term toxicity study; or
– appropriately designed toxicokinetic 
studies reveal accumulation of the 
substance or its metabolites in certain 
tissues or organs which would possibly 
remain undetected in a short-term toxicity 
study but which are liable to result in 
adverse effects after prolonged exposure.
Further studies shall be proposed by the 
registrant or may be required by the 
competent authority of the evaluating 
Member State in accordance with Article 
39, 40 or 44 in case of:
– failure to identify a NOAEL in the 
28 days study, unless the reason for the 
failure to identify a NOAEL is absence of 
adverse toxic effects; or
– toxicity of particular concern (e.g., 
serious/severe effects); or
– indications of an effect for which 
the available evidence is inadequate for 
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toxicological and/or risk characterisation; 
In such cases it may also be more 
appropriate to perform specific 
toxicological studies that are designed to 
investigate these effects (e.g., 
immunotoxicity, neurotoxicity); or
– the route of exposure used in the 
initial repeated dose study was 
inappropriate in relation to the expected 
route of human exposure and route-to-
route extrapolation cannot be made; or
– particular concern regarding 
exposure (e.g. use in consumer products 
leading to exposure levels which are close 
to the dose levels at which toxicity to 
humans may be expected ); or
– effects shown in substances with a 
clear relationship in molecular structure 
with the substance being studied, were not 
detected in the 28 days study.

Or. en

Justification

Directive 86/609 requires non-animal tests to be used where reasonably and practicably 
available. The animal test replaced is not validated to modern standards.  Use of non-
validated animal tests is unacceptable ethically and scientifically.  Studies showing scientific 
weaknesses of the test and explaining the proposed alternative test strategy are cited in  
"Non-Animal Testing Strategies for REACH" (available at: www.reachnonanimaltests.org).  
The alternative strategy proposed is scientifically sound. Where uncertainties remain about 
the properties of a substance, it should be subject to control measures.

Amendment by Caroline Lucas

Amendment 1125
ANNEX VI, Part 6, Column 1 and Column 2, paragraphs 6.7

Column 1 Column 1

6.7. Reproductive toxicity 6.7. Reproductive toxicity
6.7.1. Screening for developmental 
toxicity, one species (OECD 421), if there is 
no evidence from available information on 
structurally related substances or from 

6.7.1   Screening for reproductive and 
developmental toxicity using computerised 
expert systems / (Q)SAR modelling
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(Q)SAR estimates that the substance may 
be a developmental toxicant.

6.7.1a   Testing for embryotoxicity using 
ECVAM-validated Embryonic Stem Cell 
Test (EST)

6.7.2. Developmental toxicity study, most 
appropriate route of administration, having 
regard to the likely route of human 
exposure (Annex X B. 31 or OECD 414).

6.7.2  In vitro metabolism studiesusing 
human microsomal enzymes or cell lines

Column 2 Column 2

6.7. The studies do not need to be conducted 
if:

6.7. The studies do 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 
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

– the substance is known to be a germ 
cell mutagen and appropriate risk 
management measures are implemented; or

- there is evidence that the substance 
accumulates in animal or human tissues 
(e.g. breast tissue or body fat) and 
appropriate risk management measures are 
implemented;or

– relevant human exposure can be 
excluded.

– relevant human exposure can be 
excluded.

6.7.1. A positive result in the screening 
shall be confirmed at this level by a 
developmental toxicity study, one species, 
most appropriate route of administration, 
having regard to the likely route of human 
exposure (Annex VI, 6.7.2).

6.7.1. Taking into account the results from 
metabolism studies in vitro, a positive result 
in the EST shall be regarded as sufficient 
evidence of embryotoxicity to classify a 
chemical as a potential reproductive 
toxicant.

6.7.2. 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.

6.7.2. Taking into account the results from 
metabolism studies in vitro, negative results 
in both the EST and expert system / 
(Q)SAR modelling suggests that a chemical 
is likely not a reproductive toxicant. This 
may be confirmed by further mechanistic 
studies in vitro.

The two-generation reproductive toxicity 
study (Annex VII, 6.7.3) shall be proposed 
by the registrant if there are indications of 
potential reproductive toxicity from a 
repeated dose toxicity study (90 days) (e.g. 
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histopathological effects on the gonads) or 
the substance has a close structural 
relationship with a known reproductive 
toxicant.

Or. en

Justification

Directive 86/609 requires non-animal tests to be used where reasonably and practicably available. 
The animal test in REACH  is not validated to modern standards and should thus be replaced, as the 
use of non-validated animal tests is unacceptable ethically and scientifically.  Studies showing 
scientific weaknesses of the test and explaining the proposed alternative strategy are cited in  "Non-
Animal Testing Strategies for REACH" (see www.reachnonanimaltests.org).  The alternative is 
scientifically sound. Where uncertainties remain about the properties of a substance, it should be 
subject to control measures.

Amendment by Richard Seeber

Amendment 1126
ANNEX VI, Part 6, Column 1 and Column 2, paragraphs 6.7.2

6.7.2. Developmental toxicity study, most 
appropriate route of administration, having 
regard to the likely route of human exposure 
(Annex X B. 31 or OECD 414).

6.7.2. Developmental toxicity study, most 
appropriate route of administration, having 
regard to the likely route of human exposure 
(Annex X B. 31 or OECD 414)

and/or (depending on the results of the 
screening test)
6.7.3. 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.

Or. de

Justification

At present, a screening test is provided for (OECD 421, not in Annex V to Directive 
67/548/EEC) as the first action to verify reproductive toxicity. It is recommended, at the very 
least, that as part of the further testing strategy, depending on the type of positive findings 
from the screening test, a fertility reduction study be carried out in addition to a 
developmental toxicity study. In our view, it would be even better to maintain the existing 
TGD testing strategy, which has proved its worth.
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Amendment by Dagmar Roth-Behrendt, Jutta D. Haug

Amendment 1127
ANNEX VI, Part 7, paragraphs  7.1, 7.22, 7.3

7.1 Aquatic Toxicity Delete
7.22 Abiotic Delete
7.3 Fate and behavious in the environment Delete

Or. en

Justification

The risk of substance withdrawal in the tonnage range between 10 and 100 tonnes created by 
the Commission proposal requires a reduction of information requirements. Therefore the 
proposed amendment moves the information requirements under points 7.1, 7.2.2 and 7.3 to 
Annex VII. 

Amendment by Caroline Lucas

Amendment 1128
ANNEX VI, Part 7, paragraph 7.1.3

Column 1 Column 1
7.1.3. Short-term toxicity testing on fish: 
The registrant may consider long-term 
toxicity testing instead of short-term.

7.1.3. Screening for short-term toxicity to
fish using TETRATOX and/or the DarT 
Fish Egg Test

Column 2 Column 2

7.1.3. The study does not need to be 
conducted if:

7.1.3. The study does not need to be 
conducted if:

– the substance is highly insoluble 
(water solubility < 10 μg/l); or

– the substance is highly insoluble 
(water solubility < 10 μg/l); or 

– the substance is unlikely to cross 
biological membranes (MW > 800 or 
molecular diameter > 15 Å); or

– the substance is unlikely to cross 
biological membranes (MW > 800 or 
molecular diameter > 15 Å); or

– a long-term toxicity study is 
available.

– measured or estimated partition 
coefficient (log Kow) is < 4; or
– data on short-term or long-term 
toxicity in fish are already available.

The long-term aquatic toxicity study on fish 
(Annex VII, 7.1.6) shall be proposed by the 
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registrant or may be required by the 
competent authority of the evaluating 
Member State in accordance with Article 
39, 40 or 44 if the comparison of the 
(predicted) environmental exposure with 
the results from the short-term aquatic 
toxicity data indicates the need to 
investigate further effects on aquatic 
organisms.
The long-term aquatic toxicity study on fish 
(Annex VII, 7.1.6) shall be considered if 
the substance is poorly water soluble (water 
solubility < 1 mg/l).

Or. en

Justification

Directive 86/609 requires non-animal tests to be used where reasonably and practicably 
available. The animal test in REACH  is not validated to modern standards and should thus 
be replaced, as the use of non-validated animal tests is unacceptable ethically and 
scientifically.  Studies showing scientific weaknesses of the test and explaining the proposed 
alternative strategy are cited in  "Non-Animal Testing Strategies for REACH" (see 
www.reachnonanimaltests.org).  The alternative is scientifically sound. Where uncertainties 
remain about the properties of a substance, it should be subject to control measures.

Amendment by Richard Seeber

Amendment 1129
ANNEX VI, Part 7, paragraph 7.1.4

7.1.4. Activated sludge respiration 
inhibition testing, unless there is a low 
probability of emission into the sewage 
treatment system

7.1.4. Activated sludge respiration 
inhibition testing, unless there is a low 
probability of emission into the sewage 
treatment system

The study may be replaced by a 
nitrification inhibition test if available data 
show that the substance is likely to be an
inhibitor of microbial growth or function.

If available data show that the substance is 
likely to be an inhibitor of microbial growth 
or function, the study should be 
complemented by a nitrification inhibition 
test.

Or. de
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Justification

If the substance inhibits bacterial growth, a nitrification inhibition test should be carried out 
not, as proposed, as an alternative to the study, but, rather, in addition to it.

Amendment by Dagmar Roth-Behrendt

Amendment 1130
ANNEX VI, Part 7, paragraph 7.2

7.2 Degredation Delete

Or. en

Justification

As this information requirement is now included in Annex V, it can be deleted here. 
(amendment linked to amendment on Art. 5, paragraph 4)

Amendment by Carl Schlyter, Caroline Lucas, Hiltrud Breyer

Amendment 1131
ANNEX VI, Part 7, paragraph 7.2 a (new)

Column 1 Column 2

Ecotoxicological information data 
requirement
7.2.a Degredation
Further degradation testing shall be 
proposed by the registrant if the chemical 
safety assessment according to Annex I 
indicates the need to investigate further the 
degradation of the substance. The choice of 
the appropriate test(s) depends on the 
results of the safety assessment.
7.2.a.1. Biotic
The information mentioned under 7.2.1.3 
and 7.2.1.4 shall also be proposed by the 
registrant or may be required by the 
competent authority of the evaluating 
Member State in accordance with 
Articles 39, 40 or 44 in the cases defined 
below.
7.2.a.1.2. Simulation testing on ultimate 
degradation in surface water

7.2.a.1.2. The study need not be conducted 
if:
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the water solubility of the substance is 
below 10 μg/l;
the substance is readily biodegradable.

7.2.a 1.3. Soil simulation testing (for 
substances with a high potential for 
adsorption to soil)

7.2.a .1.3. The study need not be conducted:
if the substance is readily biodegradable; or
if direct or indirect exposure of soil is 
unlikely.

7.2.a.1.4. Sediment simulation testing 
(for substances with a high potential for 
adsorption to sediment)

7.2.a.1.4. The study need not be conducted:
if the substance is readily biodegradable; or
if direct or indirect exposure of soil is 
unlikely.

7.2.a.3. Identification of degradation 
products

7.2.a.3. Unless the substance is readily 
biodegradable
Further testing shall be proposed by the 
registrant if the chemical safety assessment 
according to Annex I indicates the need to 
investigate further the fate and behaviour 
of the substance. The choice of the 
appropriate test(s) depends on the results of 
the safety assessment.

Or. en

(Text moved from ANNEX VII - 7.2.1)

Justification

This moves the degradation studies listed in point 7.2 of Annex VII to Annex VI. Data 
concerning bio-and abiotic degradation are prequisites for a proper safety assessment of any 
chemical that may be released into the environment. Such studies should therefore be applied 
already for substances as of 10 tonnes.

If this amendment is adopted, the corresponding part in Annex VII needs to be deleted.

Amendment by Dagmar Roth-Behrendt, Jutta D. Haug

Amendment 1132
Annex VII, Part 6, paragraph 6.1. to 6.4.

6.1. Skin irritation
6.1.1. In vivo skin irritation 



PE 357.826v01-00 70/100 AM\565939EN.doc

EN

6.1.1. The study does not need to be conducted if:
- the substance is corrosive; or
- the substance is a strong acid (pH < 2.0) or base (pH > 11.5); or
- the substance is flammable in air at room temperature; or
- the substance is very toxic in contact with skin; or
- the acute toxicity study by the dermal route does not indicate skin irritation up to the limit 
dose level (2000 mg/kg buffalo weight); or
- the data available from the testing strategy foreseen in Annex V, Section 6.1. is adequate 
to classify the substance as skin corrosive or skin irritant.
6.2. Eye irritation
6.2.1. In vivo eye irritation 
6.2.1. The study does not need to be conducted if:
- the substance is corrosive; or
- the substance is a strong acid (pH < 2.0) or base (pH > 11.5); or
- the substance is flammable in air at room temperature; or
- the substance is classified as irritant in contact with skin and provided that the registrant 
classifies the substance as eye irritant; or
- the data available from the testing strategy foreseen in Annex V, Section 6.2. is adequate 
to classify the substance as eye irritant.
6.4. Mutagenicity
6.4.2. In vitro cytogenicity study in mammalian cells
6.4.2. The study does not need to be conducted
- if adequate data from an in vivo cytogenicity test are available or
- the substance is known to be carcinogenic category 1 or 2.
6.4.3. In vitro gene mutation study in mammalian cells, if a negative result in Annex V, 
6.4.1. and Annex VI, 6.4.2.
6.4.3. The study does not need to be conducted if adequate data from a reliable in vivo 
mammalian gene mutation test are available.
6.4. Appropriate in vivo mutagenicity studies shall be considered in case of a positive result 
in any of the mutagenicity studies in Annex V or VI.

Or. en

Text moved from Annex VI; current column 2 and row 6.4 unchanged

Justification

This amendment is a consequence to the amendment to Annex VI as explained above. It is 
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needed to maintain the same requirements regarding quantities of over 100 tonnes as under 
the Commission proposal. For mutagenicity it is assured that if there is a positive result from 
an in vitro study, that it will be further investigated.  (linked to the amendment on Annex VI).

Amendment by Caroline Lucas

Amendment 1133
Annex VII, Part 6, paragraph 6.4.

6.4. If there is a positive result in any of the 
mutagenicity studies in Annex V or VI and 
there are no results available from an in 
vivo study, an appropriate in vivo 
mutagenicity study shall be proposed by the 
registrant.
If there is a positive result from any in vivo 
study available, further appropriate in vivo 
studies shall be proposed.

Deleted

Or. en

Justification

There are no in vivo mutagenicity studies validated to modern standards. Studies showing 
scientific weaknesses of the test and explaining the proposed alternative strategy are cited in 
"Non-Animal Testing Strategies for REACH" (see www.reachnonanimaltests.org). As the use 
of non-validated animal tests is unacceptable ethically and scientifically, in vivo mutagenicity 
tests should not be used. If there is a positive result from the tests in Annex V or VI, further in 
vitro studies should be conducted as already suggested in the amendment to point 6.4 of 
Annex VI.

Amendment by Caroline Lucas, Carl Schlyter, Hiltrud Breyer + Dagmar Roth-Behrendt, Jutta 
D. Haug

Amendment 1134
Annex VII, Part 7, paragraph 6.4.

6.4. If there is a positive result in any of the 
mutagenicity studies in Annex V or VI and 
there are no results available from an in vivo 
study, an appropriate in vivo mutagenicity 
study shall be proposed by the registrant.

6.4 If there is a positive result in any of the 
mutagenicity studies in Annex V or the 
above tests and there are no results available 
from an in vivo study, an appropriate in vivo 
mutagenicity study shall be proposed by the 
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If there is a positive result from any in vivo 
study available, further appropriate in vivo 
studies shall be proposed.

registrant.
If there is a positive result from any in vivo 
study available, further appropriate in vivo 
studies shall be proposed.

Or. en

Justification

This amendment is a consequence to the amendment to Annex VI as explained above. It is 
needed to maintain the same requirements regarding quantities of over 100 tonnes as under 
the Commission proposal. For mutagenicity it is assured that if there is a positive result from 
an in vitro study, that it will be further investigated.  (linked to the amendment on Annex VI).

Amendment by Caroline Lucas

Amendment 1135
Annex VII, Part 6, paragraph 6.6.

6.6. Repeated dose toxicity Deleted

Or. en

Justification

Repeated dose toxicity tests are not validated to modern standards. Studies showing scientific 
weaknesses of the test and explaining the proposed alternative strategy are cited in  "Non-
Animal Testing Strategies for REACH" (see www.reachnonanimaltests.org). As the use of 
non-validated animal tests is unacceptable ethically and scientifically, repeated dose toxicity 
animal tests should not be used. The endpoint is sufficiently covered by the suggested organ-
specific testing strategy to replace repeated dose-toxicity testing in point 6.6. of Annex VI.
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Amendment by Dagmar Roth-Behrendt, Jutta D. Haug

Amendment 1136
Annex VII, Part 6, paragraph 6.6.

Text proposed by the Commission

6.6. Repeated dose toxicity

6.6.1. Short-term repeated dose 
toxicity study (28 days), 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 VI 
requirements or if tests according to 6.6.2 
is proposed. In this case, Section 3 of 
Annex IX shall not apply.

6.6.2. Sub-chronic toxicity study (90-
day), one species, rodent, male and 
female, most appropriate route of 
administration, having regard to the 
likely route of human exposure.

6.6.2. The sub-chronic toxicity study (90 days) 
does not need to be conducted if:

- a reliable short-term toxicity study (28 days) is 
available showing severe toxicity effects 
according to the criteria for classifying the 
substance as R48, for which the observed 
NOAEL-28 days, with the application of an 
appropriate uncertainty factor, allows the 
extrapolation towards the NOAEL-90 days for 
the same route of exposure; or
- a reliable chronic toxicity study is available, 
provided that an appropriate species and route of 
administration were used; or

- the substance is unreactive, insoluble and not 
inhalable and there is no evidence of absorption 
and no evidence of toxicity in a 28-day “limit 
test”, particularly if such a pattern is coupled 
with limited human exposure.

The appropriate route shall be chosen on the 
following basis:

Testing by the dermal route is appropriate if:

(1) skin contact in production and/or use is likely; 
and
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(2) the physicochemical properties suggest a 
significant rate of absorption through the skin; 
and

(3) one of the following conditions is met:

- toxicity is observed in the acute dermal toxicity 
test at lower doses than in the oral toxicity test; or

- systemic effects or other evidence of absorption 
is observed in skin and/or eye irritation studies; or

- in vitro tests indicate significant dermal 
absorption; or

- significant dermal toxicity or dermal penetration 
is recognised for structurally-related substances.

Testing by the dermal route is inappropriate if the 
absorption by the skin is unlikely as indicated by 
molecular weight (MW > 800 or molecular 
diameter > 15 Å) and low liposolubility (log 
Kow < -1 or > 4).

Testing by the inhalation route is appropriate if:
(1) exposure of humans via inhalation is likely; 
and

(2) one of the following conditions is met:
- the substance has a vapour pressure above 10-

2 Pa at 20 °C; or
- the substance is a powder containing more than 
1% particles on a w/w basis, with a particle size 
MMAD less than 100 μm; or

- the substance will be used in a manner which 
generates aerosols, particles or droplets in an 
inhalable size range (> 1% on a w/w basis of 
particles with MMAD < 100 μm). In the absence 
of contra-indications, the oral route shall be the 
preferred one.

Further studies shall be proposed by the registrant 
or may be required by the competent authority of 
the evaluating Member State in accordance with 
Articles 39, 40 or 44 in case of:

- failure to identify a NOAEL in the 90 days study 
unless the reason for the failure to identify a 
NOAEL is absence of adverse toxic effects; or

- toxicity of particular concern (e.g. serious/severe 
effects); or
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- indications of an effect for which the available 
evidence is inadequate for toxicological and/or 
risk characterisation; In such cases it may also be 
more appropriate to perform specific toxicological 
studies that are designed to investigate these 
effects (e.g. immunotoxicity, neurotoxicity); or

- particular concern regarding exposure (e.g. use 
in consumer products leading to exposure levels 
which are high relative to the dose levels at which 
toxicity to humans may be expected).

Amendment by Parliament

6.6. Repeated dose toxicity

6.6.1. Short-term repeated dose 
toxicity study (28 days), 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 VI 
requirements or if tests according to 6.6.2 
is proposed. In this case, Section 3 of 
Annex IX shall not apply.

6.6.1. The short-term toxicity study (28 days) 
does not need to be conducted if:
– a reliable sub-chronic (90 days) or chronic

toxicity study is available, provided that an 
appropriate species and route of administration
were used; or

– where a substance undergoes immediate 
disintegration and there are sufficient data on 
the cleavage products; or

– relevant human exposure can be excluded.

The appropriate route shall be chosen on the 
following basis:

Testing by the dermal route is appropriate if:

(1) skin contact in production and/or use is likely; 
and

(2) the physicochemical properties suggest a 
significant rate of absorption through the skin; 
and

(3) one of the following conditions is met:

- toxicity is observed in the acute dermal toxicity 
test at lower doses than in the oral toxicity test; or

- systemic effects or other evidence of absorption 
is observed in skin and/or eye irritation studies; or

- in vitro tests indicate significant dermal 
absorption; or

- significant dermal toxicity or dermal penetration 
is recognised for structurally-related substances.
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Testing by the dermal route is inappropriate if the 
absorption by the skin is unlikely as indicated by 
molecular weight (MW > 800 or molecular 
diameter > 15 Å) and low liposolubility (log 
Kow < -1 or > 4).

Testing by the inhalation route is appropriate if:

(1) exposure of humans via inhalation is likely; 
and

(2) one of the following conditions is met:
- the substance has a vapour pressure above 10-

2 Pa at 20 °C; or
- the substance is a powder containing more than 
1% particles on a w/w basis, with a particle size 
MMAD less than 100 μm; or

- the substance will be used in a manner which 
generates aerosols, particles or droplets in an 
inhalable size range (> 1% on a w/w basis of 
particles with MMAD < 100 μm). In the absence 
of contra-indications, the oral route shall be the 
preferred one.

The sub-chronic toxicity study (90 days) 
(Annex VII, 6.6.2) shall be proposed by the 
registrant if:
- the frequency and duration of human exposure 
indicates that a longer term study is appropriate; 
and one of the following conditions is met:
- other available data indicate that the substance 
may have a dangerous property that cannot be 
detected in a short-term toxicity study; or
- appropriately designed toxicokinetic studies 
reveal accumulation of the substance or its 
metabolites in certain tissues or organs which 
would possibly remain undetected in a short-
term toxicity study but which are liable to result 
in adverse effects after prolonged exposure.
Further studies shall be proposed by the registrant 
or may be required by the competent authority of 
the evaluating Member State in accordance with 
Article 39, 40 or 44 in case of:
- failure to identify a NOAEL in the 28 days 
study, unless the reason for the failure to identify 
a NOAEL is absence of adverse toxic effects; or
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- toxicity of particular concern (e.g., 
serious/severe effects); or

- indications of an effect for which the available 
evidence is inadequate for toxicological and/or 
risk characterisation; In such cases it may also be 
more appropriate to perform specific toxicological 
studies that are designed to investigate these 
effects (e.g., immunotoxicity, neurotoxicity); or

- the route of exposure used in the initial 
repeated dose study was inappropriate in 
relation to the expected route of human 
exposure and route-to-route extrapolation 
cannot be made; or
- particular concern regarding exposure (e.g. use 
in consumer products leading to exposure levels 
which are close to the dose levels at which 
toxicity to humans may be expected ); or
- effects shown in substances with a clear 
relationship in molecular structure with the 
substance being studied, were not detected in the 
28 days study.

Or. en

Justification

This amendment is a consequence to the amendment to Annex VI as explained above. It is 
needed to maintain the same requirements regarding quantities of over 100 tonnes as under 
the Commission proposal. (linked to amendment to Annex VI, points 6.1 - 6.4).

Amendment by Dagmar Roth-Behrendt, Jutta D. Haug

Amendment 1137
Annex VII, Part 6, paragraph 6.7.

Text proposed by the Commission

6.7. Reproductive toxicity 6.7. The studies do 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 
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measures are implemented.

6.7.2. Developmental toxicity study, 
one species, most appropriate route of 
administration, having regard to the 
likely route of human exposure 
(Annex X B.31 or OECD 414), unless 
already provided as part of Annex VI 
requirements.

6.7.2 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.

6.7.3. 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.

Amendment by Parliament

6.7. Reproductive toxicity 6.7. The studies do 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. 

6.7.1. Screening for 
reproductive/developmental toxicity, one 
species (OECD 421), 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.

6.7.1. A positive result in the screening shall be 
confirmed at this level by a developmental 
toxicity study, one species, most appropriate 
route of administration, having regard to the 
likely route of human exposure (Annex VI, 
6.7.2).

6.7.2. Developmental toxicity study,
one species, most appropriate route of 
administration, having regard to the 
likely route of human exposure 
(Annex X B. 31 or OECD 414), unless 
already provided as part of Annex VI 
requirements.

6.7.2. 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.

The two-generation reproductive toxicity study 
(6.7.3) shall be proposed by the registrant if 
there are indications of potential reproductive 
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toxicity from a repeated dose toxicity study 
(90 days) (e.g. histopathological effects on the 
gonads) or the substance has a close structural 
relationship with a known reproductive toxicant.

Or. en

Justification

This amendment is a consequence to the amendment to Annex VI as explained above. It is 
needed to maintain the same requirements regarding quantities of over 100 tonnes as under 
the Commission proposal. (linked to amendment to Annex VI, points 6.1 - 6.4).

Amendment by Caroline Lucas

Amendment 1138
Annex VII, Part 6, paragraph 6.7.

Text proposed by the Commission

6.7. Reproductive toxicity 6.7. The studies do 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.

6.7.2. Developmental toxicity study, 
one species, most appropriate route of 
administration, having regard to the 
likely route of human exposure 
(Annex X B.31 or OECD 414), unless 
already provided as part of Annex VI 
requirements.

6.7.2 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.

6.7.3. 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.
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Amendment by Parliament

6.7. Reproductive toxicity 6.7. The studies do 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

- there is evidence that the substance 
accumulates in animal or human tissues (e.g. 
breast tissue or body fat) and appropriate risk 
management measures are implemented. 

6.7.2. Mechanic studies in vitro to 
assess chemical effects on:
(i) Steroid hormone synthesis (e.g., 
H295R cell line)
(ii) Viability, motility, morphology and 
biochemistry of human sperm
(iii) Sertoli cells in culture
(iv) Ovarian follicle cells in culture
(v) Other valid in vitro or in silico 
methods

Or. en

Justification

Directive 86/609 requires non-animal tests to be used where reasonably and practicably 
available. The animal test in REACH is not validated to modern standards and should thus be 
replaced, as the use of non-validated animal tests is unacceptable ethically and scientifically. 
Studies showing scientific weaknesses of the test and explaining the proposed alternative 
strategies are cited in "Non-Animal Testing Strategies for REACH" (see 
www.reachnonanimaltests.org). The alternative is scientifically sound. Where uncertainties 
remain about the properties of a substance, it should be subject to control measures.
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Amendment by Dagmar Roth-Behrendt, Jutta D. Haug

Amendment 1139

Annex VII, Part 6, paragraph 6.7 a (new).

Amendment by Parliament

6.7a Toxicokinetics

6.7a.1. Assessment of the toxicokinetic 
behaviour of the substance to the extent 
that can be derived from the relevant 
available information

Or. en

Justification

This amendment is a consequence to the amendment to Annex VI as explained above. It is 
needed to maintain the same requirements regarding quantities of over 100 tonnes as under 
the Commission proposal.

Amendment by Richard Seeber

Amendment 1140
Annex VII, Part 6, paragraph 6.7 a. (new)

Amendment by Parliament

6.7a. Toxicokinetics

6.7a.1. Assessment of the toxicokinetic 
behaviour of the substance through 
additional studies, including 
biotransformation and 
pharmacokinetics, where this appears 
necessary to clarify the further testing 
strategy and/or make an overall 
toxicological assessment.

Or. de
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(Identical amendment to Annex VIII, same author)

Justification

Under the REACH proposal, there is no requirement concerning the toxicokinetic behaviour 
of a substance. As, in specific cases, knowledge of that behaviour may be very important for 
selecting a suitable testing strategy, in particular for CMR substances in the higher tonnage 
ranges, it is recommended that provision be made for such a testing strategy on a case-by-
case basis.

Amendment by Dagmar Roth-Behrendt, Jutta D. Haug

Amendment 1141
Annex VII, Part 7, paragraphs 7.1.

Text proposed by the Commission

7.1. Aquatic toxicity 7.1. Long-term toxicity testing shall be proposed 
by the registrant if the chemicals safety 
assessment according to Annex I indicates the 
need to investigate further the effects on aquatic 
organisms. The choice of the appropriate test(s) 
depends on the results of the safety assessment.

7.1.5. Long-term toxicity testing on 
Daphnia, (unless already provided as 
part of Annex V requirements)

7.1.5. The study does not need to be conducted 
if:
- the substance is unlikely to cross biological 
membranes (MW > 800 or molecular 
diameter > 15 Å); or
- direct or indirect exposure of the aquatic 
compartment is unlikely.

7.1.6. Long-term toxicity testing on 
fish, (unless already provided as part of 
Annex VI requirements)

7.1.6. The study does not need to be conducted 
if:
- the substance is unlikely to cross biological 
membranes (MW > 800 or molecular 
diameter > 15 Å); or
- direct or indirect exposure of the aquatic 
compartment is unlikely.

The information shall be provided for 
one of the following 7.1.6.1, 7.1.6.2 or 
7.1.6.3.

7.1.6.1 Fish early-life stage (FELS) 
toxicity test (OECD 210)
7.1.6.2 Fish short-term toxicity test on 

7.1.6.1. The FELS toxicity test shall be proposed 
by the registrant or may be required by the 
competent authority of the evaluating Member 
State in accordance with Articles 39, 40 or 44 if 



AM\565939EN.doc 83/100 PE 357.826v01-00

EN

embryo and sac-fry stages 
(Annex X C.15 or OECD 212)
7.1.6.3 Fish, juvenile growth test 
(Annex X C.14 or OECD 215)

the substance has a potential to bioaccumulate.

Amendment by Parliament

7.1. Aquatic toxicity
7.1.2. Growth inhibition study on algae

7.1.2. The study does not need to be conducted 
if:
- the substance is highly insoluble (water 
solubility < 10 μg/l); or
- the substance is unlikely to cross biological 
membranes (MW > 800 or molecular 
diameter > 15 Å).

7.1.3. Short-term toxicity testing on 
fish: The registrant may consider long-
term toxicity testing instead of short-
term. 

7.1.3. The study does not need to be conducted 
if:
- the substance is highly insoluble (water 
solubility < 10 μg/l); or
- the substance is unlikely to cross biological 
membranes (MW > 800 or molecular 
diameter > 15 Å); or
- a long-term toxicity study is available.

The long-term aquatic toxicity study on fish 
(Annex VII, 7.1.6) shall be proposed by the 
registrant or may be required by the competent 
authority of the evaluating Member State in 
accordance with Article 39, 40 or 44 if the 
comparison of the (predicted) environmental 
exposure with the results from the short-term 
aquatic toxicity data indicates the need to 
investigate further effects on aquatic organisms.
The long-term aquatic toxicity study on fish 
(Annex VII, 7.1.6) shall be considered if the 
substance is poorly water soluble (water 
solubility < 1 mg/l).

7.1.4. Activated sludge respiration 
inhibition testing, unless there is a low 
probability of emission into the sewage 
treatment system

7.1.4. The study does not need to be conducted 
if:
- the substance is highly insoluble (water 
solubility < 10 μg/l); or
- the substance is found to be readily 
biodegradable and the applied test 
concentrations are in the range of 
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concentrations that can be expected in the 
influent of a sewage treatment plant.
The study may be replaced by a nitrification 
inhibition test if available data show that the 
substance is likely to be an inhibitor of microbial 
growth or function.

Or. en

Text moved from Annex VI, part 7, paragraph 7.1

Justification

This amendment is a consequence to the amendment to Annex VI as explained above. It is 
needed to maintain the same requirements regarding quantities of over 100 tonnes as under 
the Commission proposal. (linked to amendment to Annex VI, 6.1 - 6.4).

Amendment by Caroline Lucas

Amendment 1142
Annex VII, Part 7, paragraph 7.1.6.

7.1.6. Long-term toxicity testing on fish Deleted

Or. en

Justification

Long-term toxicity testing on fish is not validated to modern standards. Studies showing 
scientific weaknesses of the test and explaining the proposed alternative strategy are cited in 
"Non-Animal Testing Strategies for REACH" (see www.reachnonanimaltests.org). As the use 
of non-validated animal tests is unacceptable ethically and scientifically, long-term toxicity 
testing on fish repeated dose toxicity animal tests should not be used. The endpoint is 
sufficiently covered by the alternative test replacing short-term toxicity in fish in point 7.1.3 of 
Annex VI.
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Amendment by Dagmar Roth-Behrendt, Jutta D. Haug

Amendment 1143
Annex VII, Part 7, paragraphs 7.2.1 a (new)

Amendment by Parliament

7.2.2. Abiotic
7.2.2.1. Hydrolysis as a function 
of pH.

7.2.2.1. The study does not need to be conducted 
if:
the substance is readily biodegradable; or
the water solubility of the substance is 
below 10 μg/l.

Or. en

Text moved from Annex VI, Part 7, paragraph 7.2.2)

Justification

This amendment is a consequence to the amendment to Annex VI as explained above. It is 
needed to maintain the same requirements regarding quantities of over 100 tonnes as under 
the Commission proposal. (linked to amendment to Annex VI, 6.1 - 6.4).

Amendment by Dagmar Roth-Behrendt, Jutta D. Haug

Amendment 1144
Annex VII, Part 7, paragraphs 7.3.
Text proposed by the Commission

7.3. Fate and behaviour in the 
environment

7.3.2. Bioconcentration in (one) 
aquatic species, preferably fish 

7.3.2. The study need not be conducted if:
- the substance has a low potential for 
bioaccumulation (ie log Kow < 3); or
- the substance is unlikely to cross biological 
membranes (MW > 800 or molecular 
diameter > 15 Å); or

- direct or indirect exposure of the aquatic 
compartment is unlikely.

7.3.3. Further studies on 
adsorption/desorption depending on 
the results of the study required in 
Annex VI

7.3.3. The study need not be conducted if:
- based on the physicochemical properties the 
substance can be expected to have a low potential 
for adsorption (e.g. the substance has a low 
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octanol water partition coefficient); or
- the substance decomposes rapidly.

Amendment by Parliament

7.3. Fate and behaviour in the 
environment

7.3.1. Adsorption/desorption screening 
study

7.3.1. The study does not need to be conducted 
if:
– based on the physicochemical properties the 

substance can be expected to have a low 
potential for adsorption (e.g. the substance 
has a low octanol water partition coefficient); 
or 

– the substance decomposes rapidly.

Or. en

Text moved from Annex VI, Part 7, paragraph 7.3

Justification

This amendment is a consequence to the amendment to Annex VI as explained above. It is 
needed to maintain the same requirements regarding quantities of over 100 tonnes as under 
the Commission proposal. (linked to amendment to Annex VI, 6.1 - 6.4)

Amendment by Carl Schlyter, Caroline Lucas, Hiltrud Breyer

Amendment 1145
Annex VIII, introduction, paragraph 1

At the level of this Annex, the registrant 
must submit a proposal and a time schedule 
for fulfilling the information requirements of 
this Annex in accordance with 
Article 11 (1) (d).

At the level of this Annex, the registrant 
must submit a proposal and a time schedule 
for fulfilling the information requirements of 
this Annex that involve vertebrate animal 
tests in accordance with Article 11 (1) (d).

Or. en

Justification

The testing proposals should only relate to vertebrate animal test requirements. All other 
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information requirements should be provided in line with the deadlines specified in Article 21.

Amendment by Caroline Lucas

Amendment 1146
Annex VIII, Part 6, paragraph 6.4

6.4. If appropriate, in case of a positive 
result in any previous mutagenicity study 
further mutagenicity studies shall be 
proposed by the registrant.

Deleted

Or. en

Justification

At this juncture, sufficient information should be available to make an informed decision 
regarding the classification and regulation of a substance with respect to its potential 
mutagenicity. If there is a positive result from the tests in Annex V or VI, further in vitro 
studies should be conducted as already suggested in the amendment to point 6.4 of Annex VI.

Amendment by Caroline Lucas

Amendment 1147
Annex VIII, Part 6, paragraph 6.6.3.

6.6.3. A long-term repeated toxicity study 
(≥ 12 months) may be proposed by the 
registrant or required by the competent 
authority of the evaluating Member State in 
accordance with Articles 39, 40 or 44 if the 
frequency and duration of human exposure 
indicates that a longer term study is 
appropriate and one of the following 
conditions is met:

deleted

- serious or severe toxicity effects of 
particular concern were observed in the 
28 days or 90 days study for which the 
available evidence is inadequate for 
toxicological or risk characterisation; or

deleted

- effects shown in substances with a clear 
relationship in molecular structure with the 
substance being studied were not detected 

deleted
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in the 28 days or 90 days study; or
- the substance may have a dangerous 
property that cannot be detected in a 
90 days study.

deleted

Or. en

Justification

Long-term repeated dose toxicity tests are not validated to modern standards. Studies 
showing scientific weaknesses of the test and explaining the proposed alternative strategy are 
cited in "Non-Animal Testing Strategies for REACH" (see www.reachnonanimaltests.org). As 
the use of non-validated animal tests is unacceptable ethically and scientifically, repeated 
dose toxicity animal tests should not be used. The endpoint is sufficiently covered by the 
suggested organ-specific testing strategy to replace repeated dose-toxicity testing in point 6.6 
of Annex VI.

Amendment by Caroline Lucas

Amendment 1148
Annex VIII, Part 6, paragraph 6.6.

6.6. Further studies shall be proposed by 
the registrant or may be required by the 
competent authority of the evaluating 
Member State in accordance with 
Articles 39, 40 or 44 in case of:

deleted

- toxicity of particular concern (e.g. 
serious/severe effects); or

deleted

- indications of an effect for which the 
available evidence is inadequate for 
toxicological and/or risk characterisation; 
In such cases it may also be more 
appropriate to perform specific 
toxicological studies that are designed to 
investigate these effects (e.g. 
immunotoxicity, neurotoxicity); or

deleted

- particular concern regarding exposure 
(e.g. use in consumer products leading to 
exposure levels which are close to the dose 
levels at which toxicity is observed).

deleted

Or. en
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Justification

Long-term repeated dose toxicity tests are not validated to modern standards. Studies 
showing scientific weaknesses of the test and explaining the proposed alternative strategy are 
cited in "Non-Animal Testing Strategies for REACH" (see www.reachnonanimaltests.org). As 
the use of non-validated animal tests is unacceptable ethically and scientifically, repeated 
dose toxicity animal tests should not be used. The endpoint is sufficiently covered by the 
suggested organ-specific testing strategy to replace repeated dose-toxicity testing in point 6.6 
of Annex VI.

Amendment by Caroline Lucas

Amendment 1149
Annex VIII, Part 6, paragraph 6.7.

6.7.4. 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 VII requirements

deleted

6.7.4. The study need not be conducted if: deleted
- the substance is known to be a genotoxic 
carcinogen and appropriate risk 
management measures are implemented; or

deleted

- the substance is known to be a germ cell 
mutagen and appropriate risk management 
measures are implemented; or

deleted

- 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 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.

deleted

Or. en
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Justification

Two generation reproductive toxicity studies are not validated to modern standards. Studies 
showing scientific weaknesses of the test and explaining the proposed alternative strategy are 
cited in "Non-Animal Testing Strategies for REACH" (see www.reachnonanimaltests.org). As 
the use of non-validated animal tests is unacceptable ethically and scientifically, this test 
should not be used. The endpoint is sufficiently covered by the suggested alternative testing 
strategy in point 6.7. of Annex VI.

Amendment by Richard Seeber

Amendment 1150
Annex VIII, Part 6, paragraph 6.7 a (new)

6.7a Toxicokinetics
6.7a.1. Assessment of the toxicokinetic 
behaviour of the substance through 
additional studies, including 
biotransformation and pharmacokinetics, 
where this appears necessary to clarify the 
further testing strategy and/or make an 
overall toxicological assessment.

Or. de

Justification

Under the REACH proposal, there is no requirement concerning the toxicokinetic behaviour 
of a substance. As, in specific cases, knowledge of that behaviour may be very important for 
selecting a suitable testing strategy, in particular for CMR substances in the higher tonnage 
ranges, it is recommended that provision be made for such a testing strategy on a case-by-
case basis.

Amendment by Caroline Lucas

Amendment 1151
Annex VIII, Part 6, paragraph 6.9

6.9. A carcinogenicity study may be 
proposed or may be required by the 
competent authority of the evaluating 
Member State in accordance with 
Articles 39, 40 or 44 if:

6.9. Carcinogenicity studies may be 
proposed or may be required by the 
competent authority of the evaluating 
Member State in accordance with 
Articles 39, 40 or 44 if:
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- the substance has a widespread dispersive 
use or there is evidence of frequent or long-
term human exposure; and

- the substance has a widespread dispersive 
use or there is evidence of frequent or long-
term human exposure; and

- the substance is classified as mutagenic 
category 3 or there is evidence from the 
repeated dose study(ies) that the substance is 
able to induce hyperplasia and/or pre-
neoplastic lesions.

- the substance is classified as mutagenic 
category 3 or there is evidence from the 
repeated dose study(ies) that the substance is 
able to induce hyperplasia and/or pre-
neoplastic lesions.

The studies shall be conducted in a 
stepwise strategy and comprise the 
following consecutive steps:
(1) an assessment of the available human 
and animal data,
(2) Weight-of-evidence assessment 
consisting of:
(i) Mutagenicity and genetic toxicity data 
(Annexes V, VII and VIII)
(ii) Computerised expert system/ (Q)SAR 
modelling
(iii) Cell transformation assay

Or. en

Justification

Directive 86/609 requires non-animal tests to be used where reasonably and practicably 
available. The animal test in REACH is not validated to modern standards and should thus be 
replaced, as the use of non-validated animal tests is unacceptable ethically and scientifically. 
Dagmar Roth-BehrendtStudies showing scientific weaknesses of the test and explaining the 
proposed alternative strategy are cited in "Non-Animal Testing Strategies for REACH" (see 
www.reachnonanimaltests.org). The alternative is scientifically sound. Where uncertainties 
remain about the properties of a substance, it should be subject to control measures.

Amendment by Richard Seeber

Amendment 1152
Annex VIII, Part 7, paragraph 7.5.

7.5. Long-term toxicity testing shall be 
proposed by the registrant when the 
comparison of the (predicted) environmental 

7.5. Long-term toxicity testing shall be 
proposed by the registrant when the 
comparison of the (predicted) environmental 
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exposure with the results from the short-term 
toxicity test(s) indicates the need to 
investigate further the effects on sediment 
organisms. The choice of the appropriate 
test(s) depends on the results of the safety 
assessment.

exposure with the results from the short-term 
toxicity test(s) on terrestrial organisms 
indicates the need to investigate further the 
effects on sediment organisms. The choice 
of the appropriate test(s) depends on the 
results of the safety assessment.

Or. de

Justification

The text contains an unclear reference to short-term toxicity, concerning which there are no 
requirements in any annex.

Amendment by Caroline Lucas

Amendment 1153
Annex VIII, Part 7, paragraph 7.6

7.6. Long-term or reproductive toxicity to 
birds

Deleted

7.6. The study need not be conducted if 
direct or indirect exposure of birds is 
unlikely.

Deleted

Or. en

Justification

This test is not validated to modern standards. Studies showing scientific weaknesses of the 
test and explaining the proposed alternative strategy are cited in "Non-Animal Testing 
Strategies for REACH" (see www.reachnonanimaltests.org). As the use of non-validated 
animal tests is unacceptable ethically and scientifically, this test should not be used. Where 
uncertainties remain about the properties of a substance, it should be subject to control 
measures.

Amendment by Dagmar Roth-Behrendt

Amendment 1154
Annex IX, part 3

Testing in accordance with Annexes VII and Testing in accordance with Annexes VI to
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VIII may be omitted, based on the exposure 
scenario(s) developed in the Chemical 
Safety Report.
In all cases, adequate justification and 
documentation shall be provided.

VIII may be omitted, based on exposure 
scenario(s) developed in the Chemical 
Safety Report. 
In all cases, adequate justification and 
documentation shall be provided.

Testing in accordance with Annex V may 
be omitted, if exposure is insignificant and 
adequate justification and documentation is 
provided.

Or. en

Justification

The aim of REACH is not to generate scientific information on all substances – regardless of 
actual risk – but to focus on information that is needed to adequately control the risks from 
the use of substances. 

Therefore also for substances between 10 and 100 tonnes, the generation of information shall 
not be required, if the exposure of humans or the environment is insignificant.

Also for substances below 10 tonnes selected as priority substances by the Agency’s 
screening, the generation of information shall not be required, if the exposure of humans or 
the environment is insignificant. (amendment linked to the amendment on Article 5, 
paragraph 5)

Amendment by Dagmar Roth-Behrendt

Amendment 1155
Annex XI, introduction, paragraph 1

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

The purpose of this Annex is to set out how 
downstream users are to assess and 
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 
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preparation or in an article. the use of the substance on its own, in a 
preparation or in an article.

Or. en

Justification

Improves workability by limiting uses that have to be considered in the chemical safety report 
to those in one tonne and more. According to the Commission proposal a use would have to 
be dealt with even in very small quantities.

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

Amendment 1156
Annex XI, Step 2, paragraph 3

In those cases where the downstream user 
considers that information in addition to that 
provided by the supplier is necessary for 
producing his Chemical Safety Report the 
downstream user shall gather this 
information. Where this information can 
only be obtained by testing on vertebrate 
animals, he shall submit a proposal for a 
testing strategy to the Agency in accordance
with Article 35. He shall explain why he 
considers that additional information is 
necessary. While waiting for results of 
further testing, he shall record the risk 
management measures he has put in place.

In those cases where the downstream user 
considers that information in addition to that 
provided by the supplier is necessary for 
producing his Chemical Safety Report the 
downstream user shall gather this 
information. Where this information can 
only be obtained by testing on vertebrate 
animals, he shall submit a proposal for a 
testing strategy to the Agency in accordance 
with Article 35. He shall explain why he 
considers that additional information is 
necessary. In the event of the additional 
tests being requested of an SME, such tests 
shall revert to the Agency, if they exist, 
which shall otherwise instruct the 
enterprise's Member State to assume 
responsibility for performing the tests, 
pursuant to Article 35a. While waiting for 
results of further testing, the user shall 
record the risk management measures he has 
put in place.

Or. it
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Justification

Consideration should be given to an ad hoc procedure enabling SMEs to benefit from 
simplifications, through the offices of the Agency, even during the review of the risk 
evaluation performed by the supplier.

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

Amendment 1157
Annex XI, Step 2, paragraph 3

In those cases where the downstream user 
considers that information in addition to that 
provided by the supplier is necessary for 
producing his Chemical Safety Report the 
downstream user shall gather this 
information. Where this information can 
only be obtained by testing on vertebrate 
animals, he shall submit a proposal for a 
testing strategy to the Agency in accordance 
with Article 35. He shall explain why he 
considers that additional information is 
necessary. While waiting for results of 
further testing, he shall record the risk 
management measures he has put in place.

In those cases where the downstream user 
considers that information in addition to that 
provided by the supplier is necessary for 
producing his Chemical Safety Report the 
downstream user shall gather this 
information. Where this information can 
only be obtained by testing on vertebrate 
animals, he shall submit a proposal for a 
testing strategy to the Agency in accordance 
with Article 35. He shall explain why he 
considers that additional information is 
necessary. Where the Agency requests the 
additional information from a downstream 
user meeting the definition of an SME, the 
said Agency shall assume responsibility for 
finding the information on the basis of 
existing tests, or alternatively shall request 
the Member State in which the enterprise is 
established to perform the necessary tests, 
pursuant to Article 35a. While waiting for 
results of further testing, the user shall 
record the risk management measures he has 
put in place.

Or. it

Justification

SMEs as defined in Article 3(30) must be able to benefit from a simplified procedure so as to 
avoid these entities being penalised by the REACH system.

This amendment is linked to the amendments to Articles 3(30) and 35a.
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Amendment by Johannes Blokland

Amendment 1158
Annex XII a (new)

ANNEX XII a
CRITERIA FOR DEGREE OF PERSISTENCE, BIOACCUMULATIVITY AND 

(ECO)TOXICITY
The degree of persistence of a substance shall be indicated using the following four 
categories:
P1: ‘not inherently biodegradable’ and no rapid biodegradation;
P2: ‘inherently biodegradable’, slow biodegradation;
P3: ‘inherently biodegradable’, adaptive or incomplete biodegradation;
P4: ‘readily biodegradable’ or otherwise rapidly biodegradable.

The bioaccumulativity of a substance shall be indicated using the following five categories:
B1: BCF ≥ 5000;
B2: BCF ≥ 2000;
B3: BCF ≥ 500;
B4: BCF ≥ 100;
B5: BCF < 100.

The (eco)toxicity of a substance shall be indicated using the following four categories:
T1: NOEC ≤ 0.01 mg/L
T2: NOEC ≤ 0.1 mg/L
T3: NOEC ≤ 1.0 mg/L
T4: NOEC > 1.0 mg/L

Or. nl

Justification

Annex XII a lays down the conditions for classifying substances in terms of persistence, 
bioaccumulativity and (eco)toxicity. These conditions determine the classification by degree 
of concern (Blokland priority package).
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Amendment by Dagmar Roth-Behrendt

Amendment 1159
Annex XII a (new)

List of potential PBT and vPvB substances 
For the following phase-in substances, a 
registration shall be submitted 3 years after 
the entry into force:
[to be completed] 

Or. en

Justification

This Annex provides legal certainty as to which PBT and vPvB substances will have to be  
registered at an early stage. An Annex is necessary as otherwise registrants might be in 
breach of the regulation because they missed the registration deadline. This could be the case 
if they find out at a later stage - after having generated information - that their substance is a 
PBT or vPvB substance. (amendment linked to the amendment on article 21, paragraph 1 
(c).)

Amendment by Carl Schlyter, Caroline Lucas, Hiltrud Breyer

Amendment 1160
Annex XIII 

ANNEX XIII ANNEX XIII

A. LIST OF SUBSTANCES THAT MEET 
THE CRITERIA FOR AUTHORISATION
Substances listed in points 28, 29 and 30 of 
Annex XVI.
Substances classified as sensitisers in 
accordance with Directive 67/548/EEC.
Substances classified as harmful in 
accordance with Directive 67/548/EEC and 
being highly potent chronic inhalation 
toxic T, R 48.
Substances classified as priority hazardous 
or priority hazardous under review in 
Annex X of Directive 2000/60/EC.
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LIST OF SUBSTANCES SUBJECT TO 
AUTHORISATION

B. LIST OF SUBSTANCES SUBJECT TO 
AUTHORISATION

Or. en

Justification

Linked to the amendments inserting a new article 53a and to (parts of) the amendments to 
article 54 and 56 introducing annexes XIII(a) and XIII(b). 

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 XIII (a)). 

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


