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SHORT JUSTIFICATION

Since the Commission presented its draft regulation on reforming EU policy on chemicals on 
29 October 2003, there has basically been a consensus about the need to revise the current 
legal provisions governing the safe use of chemicals in the European Union. The draft text has 
nevertheless encountered substantial resistance with regard to a whole range of details. The 
main criticism is of the Commission's chosen methodology for the registration of substances, 
whereby the information requirements are based primarily on the volume of a substance 
which is manufactured or imported.

The draft legislation will have unusually far-reaching effects. It covers not only the chemicals 
industry and its downstream users, but also the metal-working industry, the motor vehicle 
industry, the textile sector, etc. Those affected are substance producers just as much as 
distributors, downstream users and importers, i.e. all those who deal with chemicals as part of 
their business: apart from a few conglomerates, primarily small and medium-sized firms, 
including tradesmen.

Weakness of the Commission's draft text

The Commission has met the most determined resistance over the system that it is proposing 
for the registration of substances. The Commission links the scale of the information to be 
supplied by the registrant to the volume of the substance which is manufactured or imported. 
The information requirements start with the manufacture or import of 1 tonne per year and 
increase, step by step, for the manufacture or import of 10 tonnes per year, 100 tonnes per 
year and 1000 tonnes per year.

The crucial weakness of the Commission's approach is that it requires data without any 
reference to the actual risks posed by substances. The data requirements increase as the 
tonnage thresholds are crossed, without this necessarily being justified by increased risk to 
humans and the environment.

This volume-based approach has undesirable effects. The direct costs alone of supplying the 
information about a substance range from € 20 000 to € 400 000, depending on the volume-
based data requirements. The unavoidable consequence of this is that for small production 
volumes, in particular, the registration costs will in many cases be totally disproportionate to
turnover. As a result, it is to be feared that a substantial number of substances – estimates 
range upwards from 20% – and products will be withdrawn from the market. The 
Commission's tonnage threshold method thereby creates a false incentive regarding substance 
selection which is based on registration costs and not on substance risk.

The draftsman's proposal for improvement

The draftsman therefore proposes to supplement the Commission's tonnage thresholds with 
risk-based factors. The new concept does not look at every conceivable use of a substance, but 
focuses the data requirements on typical types of exposure undergone by humans and the 
environment in connection with certain categories of use. Typical exposure situations 
requiring the same protective measures are grouped together. These are the main types of 
absorption (oral, dermal or by inhalation) where humans are concerned and the ways in which 
substances get into the environment (air, water or soil), supplemented in each case by the 
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duration of exposure (once or short-term, occasional, repeated or long-term). Within these 
exposure categories individual uses are grouped together in areas of use (industrial, 
commercial or private use). If all the actors, from the manufacturer to the last downstream 
user, work with these exposure categories and categories of use, an initial risk assessment will 
require only a core set of data. This must reliably provide the essential physico-chemical 
properties of a substance and its acute effects on humans and the environment. Further data 
requirements, and in particular further tests, should then depend on the individual exposure 
scenario. Increasing levels of exposure would mean stricter requirements for the registration 
procedure with regard to time and content.

Such core information will at the same time enable the Agency to classify the substances to be 
registered in groups according to their inherent risk, and thus determine priorities for 
registration. Using this system, too, the registration of all existing substances covered by 
REACH should be completed in 11 years.

Advantages of the modified approach

With this approach the starting-point for the registration system is not the volume of a 
substance, but the risk pertaining to it. The costs involved in registration will thus be reduced, 
but not at the expense of health and environmental protection. Manufacturers and users will 
no longer have to focus on a vast multiplicity of individual uses in making their risk 
assessment, but on a manageable number of categories. This will reduce the notification 
requirements applicable to downstream users and the flow of information in the production 
chain will be made easier. At the same time, business confidentiality and commercially 
significant information will be better protected. Moreover, there will be greater flexibility 
with regard to the use and availability of substances, and this will tangibly reduce the 
undesirable economic result whereby substances disappear from the market only because the 
testing and registration costs are commercially unsustainable. Animal testing can also be 
substantially reduced by this approach. The combination of exposure categories and 
categories of use with a set of core information thus constitutes an effective instrument for 
protecting humans and the environment in a more targeted way, i.e. according to actual 
exposure, and simultaneously for reducing the overall outlay on resources and administration 
by both firms and authorities.

If the Commission wishes to attain the goal that it has itself set of maintaining and enhancing 
the competitiveness of the EU chemicals industry the draft REACH text must become more 
practical, more workable, less costly and more plausible in terms of the system adopted. The 
new chemicals policy must serve to protect human health and the environment, but must also 
be conducive to conditions for investment and innovation which will actually allow new jobs 
and companies to be created and not allow existing ones to disappear. Part of this is a REACH 
approach which links data requirements to the risk inherent in a substance, and not to the fact 
that not all scientifically conceivable findings are available about every substance. By 
adopting a different system for the registration of substances this opinion attempts to do 
justice to this requirement. 
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AMENDMENTS

The Committee on the Internal Market and Consumer Protection calls on the Committee on 
the Environment, Public Health and Food Safety, as the committee responsible, to incorporate 
the following amendments in its report:

Text proposed by the Commission Amendments by Parliament

Amendment 1
Recital 10

(10) The evaluation provisions provide for 
follow-up to registration, by checking that 
registrations are in compliance with the 
requirement of this Regulation and by 
allowing for generation of more information 
on the properties of substances. Member 
States should evaluate such substances if 
they have reasons for suspecting that such 
substances present a risk to health or the 
environment, after having included them in 
their rolling plans.

(10) The evaluation provisions provide for 
follow-up to registration, by checking that 
registrations are in compliance with the 
requirement of this Regulation and by 
allowing for generation of more information 
on the properties of substances. The Agency 
evaluates such substances if it has reasons 
for suspecting that such substances present a 
risk to health or the environment.

Justification

The evaluation of substances must be carried out centrally, by the Agency, in order to ensure 
uniform evaluation criteria. The Agency's position must therefore be substantially 
strengthened, and the mechanisms for cooperation between it and the national authorities 
must be spelled out clearly. 

Amendment 2
Recital 15a (new)

(15a) The Agency must be the guarantor of 
legal certainty for enterprises, and must 
therefore have the last word on the 
evaluation of the risk associated with 
substances and on test results. This also 
means that the burden of proof lies with an 
enterprise or Member State which 
questions an evaluation by the Agency.
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Justification

Uniform, reliable and legally certain conditions for the evaluation of substances and for the 
implementation of decisions throughout the European Union are needed. They can only be 
guaranteed by a strong Agency.

Amendment 3
Recital 16

(16) Experience has shown that it is 
inappropriate to require Member States to 
assess the risks of all chemical substances. 
This responsibility should therefore be 
given, in the first place, to the enterprises 
that manufacture or import substances, but 
only when they do so in quantities exceeding 
a certain volume, to enable them to carry the 
associated burden. Those enterprises should 
take the necessary risk management 
measures in accordance with their 
assessment of the risks of their substances.

(16) Experience has shown that it is 
inappropriate to require Member States to 
assess the risks of all chemical substances. 
The responsibility of fulfilling the duty of 
care should therefore be given, in the first 
place, to the enterprises that manufacture or 
import substances, but only when they do so 
in quantities exceeding a certain volume, to 
enable them to carry the associated burden. 
Those enterprises should take the necessary 
risk management measures in accordance 
with their assessment of the risks of their 
substances. This includes the duty to 
describe, document and notify in an 
appropriate, transparent fashion the risks 
stemming from the production, use and 
sale of each substance. Producers and 
downstream users should select a substance 
for production and use on the basis of the 
safest substances available.

Amendment 4
Recital 17

(17) In order to undertake chemical safety 
assessments of substances effectively, 
manufacturers and importers of substances 
should obtain information on these 
substances, if necessary by performing new 
tests.

(17) In order to undertake chemical safety 
assessments of substances effectively, 
manufacturers and importers of substances 
should obtain the necessary information on 
these substances for the purpose of risk 
assessment and safe use based on actual 
exposure, if necessary by performing new 
tests.
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Justification

In order to avoid animal testing and reduce costs, only animal tests which are genuinely 
necessary for a risk assessment on the basis of actual exposure and use may be carried out. It 
is therefore inappropriate to vary the scale of the testing and data requirements according to 
production or import volumes.

Amendment 5
Recital 21

(21) The requirements for undertaking
chemical safety assessments by 
manufacturers and importers should be 
prescribed in detail in a technical annex to 
allow them to meet their obligations. To 
achieve fair burden sharing with their 
customers, manufacturers and importers 
should in their chemical safety assessment 
address not only their own uses and the 
uses for which they place their substances 
on the market, but also all uses which their 
customers ask them to address.

(21) To ensure that a chemical safety 
assessment and the communication thereof 
along the product chain, as well as the 
assumption of responsibility throughout a 
product's life are carried out efficiently, the 
evaluation of substances should be based 
on both their inherent properties and the 
exposure actually expected. To that end, 
exposure categories are used. Instead of 
looking at product groups, typical types of 
exposure undergone by humans and the 
environment are identified and classified, 
without reference to the use of a substance. 
This enables typical exposure situations 
requiring the same protective measures to 
be grouped together. Such situations cover 
the main types of absorption in humans 
(oral, dermal or by inhalation), the ways in 
which substances get into the environment 
(air, water or soil) and the duration of 
exposure (once or short-term, occasional,
repeated or long-term). Within these 
exposure categories substances are defined 
and then grouped together: basic areas of 
use (industrial, commercial or private use) 
and the degree or stages of exposure which 
is/are tolerable.

Justification

It is not feasible for a substance manufacturer to undertake detailed individual evaluations 
for all conceivable conditions of use. Furthermore, from the point of view of downstream 
users this would also be undesirable. Too detailed a description of the conditions of use 
restricts the flexibility that downstream users need with regard to use of a substance. In 
instances in which the special exposure scenario does not fit the actual situation in which a 
substance is used either a more comprehensive transfer to the manufacturer of (possibly 
sensitive) applied know-how would be needed, or the downstream user would have to carry 
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out the evaluation of the substance himself. The communication of exposure categories which 
were not dependent on use, instead of exposure scenarios specific to defined uses, would 
alleviate this problem. 

Amendment 6
Recital 25

(25) If tests are performed, they should 
comply with the relevant requirements of 
protection of laboratory animals, set out in 
Council Directive 86/609/EEC of 
24 November 1986 on the approximation of 
laws, regulations and administrative 
provisions of the Member States regarding 
the protection of animals used for 
experimental and other scientific purposes, 
and good laboratory practice, set out in 
Council Directive 87/18/EEC of 
18 December 1986 on the harmonisation of 
laws, regulations and administrative 
provisions relating to the application of the 
principles of good laboratory practice and 
the verification of their application for tests 
on chemical substances.

(25) If new tests are performed on 
vertebrate animals, they should comply with 
the relevant requirements of protection of 
laboratory animals, set out in Council 
Directive 86/609/EEC of 24 November 1986 
on the approximation of laws, regulations 
and administrative provisions of the Member 
States regarding the protection of animals 
used for experimental and other scientific 
purposes, and good laboratory practice, set 
out in Council Directive 87/18/EEC of 
18 December 1986 on the harmonisation of 
laws, regulations and administrative 
provisions relating to the application of the 
principles of good laboratory practice and 
the verification of their application for tests 
on chemical substances.

Justification

The considerably more onerous and more expensive requirements of good laboratory practice 
should apply only to new tests which need to be carried out on vertebrate animals. While 
providing the same degree of safety, this would markedly improve the cost efficiency of the 
registration requirements.

Amendment 7
Recital 29 a (new)

(29a) The more than 30 000 substances 
requiring registration can be processed in a 
rational manner only if the order of 
registration is laid down on the basis of a 
minimum set of data containing the 
essential physico-chemical properties of a 
substance, its acute effects on humans and 
the environment and categorised data 
about exposure. Those substances with the 
highest risks would initially be identified by 
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such prioritisation, and registered first in 
the interests of health and environmental 
protection. 

Justification

Only with this precondition will REACH be able to contribute, on the basis of a reasonable 
outlay and within a reasonably short period, to the improved assessment and speedier 
evaluation of potential risks to humans and the environment, in the interests of health and 
consumer protection.

Amendment 8
Recital 29 b (new)

(29b) In order to align the registration 
requirements with the subsequent safety 
evaluation in a rational manner, the 
following modus operandi should apply: 
for the first stage of risk assessment a 
minimum set of data containing the 
essential physico-chemical properties of a 
substance and its acute effects on humans 
and the environment should be sufficient. 
Further tests should then depend on the 
individual exposure scenario. Increasing 
levels of exposure would mean stricter 
requirements for the registration procedure 
with regard to time and content. 
Information already available in 
enterprises should be used in support of 
this process, in order to identify substances 
posing a known relevant risk as early as 
possible and give them priority treatment in 
the registration process. Those in question 
here are, above all, CMR, PBT and vPvB 
substances.

Justification

Even with the Commission's current cost assumptions, the information requirements based on 
tonnage thresholds, unrelated to the degree of risk, result in relatively high specific
registration costs, especially for volumes of between 10 and 100 tonnes p.a. In order to 
obviate the large-scale disappearance of substances on cost grounds, i.e. for reasons 
unrelated to risk, the information and testing requirements should be geared to the actual 
exposure scenario. In the interests of health and consumer protection only data are collected 
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which are needed for assessing safe use on the basis of actual exposure undergone. In this 
way, unnecessary animal testing will be avoided, in the interests of animal protection.

Amendment 9
Recital 38 a (new)

(38a) In order to support firms which 
belong to consortia, the Commission is 
required to draft guidelines for compliance 
with competition law.

Amendment 10
Recital 40 a (new)

(40a) Within a pre-registration phase 
lasting for a limited period, during which a 
register encompassing all 30 000 
substances will be drawn up, substances 
and their accompanying minimum sets of 
data, comprising the essential physico-
chemical properties, the acute effects on 
humans and the environment and 
exposition information in the form of broad 
categories, should be inventoried. This 
would make an immediate broad risk 
assessment and the prioritisation of the 
order of registration over time possible.

Justification

An inventory procedure will provide a speedy, comprehensive overview of all substances 
currently on the market. Such an inventory procedure also offers an opportunity for the early 
establishment of consortia, opening the way to operating with the most reasonable costs 
possible during the registration and evaluation phase. 

Amendment 11
Recital 43

(43) In order to have a chain of 
responsibilities, downstream users should be 
responsible for assessing the risks arising 
from their uses of substances if those uses
are not covered by a safety data sheet 
received from their suppliers, unless the 

(43) In order to have a chain of 
responsibilities, downstream users should be 
responsible for assessing the risks arising 
from the relevant exposure based on their 
uses of substances if such exposure is not 
covered, at least as regards the exposure 
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downstream user concerned takes more 
protective measures than those 
recommended by his supplier or unless his 
supplier was not required to assess those 
risks or provide him with information on 
those risks; for the same reason, downstream 
users should manage the risks arising from 
their uses of substances.

category, by a safety data sheet received 
from their suppliers, unless the downstream 
user concerned takes more protective 
measures than those recommended by his 
supplier or unless his supplier was not 
required to assess those risks or provide him 
with information on those risks; for the same 
reason, downstream users should manage the 
risks arising from their uses of substances.

Justification

It is not feasible for a substance manufacturer to undertake detailed individual evaluations 
for all conceivable conditions of use. Furthermore, from the point of view of downstream 
users this would also be undesirable. Too detailed a description of the use or safe conditions 
of deployment restricts the flexibility that downstream users need with regard to use of a 
substance. In instances in which the special exposure scenario does not fit the actual situation 
in which a substance is used either a more comprehensive transfer to the manufacturer of 
(possibly sensitive) applied know-how would be needed, or the downstream user would have 
to carry out the evaluation of the substance himself. The communication of exposure 
categories which were not dependent on use, instead of exposure scenarios specific to defined 
uses, would considerably reduce these drawbacks.

Amendment 12
Recital 45

(45) For enforcement and evaluation 
purposes, downstream users of substances 
should be required to report certain 
information if their use is outside the 
conditions of the exposure scenario detailed 
in the safety data sheet communicated by 
their original manufacturer or importer and 
to keep such reported information up-to-
date.

(45) For enforcement and evaluation 
purposes, downstream users of substances 
should be required to report certain 
information if their use is outside the 
conditions of the exposure scenario or the 
exposure category detailed in the safety data 
sheet communicated by their original 
manufacturer or importer and to keep such 
reported information up-to-date.

Justification

See amendments relating to Recitals 21 and 43.

Amendment 13
Recital 47

(47) A significant number of animals would 
have to be used in testing to fulfil the more 

(47) A significant number of animals would 
have to be used in testing to fulfil the more 
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demanding information requirements in 
respect of certain substances, if those 
information requirements were 
automatically applied. Significant costs for 
enterprises may be associated with testing. It 
is therefore necessary to ensure that 
generation of such information is tailored to 
real information needs; to this end 
evaluation should require Member States to 
prepare decisions and the Agency to decide 
on the programmes of testing proposed by 
manufacturers and importers for such 
substances. The Member State in which the 
manufacture takes place or the importer is 
established should be responsible for the 
evaluation of testing proposals.

demanding information requirements in 
respect of certain substances, if those 
information requirements were 
automatically applied. Significant costs for 
enterprises may be associated with testing. It 
is therefore necessary to ensure that 
generation of such information is tailored to 
real information needs on the basis of 
exposure; in connection with the evaluation 
the Agency should examine the registration 
documents submitted by manufacturers and 
importers and require further tests to be
carried out if necessary.

Justification

See amendments relating to Recitals 10 and 15a (new) (central role for the Agency), and also 
Recitals 29b (new) and 43 (minimum data initially; further tests on the basis of actual 
exposure).

Amendment 14
Recital 54 a (new)

(54a) The authorisation procedure should, 
in general, be based on the registration and 
take into account the existing risk 
management measures for certain uses that 
the registration mentions. Applications 
which are already adequately controlled 
should be excluded from the authorisation 
by means of decisions of general validity 
('positive list'). In addition, uses of 
substances which are already regulated 
under the Restrictions Directive (Directive 
76/769/EEC) or which will in future come 
under Title VIII (Restrictions), should not 
be regulated as part of the authorisation.

Justification

The use of substances is regulated under both the restriction and the authorisation process. 
The two procedures are not sufficiently aligned with, and separate from, each other. There is 
a risk of inconsistent decisions and duplication for firms and authorities.
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Amendment 15
Recital 55 a (new)

(55a) In the case of substances which are 
considered as being liable to an 
authorisation requirement, following 
registration the Agency should examine 
whether their use is already adequately 
controlled, e.g. by means of a restriction in 
Annex XVI. If this is not the case and if the 
conditions for restrictions pursuant to 
Title VIII exist, a restriction procedure 
should be initiated. The restricted 
substance should then be exempted from 
the authorisation requirement. Should the 
examination by the Commission provide 
adequate control, the substance should be 
exempted from the authorisation 
requirement at that stage; the exemption 
decision may not be postponed until the 
decision on inclusion in Annex XIII.   

Justification

The use of substances is regulated under both the restriction and the authorisation process. 
The two procedures are not sufficiently aligned with, and separate from, each other. There is 
a risk of inconsistent decisions and duplication for firms and authorities.

Amendment 16
Article 1, paragraph 1

1. This Regulation lays down provisions on
substances within the meaning of 
Article 3(1). These provisions shall apply to 
the manufacture, import, placing on the 
market or use of such substances on their 
own, in preparations or in articles, if so 
stated.

1. The purpose of this Regulation is to 
ensure the free circulation of chemical
substances on the internal market.

Justification

The purpose of the Regulation should be stated at the outset.
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Amendment 17
Article 1, paragraph 2

2. The purpose of this Regulation is to 
ensure the free circulation of such 
substances on the internal market.

2. This Regulation is underpinned by the 
precautionary principle1, whereby it is up to  
manufacturers, importers and downstream 
users to ensure that they manufacture, 
place on the market, import and use only 
such substances that, when correctly 
handled and on the basis of a state-of-the-
art risk assessment, do not adversely affect 
human health or the environment. It 
includes the obligation to describe, 
document and notify the risks associated 
with the production, use and sale of any 
substance in an appropriate, transparent 
fashion.
______________
1 As set out in the Communication from the 
Commission on the precautionary principle 
(COM(2000) 1 final) 

Justification

This wording reproduces the obligations arising from the duty of care in accordance with the 
Commission Communication indicated in the footnote.

Amendment 18
Article 1, paragraph 3

3. This Regulation is based on the principle 
that it is up to manufacturers, importers 
and downstream users to ensure that they 
manufacture, place on the market, import or
use such substances that do not adversely 
affect human health or the environment. Its 
provisions are underpinned by the 
precautionary principle1.

3. This Regulation lays down provisions on 
substances within the meaning of 
Article 3(1). These provisions shall apply to
the manufacture, import, placing on the 
market or use of such substances on their 
own, in preparations or in articles, if so 
stated.

__________
1 As set out in the Communication from the 
Commission on the precautionary principle, 
COM(2000) 1 final
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Amendment 19
Article 2, paragraph 1, point (c) a (new)

(ca) substances to be classed as waste 
within the meaning of Council 
Directive 75/442/EEC.

Justification

Duplicate legal provisions should be avoided. The specific Waste Regulation is appropriate, 
in terms of the REACH provisions, for the protection of human health and of the environment. 
Moreover, waste is not subject to either authorisation or restrictions, but is subject to 
registration. Registration of waste is superfluous. Waste should be excluded from the entire 
REACH system.

Amendment 20
Article 2, paragraph 1 a (new)

1a. This Regulation shall not apply to the 
extent that substances are used:
(a) in medicinal products for human or 
veterinary use within the meaning 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;
(b) in food within the meaning of 
Regulation 178/2002/EC, including food 
additives within the meaning of Council 
Directive 89/107/EEC and flavourings 
according to the definitions pursuant to 
Regulation 2232/96/EC and pursuant to 
Commission Decision 2000/489/EC;
(c) in animal feed, including feed additives 
within the scope of Regulation (EC) 
No 1831/2003 on additives for use in 
animal nutrition, and animal feed within 
the scope of Directive 84/471/EEC;
(d) in medical devices within the scope of 
Directives 90/385/EEC, 93/42/EEC and 
98/79/EC;
(e) in materials which come into contact 
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with foodstuffs within the meaning of 
Council Directive 89/109/EEC;
(f) in plant protection products within the 
meaning of Council Directive 91/414/EEC;
(g) in biocidal products within the meaning 
of Directive 98/8/EC of the European 
Parliament and of the Council;
(h) in cosmetic products within the scope of 
Council Directive 76/768/EEC1;
__________________
1 OJ L 262, 27.9.1976, p. 169

Justification

The future Regulation must be aligned considerably better with existing law. Substances or 
groups of substances which are already regulated, or the use of which in certain products is 
already regulated, must be excluded from REACH, otherwise there is a risk of duplicate rules 
and contradictions. 

Amendment 21
Article 2, paragraph 2, points (a), (b) and (c)

2. This Regulation shall apply without 
prejudice to:

2. This Regulation shall apply without 
prejudice to:

(a) Council Directive 89/391/EEC1; (a) Community legislation on the carriage 
of dangerous substances and dangerous 
substances in preparations by rail, road, 
inland waterway, sea or air.

(b) Directive 90/394/EEC; (aa) The list of excluded substances may be 
revised, on the basis of a recommendation 
by the Agency or a Commission initiative, 
by a Commission decision adopted in 
accordance with the procedure set out in 
Article 130(3). 

(c) Council Directive 98/24/EC2;
(d) Community legislation on the carriage 
of dangerous substances and dangerous 
substances in preparations by rail, road, 
inland waterway, sea or air.
_______________

1 OJ L 183, 29.6.1989, p. 1.
2 OJ L 131, 5.5.1998, p. 11.
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Justification

Duplicate rules on protection against substances at work should be avoided.

The provisions of paragraph 2(aa) (new) include a procedure for a simple adjustment of the 
list of exclusions/derogations from these criteria. This modus operandi was also opted for in 
Directive 92/32/EEC (seventh amendment of the Dangerous Substances Directive).

Amendment 22
Article 3, paragraph 1

1. Substance means a chemical element and 
its compounds in the natural state or 
obtained by any manufacturing process, 
including any additive necessary to preserve 
its stability and any impurity deriving from 
the process used, but excluding any solvent 
which may be separated without affecting 
the stability of the substance or changing 
its composition; 

1. Substance means a chemical element and 
its compounds in the natural state or 
obtained by any manufacturing process, 
including any additive necessary to preserve 
its stability and any impurity deriving from 
the process used;

Justification

The requirement regarding the separation of solvents (e.g. water) is neither practicable nor 
necessary. Unnecessary animal tests would have to be carried out on pure substances which 
are not handled in this way in practice.

Amendment 23
Article 3, paragraph 2

2. Preparation means a mixture or solution 
composed of two or more substances;

2. Preparation means a mixture or solution 
composed of two or more substances; 
metallic alloys are special forms of 
preparations which must be assessed in the 
light of their particular specific properties;

Justification

Although alloys are described in Annex Ia as 'special preparations', the body of the 
Regulation does not take account of the special properties of alloys. Alloys, which consist of 
two or more substances (metals), fuse together in a new, insoluble crystal lattice. Alloys 
should therefore not be registered themselves as 'preparations', but the safe use of metals in 
alloys should be examined. This can already be found in the considerations in the Directive 
on dangerous preparations (Directive 1999/45/EC). 
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Amendment 24
Article 3, paragraph 4, points (a) and (b)

4. Polymer means a substance consisting of 
molecules characterised by the sequence of 
one or more types of monomer units. Such 
molecules must be distributed over a range 
of molecular weights wherein differences in 
the molecular weight are primarily 
attributable to differences in the number of 
monomer units. A polymer comprises the 
following:

4. Polymer means a substance consisting of 
molecules characterised by the sequence of 
one or more types of monomer units and 
comprising a simple weight majority of 
molecules containing at least three 
monomer units which are bound to at least 
one other monomer unit or other reactant, 
with the substance consisting of less than a 
simple weight majority of molecules of the 
same molecular weight. Such molecules 
must be distributed over a range of 
molecular weights wherein differences in the 
molecular weight are primarily attributable 
to differences in the number of monomer 
units. 

(a) a simple weight majority of molecules 
containing at least three monomer units 
which are covalently bound to at least one 
other monomer unit or other reactant;
(b) less than a simple weight majority of 
molecules of the same molecular weight. 

Justification

The above definition of a polymer is essentially the OECD definition, which also appears in 
Directive 92/32/EEC, is regarded as the 'standard definition' and should therefore be 
retained. 

Amendment 25
Article 3, paragraph 11

11. Downstream user means any natural or 
legal person established within the 
Community, other than the manufacturer or 
the importer, who uses a substance, either on 
its own or in a preparation, in the course of 
his industrial or professional activities. A 
distributor or a consumer is not a 
downstream user. A re-importer exempted 
pursuant to Article 4(2)(c) shall be regarded 
as a downstream user;

(Does not affect English version) 
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Justification

Does not affect English version.

Amendment 26
Article 3, paragraph 12 a (new)

12a. Categories of use mean the 
classification pursuant to Annex Ic of uses 
differentiated as follows: industrial use, 
professional use and consumer use;

Justification

The concept of categories of use and exposure categories will make the data requirements 
more systematic and focused, and facilitate communication along the product chain. Instead 
of looking at product groups, typical types of exposure undergone by humans and the 
environment will be identified and classified, without reference to the use of a substance. A 
detailed exposition can be found in the amendments relating to Annex Iba (new).   

Amendment 27
Article 3, paragraph 12 b (new)

12b. Exposure categories mean the 
classification of exposure according to the 
relevant types of absorption in humans 
(oral, dermal or by inhalation), the ways in 
which substances get into the environment 
(air, water or soil) and the duration of 
exposure (once or short-term, occasional, 
repeated or long-term), as specified in 
Annex IXa;

Justification

The concept of categories of use and exposure categories will make the data requirements 
more systematic and focused, and facilitate communication along the product chain. See 
comprehensive justification relating to paragraph 12a.

Amendment 28
Article 3, paragraph 12 c (new)

12c. Exposure scenario means the 
description of the practical measures to 
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protect humans and the environment and 
of the specific conditions for the 
manufacture and use of a substance 
throughout its life;

Justification

Unlike categories of use and exposure categories, an exposure scenario describes the specific 
individual conditions for use of a substance, and in particular the practical protective 
measures.

Amendment 29
Article 3, paragraph 14, introductory part

14. Intermediate means a substance that is 
solely manufactured for and consumed in or 
used for chemical processing in order to be 
transformed into another substance 
(hereinafter called synthesis):

14. Intermediate means a substance or 
preparation that is manufactured for and 
consumed in or used for chemical processing 
in order to be transformed into another 
substance (hereinafter called synthesis):

Justification

The derogation should also apply to substances which are not only used as intermediates.

Amendment 30
Article 3, paragraph 14 a (new)

14a. Chemically unmodified substance 
means a substance the chemical structure 
of which has not been modified even if it 
has undergone a chemical process, e.g. if a 
substance has been chemically treated to 
remove impurities;

Justification

The proposed Regulation exempts from registration substances which are natural, if they 
have not been chemically modified during their manufacture. Even if cellulose fibres are 
produced in a chemical process, their structure is not modified. Consequently, all forms and 
processes used to produce cellulose fibres should be covered by this exemption.
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Amendment 31
Article 3, paragraph 20, introductory part

20.  Phase-in substance means a substance 
which, over the 15 years preceding the entry 
into force of this Regulation, meets at least 
one of the following criteria:

(20) Phase-in substance means a substance 
which is listed in the register of substances 
specified in Article 22b;

Justification

It is currently not known how many substances are produced in or imported into the 
European Union. The establishment of an inventory of substances specified in the new 
Article 22b will give authorities, manufacturers/importers and downstream users information 
about planned registrations. This will ensure a substantial improvement in predictability and 
legal certainty. There is no need for complicated definitions and evidential procedures.

Amendment 32
Article 3, paragraph 20, points (a), (b) and (c)

(a) it was manufactured in or imported into 
the Community, or the countries acceding 
to the European Union on 1 May 2004, by 
a manufacturer or importer and is listed in 
the European Inventory of Existing 
Commercial Chemical Substances 
(EINECS);

Deleted

(b) it was manufactured in the Community, 
or in the countries acceding to the 
European Union on 1 May 2004, but not 
placed on the market by the manufacturer 
or importer;
(c) it was placed on the market in the 
Community, or in the countries acceding to 
the European Union on 1 May 2004, and 
between 18 September 1981 and 
31 October 1993 inclusive it was also 
placed on the market by the manufacturer 
or importer and was considered as having 
been notified in accordance with the first 
indent of Article 8(1) of Directive 
67/548/EEC, as amended by Directive 
79/831/EEC1, but does not meet the 
definition of a polymer set out in Directive 
67/548/EEC, as amended by Directive 
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92/32/EEC2;
________________
1 OJ L 259, 15.10.1979, p. 10.
2 OJ L 154, 5.6.1992, p. 1.

Justification

Since all substances will be notified to a register of substances at some point, as specified in 
the new Article 22b, and since such substances will then qualify as phase-in substances, there 
is no need for complicated definitions and bureaucratic evidential procedures.

Amendment 33
Article 3, paragraph 23

23. Scientific research and development
means any scientific experimentation, 
analysis or chemical research carried out 
under controlled conditions in a volume less 
than 1 tonne per year;

23. Scientific research and development
means any scientific experimentation, 
analysis or chemical research carried out 
under controlled conditions;

Justification

The 1-tonne limit is an unwarranted restriction on scientific and research freedom.

Amendment 34
Article 3, paragraph 25

25. Identified use means a use of a substance 
on its own or in a preparation, or a use of a 
preparation, that is intended by an actor in 
the supply chain, including his own use, or 
that is made known to him in writing by an 
immediate downstream user and that is 
covered in the safety data sheet 
communicated to the downstream user 
concerned;

25. Identified use means a use of a substance 
on its own or in a preparation, or a use of a 
preparation, that is intended by an actor in 
the supply chain, including his own use, or 
that is made known to him in writing by an 
immediate downstream user and that is 
covered in the safety data sheet 
communicated to the downstream user 
concerned; a statement of the category of 
use or exposure category is also deemed to 
be an identified use;

Justification

Instead of indicating a specific use, it should also be possible to indicate categories of use 
and exposure categories. A statement of specific uses might disclose manufacturing and 
commercial secrets. Categories provide more flexibility for SMEs.
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Amendment 35
Article 3, paragraph 29 a (new)

29a. Core information means basic data for 
prioritising substances on the basis of the 
inherent properties of, exposure to and use 
of substances as specified in Annex Ic 
(Categories of use), Annex Id (Exposure), 
Annex IV and Annex V;

Justification

As part of the establishment of the inventory of substances (see Article 3(20), as a second 
stage firms will also submit core information (see Article 22c). This will include the most 
important information about the properties of, exposure to and use of substances.

Amendment 36
Article 3, paragraph 29 b (new)

29b. Register of substances means the 
register, to be operated by the Agency, 
containing the information relating to the 
substances notified during pre-registration;

Justification

Amendment follows from Article 3(20). Definition provides the basis for Article 22c.

Amendment 37
Article 3, paragraph 29 c (new)

29c. Metallic alloy means a metallic 
material, homogeneous on a macroscopic 
scale, consisting of two or more chemical 
elements so combined that they cannot be 
separated by mechanical means.

Justification

This definition corresponds to the UN Globally Harmonized System for Chemical 
Classification and Labelling (GHS) and also to the Preparations Directive (Directive 
1999/45/EC). Inorganic metal components and metals are 'substances' pursuant to Article 3, 
but there is no definition of alloys.
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Amendment 38
Article 4, paragraph 1

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

Deleted

(a) in medicinal products for human or 
veterinary use within the scope of 
Regulation (EEC) No 2309/93, Directive 
2001/82/EC of the European Parliament 
and of the Council1 and Directive 
2001/83/EC of the European Parliament 
and of the Council2;
(b) as a food additive in foodstuffs within 
the scope of Council Directive 
89/107/EEC3;
(c) as a flavouring in foodstuffs within the 
scope of Commission Decision 
1999/217/EC4;
(d) as an additive in feedingstuffs within 
the scope of Council Directive 
70/524/EEC5;
(e) in animal nutrition within the scope of 
Council Directive 82/471/EEC6.
_________________

1 OJ L 311, 28.11.2001, p. 1.
2 OJ L 311, 28.11.2001, p. 67.
3 OJ L 40, 11.2.1989, p. 27.
4 OJ L 84, 27.3.1999, p. 1.
5 OJ L 270, 14.12.1970, p. 1.
6 OJ L 213, 21.7.1982, p. 8.

Justification

All the derogations have been transferred to Article 2, in the interests of clarity.

Amendment 39
Article 4, paragraph 2, point (c) a (new)

(ca) substances which are manufactured, 
imported and used for scientific research 
and development or for product- and 
process-oriented research and development.
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Justification

In the interests of strengthening innovative capacity, substances which are used for R&D 
activities should basically be exempted from the registration requirement so that research and 
testing activities are not relocated to non-EU countries. Such substances are used by trained 
specialist staff under controlled conditions.

Amendment 40
Article 5, paragraph 1 a (new) 

1a. Substances in preparations shall be 
exempted from registration as specified in 
paragraph 1 if the concentration of a 
substance in the preparation is less than 
the lowest concentration specified in one of 
the following provisions:
(a) the applicable concentrations specified 
in the table in Article 3(3) of 
Directive 1999/45/EC;
(b) the concentration limit values listed in 
Annex I to Directive 67/548/EEC;
(c) 0.1 %, if the substance meets the criteria 
in Annex XII.

Justification

Takes over the limits laid down in Article 13 for substances and preparations. Even the 
smallest traces would have to be covered if there were no limits to the concentrations to be 
considered. This is unreasonable.   

Amendment 41
Article 5, paragraph 3, introductory part

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

3. Any manufacturer or importer of a 
polymer shall submit a registration to the 
Agency for the monomer substance(s) which 
has/have not been registered by an actor up 
the supply chain or other non-registered 
substance(s) if both the following conditions 
are met, provided that the monomers arise 
during synthesis and cannot be isolated:
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Justification

Some monomers arise during the production process and immediately react further. 
Registration is therefore impossible at a defensible cost.

However, if a monomer or other non-registered substance has already been registered by the 
manufacturer or by his designated representative, the polymer manufacturer may use this 
registration, provided that the registrant indicates the use of the substance during the 
manufacture of the polymer.

Amendment 42
Article 6, paragraph 2

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

Deleted

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

Amendment 43
Article 6, paragraph 3

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

Deleted

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

Amendment 44
Article 6, paragraph 4

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

Deleted

Amendment 45
Article 6, paragraph 5

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

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

Amendment 46
Article 6, paragraph 6

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

6. Products which do not comply with the 
requirements of paragraph 1 may not be 
imported.

Amendment 47
Article 6, paragraph 7

7. Any measures for the implementation of 
paragraphs 1 to 6 shall be adopted in 

7. For the purposes of registration in 
accordance with paragraph 1, the deadlines 
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accordance with the procedure referred to 
in Article 130(3).

laid down for substances on their own or 
substances in preparations shall apply.

Justification

This amendment is intended to ensure that substances in preparations are registered by the 
same deadlines as are also applicable to manufacturers in Europe. In this respect, at least, it 
will forestall a distortion of competition.

Amendment 48
Article 6 b (new), title

Article 6b
Transfer and splitting of registrations and 

'collective registrations'

Amendment 49
Article 6 b (new), paragraph 1

1. The legal entitlement acquired through 
registration shall be both transferable and 
divisible. The party acquiring such an 
entitlement shall take over the rights and 
obligations of the original registrant. 
Where a registration is split, the Agency 
shall assign a new registration number to 
the new holder.

Justification

If a registrant no longer wishes to make use of his registration it must be possible for him to 
transfer the rights arising from the registration. The divisibility of rights arising from a 
registration is necessary in cases in which only part of a firm is transferred to a new owner. 
Since each manufacturer or importer must have a registration number as evidence of 
registration status, in such cases the Agency must assign a new registration number to the 
new owner.

Amendment 50
Article 6 b (new), paragraph 2

2. Where a manufacturer is a subsidiary of 
another legal person (termed the 'parent 
company'), the parent company may 
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undertake and maintain a registration on 
behalf of the subsidiary. Conversely, a 
subsidiary may also undertake and 
maintain a registration for its parent 
company or for other subsidiaries. In such 
cases registration shall be required once 
only. The legal person designated for 
collective registration purposes shall be 
responsible for performance of duties 
under this Regulation.

Amendment 51
Article 6 b (new), paragraph 3

3. Paragraph 2 shall also apply where the 
registered office of the parent company or
the subsidiary is not located in the 
European Union. The legal person 
designated for collective registration 
purposes must have his registered office in 
the Union.

Justification

Within conglomerates products are delivered from changing production plants to downstream 
users within the European Union who may belong to different subsidiaries. The delivery of 
products within a conglomerate is often coordinated by a unit which may be part of either the 
parent company or a subsidiary. The proposed group registration would be an appropriate 
way of reducing costs and bureaucracy.

Amendment 52
Article 7, paragraph 1

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

Deleted
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Justification

In the interests of strengthening innovative capacity, substances which are used for R&D 
activities should basically be exempted from the registration requirement so that research and 
testing activities are not relocated to non-EU countries. Such substances are used by trained 
specialist staff under controlled conditions.

Amendment 53
Article 7, paragraph 2

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

Deleted

(a) the identity of the manufacturer or 
importer;
(b) the identity of the substance;
(c) the classification of the substance, if 
any;
(d) the estimated quantity;
(e) the list of customers referred to in 
paragraph 1; and
(f) sufficient information on the research 
and development programme to enable the 
Agency to take informed decisions under 
paragraphs 4 and 7.
The period set out in paragraph 1 shall 
begin at receipt of the notification at the 
Agency.

Amendment 54
Article 7, paragraph 3

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

Deleted
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Amendment 55
Article 7, paragraph 4

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

Deleted

Amendment 56
Article 7, paragraph 5

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

Deleted

Amendment 57
Article 7, paragraph 6

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

Deleted

Amendment 58
Article 7, paragraph 7

7. The Agency may decide to extend the 
five-year exemption period by a further 
maximum of five years or, in the case of 
substances to be used exclusively in the 
development of medicinal products for 
human or veterinary use, for a further 

Deleted
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maximum of 10 years, upon request if the 
manufacturer or importer can demonstrate 
that such an extension is justified by the 
research and development programme.

Amendment 59
Article 7, paragraph 8

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

Deleted

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

Amendment 60
Article 7, paragraph 9

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

Deleted

Amendment 61
Article 7, paragraph 10

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

Deleted

Amendment 62
Article 8, paragraph 1

1. Active substances manufactured or 
imported for use in plant protection 
products only and included either in Annex 

Deleted
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I to Council Directive 91/414/EEC1 or in 
Commission Regulation (EEC) 
No 3600/922, Commission Regulation (EC) 
No 703/20013, Commission Regulation
(EC) No 1490/20024, Commission Decision 
2003/565/EC5 and for any substance for 
which a Commission Decision on the 
completeness of the dossier has been taken 
pursuant to Article 6 of Directive 
91/414/EEC shall be regarded as registered 
for manufacture or import for the uses 
covered by such an inclusion and therefore 
as fulfilling the requirements of this 
Chapter and of Article 20.
______________

1 OJ L 230, 19.8.1991, p. 1.
2 OJ L 366, 15.12.1992, p. 10.
3 OJ L 98, 7.4.2001, p. 6.
4 OJ L 224, 21.8.2002, p. 23.
5 OJ L 192, 31.7.2003, p. 40.

Amendment 63
Article 8, paragraph 2

2. Active substances manufactured or 
imported for use in biocidal products only 
and included either in Annexes I, IA or IB 
to Directive 98/8/EC of the European 
Parliament and of the Council1 or in 
Commission Regulation (EC) No …/… 
{Second Review Regulation}2, until the date 
of the decision referred to in the second 
subparagraph of Article 16(2) of Directive 
98/8/EC, shall be regarded as registered for 
manufacture or import for the uses covered 
by such an inclusion and therefore as 
fulfilling the requirements of this Chapter 
and of Article 20.

Deleted

_________________

1 OJ L 123, 24.4.1998, p. 1.
2 OJ L
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Amendment 64
Article 9, point (a), point (iii)

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

(iii) information on the manufacture and 
use(s) of the substance; this information 
shall represent at least:

- all the registrant's identified categories of 
use as specified in Annex Iba,
- the exposure categories as specified in 
Annex IXa,
- the production/import volumes as 
specified in point 1 of section 3 of 
Annex IV;

Justification

Requirement to submit categories of use and exposure categories as part of the registration 
process, as the most important prerequisite for exposure- and risk-related prioritisation and 
registration (including data requirements) and also for simpler communication along the 
product chain (see Article 3(12a) (new)).

Amendment 65
Article 9, point (a), point (vi)

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

(vi) summaries of the information derived 
from the application of Annexes V, VI, IX 
and IXa, and of other available 
information which is relevant to risk 
assessment;

Justification

The new Annex V covers the core information (see Article 3(30) (new), Annex VI (combining, 
in summarised form, the original Annexes VI to VIII, as a selection for further tests) and 
information pursuant to Annex IXa (see Article 3(12b) (new)). This is all the information that 
is necessary for a risk assessment.
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Amendment 66
Article 9, point (a), point (vii)

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

Deleted

Justification

SMEs, in particular, cannot be expected to submit comprehensive robust study summaries. 
The submission of summaries pursuant to Article 9(a)(vi) is sufficient.

Amendment 67
Article 9, point (a), point (viii)

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

(viii) a statement as to whether or not 
information derived from the application of 
Annexes V and VI has been generated by 
testing on vertebrate animals;

Justification

Clarification/greater precision.

Amendment 68
Article 9, point (a), point (ix)

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

Deleted

Justification

If testing is considered to be necessary, it should basically be carried out immediately. If safe 
use has to be ensured by further testing, matters cannot wait until the competent authority, or 
the Agency, takes a decision on proposals for testing subsequent to the registration process. 
Instead, the testing required must be carried out and submitted immediately, as part of the 
registration process, in order to ensure safe use. The need for proposals for testing thus 
disappears. 
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Amendment 69
Article 9, point (a), point (x)

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

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

Justification

Amendment follows from Article 9(a)(vii).

Amendment 70
Article 9, point (a), point (x) a (new)

(xa) confirmation that the registrant is the 
owner of the original studies from which  
summaries pursuant to Article 9(a)(vi) are 
derived, or that he has the written consent 
of the owner of the original studies to refer 
to them;

Justification

Amendment necessary to safeguard ownership rights relating to test data and for data 
protection.

Amendment 71
Article 10, title

Joint submission of data by members of 
consortia

Joint submission of data

Amendment 72
Article 10, paragraph -1 (new)

-1. When a substance is intended to be 
manufactured in the Community by two or 
more manufacturers and/or imported by 
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two or more importers, it is preferable for 
only one manufacturer or importer to carry 
out the registration.
In providing the information pursuant to 
Article 9(a)(i) the other manufacturers 
and/or importers may refer to all or part of 
that registration if the written consent of 
the manufacturer/importer who carried out 
the registration is provided. The consent 
shall be granted in so far as Article 25 is 
relevant.  
Information pursuant to Article 9(a)(vi) 
shall be submitted separately only if such 
information is already available or if there 
are other substantial grounds militating 
against a reference to the registration 
which has already been carried out. 
In the case of a full reference, at the 
request of the manufacturers/importers 
making that reference the Agency shall 
assign the same registration number.
In the case of a partial reference, the 
missing information shall be submitted 
separately. 

Justification

This entitles manufacturers/importers to use references to other registrations so as to 
dispense with having to submit their own documents. This will ease the burden on SMEs, in 
particular, who will be able to dispense with the time-consuming preparation of dossiers.

The requirement to obtain consent to a reference, by citing Article 25, will ensure that 
vertebrate testing data are not repeated and that such data are submitted only once.

This provision effectively implements the 'one substance - one registration' principle (up to 
and including the same registration number). 

Amendment 73
Article 10, paragraph 1

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

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

acting, with their agreement, on behalf of 
other manufacturers and/or importers in 
accordance with the second, third and fourth 
subparagraphs.

Justification

Guidelines are needed to support firms in setting up and in operating in consortia, and also to 
forestall possible breaches of competition law.

Amendment 74
Article 10, paragraph 1, second subparagraph

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

Deleted

Amendment 75
Article 10, paragraph 1, third subparagraph

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

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

Each consortium may submit the 
information pursuant to Article 9(a)(i), (ii) 
and (iii) jointly.

Justification

Where information is submitted jointly it must be sufficient for a manufacturer or importer 
who is acting on behalf of the other members of the consortium to submit a statement 
pursuant to Article 9(a)(viii).

Amendment 76
Article 10, paragraph 2

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

2. Each registrant who is a member of a 
consortium shall pay an appropriate share
of the fee for registration.
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Justification

There should not be a rigid division (one-third) of registration costs. The incentive to set up 
consortia would then be limited to consortia comprising two parties, since only such 
consortia would benefit from the cost reduction. Cost-sharing without a fixed division, on the 
other hand, creates cost incentives for larger consortia, as well.

Amendment 77
Article 11, paragraph 1

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

Deleted

(a) the information specified in Annex V 
for substances manufactured or imported 
in quantities of 1 tonne or more per year 
per manufacturer or importer;
(b) the information specified in Annexes V 
and VI for substances manufactured or 
imported in quantities of 10 tonnes or more 
per year per manufacturer or importer;
(c) the information specified in Annexes V 
and VI and testing proposals for the 
provision of the information specified in 
Annex VII for substances manufactured or 
imported in quantities of 100 tonnes or 
more per year per manufacturer or 
importer;
(d) the information specified in Annexes V 
and VI and testing proposals for the 
provision of the information specified in 
Annexes VII and VIII for substances 
manufactured or imported in quantities of 
1 000 tonnes or more per year per 
manufacturer or importer.

Justification

Volume-related information requirements are no longer necessary, since the requirements 
will be exposure-related (Annex IXa).

Since there is no unambiguous correlation between higher production volumes and higher 
risk, the volume of substances is an unsuitable yardstick for determining data requirements 
and, above all, an unsuitable criterion for attaining greater safety for humans and the 
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environment in accordance with the stated objectives. The outlay required is disproportionate 
to the environmental or social benefit. 

Amendment 78
Article 11, paragraph 2

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

Deleted

Justification

Amendment follows from that relating to Article 11(1).

Amendment 79
Article 12, paragraph 3

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

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

Justification

The repetition of all tests which have already been carried out and which do not comply with 
GLP would result in a substantial number of renewed, unnecessary tests on vertebrate 
animals. Even tests already carried out which do not comply with GLP provide reliable 
results for the purposes of registration and evaluation.

Consequently, for reasons of cost-effectiveness GLP, an expensive obligation, should be 
confined to new tests on vertebrate animals.

Other information, for example physico-chemical data, could be produced more cheaply 
without falling below the requisite standard.
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Amendment 80
Article 13, paragraph 3, point (d)

(d) PBT and vPvB assessment. Deleted

Justification

There is no need for a separate evaluation of PBT and vPvB substances. An evaluation of 
these properties is already required as part of the hazard assessment under paragraph 3(a) 
and (c). 

Amendment 81
Article 13, paragraph 4, second subparagraph

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

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

Amendment 82
Article 13, paragraph 5, point (b)

(b) in cosmetic products within the scope of 
Council Directive 76/768/EEC1.

Deleted

_______________
1 OJ L 262 , 27.9.1976, p. 169.

Justification

This Directive is included in the list of exemptions specified in Article 2(1a) (new).

Amendment 83
Article 15, paragraph 1

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

Deleted
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Justification

Has been combined with Article 16. The same requirements (core information) apply to on-
site isolated intermediates and transported intermediates as specified in the new Article 16(3).

Amendment 84
Article 15, paragraph 2, points (a), (b), (c) and (d)

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

Deleted

(a) the identity of the manufacturer as 
specified in section 1 of Annex IV;
(b) the identity of the intermediate as 
specified in section 2 of Annex IV ;
(c) the classification of the intermediate;
(d) any available existing information on 
physicochemical, human health or 
environmental properties of the 
intermediate.

Amendment 85
Article 16, Title

Registration of transported isolated 
intermediates

Registration of on-site or transported
isolated intermediates

Amendment 86
Article 16, paragraph 1

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

1. Any manufacturer or importer of an on-
site or transported isolated intermediate in 
quantities of 1 tonne or more per year shall 
submit a registration to the Agency for the 
transported isolated intermediate.
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Amendment 87
Article 16, paragraph 2, point (b)

(b) the identity of the intermediate as 
specified in section 2 of Annex IV;

(b) name of the intermediate, including the 
CAS number, if available;

Justification

The precise determination of identity requires costly analytical investigation. It should be 
required only in particular cases, e.g. consortia.

Amendment 88
Article 16, paragraph 2, point (c)

(c) the classification of the intermediate; (c) the classification of the intermediate, if 
available;

Justification

A classification is normally only necessary for intermediates which are placed on the market.

Amendment 89
Article 16, paragraph 2, point (d)

(d) any available existing information on 
physicochemical, human health or 
environmental properties of the 
intermediate.

(d) production volumes in tonnage steps 
(> 1 tonne, > 10 tonnes, > 100 tonnes, 
> 1000 tonnes) per year.

Justification

The core information pursuant to paragraph 3 is also recorded for intermediates. In addition, 
it makes sense for tonnage steps to be indicated.

Amendment 90
Article 16, paragraph 3

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

3. Within two years of registration, any 
manufacturer or importer who 
manufactures or imports an on-site or 
transported isolated intermediate in 
quantities of 1 tonne or more per year shall
be required to draw up the information 
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paragraph 2. pursuant to paragraphs 1 and 2 relating to 
the properties of the substance specified in 
Annex V, with the exception of information
about sensitisation; this information must 
be kept available for the competent 
authorities in connection with official 
controls (Article 122) and also for the 
Agency, upon request.

For the generation of this information, 
Article 12 shall apply.

Justification

The same information is recorded for intermediates as for other substances. However, for 
reasons of practicability this should not have to be communicated to the Agency.

Amendment 91
Article 16, paragraph 4, introductory part

4. Paragraphs 2 and 3 shall apply only to 
transported isolated intermediates the 
transport of which to other sites takes place 
under strict contractual control, including 
toll or contract manufacture, and where the 
synthesis of (an)other substance(s) from 
that intermediate takes place on those other 
sites under the following strictly controlled 
conditions:

4. Paragraphs 2 and 3 shall apply to 
transported isolated intermediates only if 
they are manufactured and used under 
controlled conditions.

Justification

Requirements relating to controlled conditions should be laid down in a separate guideline. 
The conditions laid down in the proposal are too inflexible and do not take actual practice 
into account to a sufficient extent.

Amendment 92
Article 16, paragraph 4, points (a), (b), (c), (d), (e), (f), (g) and (h) and second subparagraph

(a) the substance is rigorously contained by 
technical means during its whole lifecycle 
including manufacture, transportation 
(including transport by rail, road, inland 
waterway, sea or air and pipeline transfer), 
purification, cleaning and maintenance, 
sampling, analysis, loading and unloading 

Deleted
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of equipment or vessels, waste disposal or 
purification and storage;
(b) where there is potential for exposure, 
procedural and control technologies are 
available which minimise emission and the 
resulting exposure;
(c) only properly trained and authorised 
personnel handle the substance;
(d) in the case of cleaning and 
maintenance works, special procedures 
such as purging and washing are applied 
before the system is opened and entered;
(e) transport operations are in compliance 
with the requirements of Directive 
94/55/EC;
(f) in cases of accident and where waste is 
generated, procedural and/or control 
technologies are used to minimise 
emissions and the resulting exposure 
during purification or cleaning and 
maintenance procedures;
(g) substance-handling procedures are well 
documented and strictly supervised by the 
site operator;
(h) the registrant operates a system of 
product stewardship and monitors users to 
ensure compliance with the conditions 
listed in points (a) to (g).
If the conditions listed in the first 
subparagraph are not fulfilled, the 
registration shall include the information 
specified in Article 9.

Amendment 93
Article 17, paragraph 1

1. When an on-site isolated intermediate or 
transported isolated intermediate is 
intended to be manufactured in the 
Community by two or more manufacturers 
and/or imported by two or more importers, 
they may form a consortium for the 
purposes of registration. Parts of the 

Deleted
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registration shall be submitted by one 
manufacturer or importer acting, with their 
agreement, on behalf of the other 
manufacturers and/or importers in
accordance with the second and third 
subparagraphs.
Each member of the consortium shall 
submit separately the information specified 
in Article 15(2)(a) and (b) and Article 
16(2)(a) and (b).
The one manufacturer or importer 
submitting on behalf of the other members 
of the consortium shall submit the 
information specified in Article 15(2)(c) 
and (d) and Article 16(2)(c) and (d) and (3), 
where relevant.

Justification

Registration of intermediates will no longer be required. If pre-registration or the sharing of 
data is required, Article 10 will apply.

Amendment 94
Article 17, paragraph 2

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

Deleted

Justification

Follows from preceding amendments.

Amendment 95
Article 20, paragraph 1, point (d)

(d) new uses for which the substance is 
manufactured or imported of which he may 
reasonably be expected to have become
aware;

(d) new uses or categories of use/exposure 
categories for which the substance is 
manufactured or imported of which he is
aware and which he supports;



PA\566105EN.doc 47/116 PE 357.851v01-00

EN

Justification

The phrase 'of which he may reasonably be expected' is impracticable. The 
manufacturer/importer must not be obliged to report applications that he does not support.

Amendment 96
CHAPTER 6, title

TRANSITIONAL PROVISIONS 
APPLICABLE TO PHASE-IN 

SUBSTANCES AND NOTIFIED 
SUBSTANCES

Deleted

Amendment 97
TITLE II a (new)

TRANSITIONAL PROVISIONS 
APPLICABLE TO THE REGISTRATION 

OF SUBSTANCES

Justification

The new Title IIa means that uniform pre-registration for all substances will be achieved by a 
certain point. This will ensure greater planning certainty for manufacturers, processors, users 
and authorities. Owing to early cooperation and the easier formation of consortia (e.g. 
OSOR), fewer substances will disappear from the market. This will ease the burden on SMEs, 
in particular, and downstream users. The most important information about the properties of 
substances and exposure to them will be available after only five years.  

Amendment 98
CHAPTER I (new)

PRINCIPLES

Amendment 99
Article 20 a (new), title

Article 20a
Scope of transitional provisions
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Amendment 100
Article 20 a (new)

The transitional provisions of this Title 
may be used only for phase-in substances 
for which a manufacturer or importer has 
received a pre-registration number.

Amendment 101
Article 21, paragraph 1, introductory part

1. Article 19 shall not apply to the following
substances for a period of 3 years after the 
entry into force of this Regulation:

1. Article 19 shall not apply to phase-in 
substances in the first processing list 
(Article 22e) for a period of five years after 
the entry into force of this Regulation.

Amendment 102
Article 21, paragraph 1, points (a) and (b)

(a) phase-in substances classified as 
carcinogenic, mutagenic or toxic to 
reproduction, categories 1 and 2, in 
accordance with Directive 67/548/EEC and 
manufactured in the Community or 
imported, in quantities reaching 1 tonne or 
more per year per manufacturer or per 
importer, at least once following the entry 
into force of this Regulation;

Deleted

(b) phase-in substances manufactured in 
the Community or imported, in quantities 
reaching 1 000 tonnes or more per year per 
manufacturer or per importer, at least once 
following the entry into force of this 
Regulation.

Amendment 103
Article 21, paragraph 2

2. Article 19 shall not apply for a period of 
6 years after entry into force of this 
Regulation to phase-in substances 
manufactured in the Community or 
imported, in quantities reaching 100 tonnes 

2. Article 19 shall not apply for a period of 
seven years after the entry into force of this 
Regulation to phase-in substances in the
second processing list (Article 22f(1)). 
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or more per year per manufacturer or per 
importer, at least once following the entry 
into force of this Regulation.

Amendment 104
Article 21, paragraph 2 a (new)

2a. Article 19 shall not apply for a period of 
nine years after the entry into force of this 
Regulation to phase-in substances in the 
third processing list (Article 22f(2)).

Amendment 105
Article 21, paragraph 3

3. Article 19 shall not apply for a period of 
11 years after entry into force of this 
Regulation to phase-in substances 
manufactured in the Community or 
imported, in quantities reaching 1 tonne or 
more per year per manufacturer or per 
importer, at least once following the entry 
into force of this Regulation.

3. Article 19 shall not apply for a period of 
11 years after the entry into force of this 
Regulation to phase-in substances in the 
fourth processing list (Article 22f(3)).

Amendment 106
Article 21, paragraph 3 a (new)

3a. Recourse to the transitional provisions 
laid down in paragraphs 1 to 4 shall 
require the potential registrant of a phase-
in substance to have notified that substance 
to the register of substances pursuant to 
Article 22a, with the data required therein 
and within the periods laid down therein, 
and to have received a pre-registration 
number accordingly.

Amendment 107
Article 21, paragraph 3 b (new)

3b. The right of recourse to the transitional 
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provisions laid down in paragraphs 1 to 4 
shall lapse if the registrant fails to submit 
the core information referred to in 
Article 22c in respect of the substance 
notified to the register of substances; the 
lapsing of the right of recourse to the 
transitional provisions laid down in 
paragraphs 1 to 4 shall also result in the 
pre-registration number assigned pursuant 
to Article 22e(4) ceasing to be valid. The 
preceding sentence shall not apply to 
substances in the first processing list 
(Article 22e).

Amendment 108
Article 21, paragraph 3 c (new)

3c. Paragraph 6 shall not apply to on-site 
and transported isolated intermediates.

Amendment 109
Article 22, paragraph 1

1. A notification submitted in accordance 
with Directive 67/548/EEC shall be regarded 
as a registration for the purposes of this Title
and the Agency shall assign a registration 
number within one year of entry into force 
of this Regulation.

1. A notification submitted in accordance 
with Directive 67/548/EEC shall be regarded 
as a registration and evaluation for the 
purposes of Titles II and VI and the Agency 
shall assign a registration number within one 
year of the entry into force of this 
Regulation.

An evaluation carried out pursuant to 
Regulation (EEC) No 793/93 or in 
accordance with another comparable, 
internationally recognised procedure 
before this Regulation enters into force 
shall be regarded as a registration and 
evaluation for the purposes of this Title; 
the Agency shall assign a registration 
number within one year of the entry into 
force of this Regulation. 
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Justification

Such substances have already been evaluated under the new substances notification 
procedure or the Regulation concerning old substances. Those evaluations must be 
recognised. Re-submitting the documents would be unnecessary bureaucracy.

Amendment 110
Article 22, paragraph 2

2. If the quantity of a notified substance 
manufactured or imported per 
manufacturer or importer reaches the next 
tonnage threshold under Article 11, the 
additional required information 
corresponding to that tonnage threshold, as
well as to all the lower tonnage thresholds, 
shall be submitted in accordance with 
Articles 9 and 11, unless it has already 
been submitted in accordance with those 
Articles.

2. Article 20 shall apply to substances 
which are regarded as having been 
registered pursuant to paragraph 1.

Amendment 111
CHAPTER 1 a (new), title

PRE-REGISTRATION

Amendment 112
Article 22 a (new), title

Article 22a
Obligation to notify substances to the 

register of substances

Justification

The new Title IIa will ensure that firms submit core information (see Article 22c) in 
connection with the establishment of the inventory of substances (see Article 3(20)). That 
information contains the most important details regarding the properties of, exposure to and 
use of substances. This basis will permit prioritisation, with staggered processing lists for 
subsequent registration.
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Amendment 113
Article 22 a (new), paragraphs 1 to 3

1. Save as otherwise provided in this 
Regulation, not more than 18 months after 
the entry into force of this Regulation any 
manufacturer or importer who 
manufactures or imports a substance, 
either on its own or in a preparation, in 
quantities of 1 tonne or more per year must 
communicate to the Agency, for inclusion 
in the register of substances, the 
information referred to in paragraph 2.
2. The following information is to be 
notified in the format specified by the 
Agency in accordance with Article 108:
(a) the name and address of the 
manufacturer or importer and the name of 
the contact person;
(b) a statement indicating whether consent 
is given for the publication, pursuant to 
Article 22b(2), of the name and address of 
the manufacturer or importer;
(c) the name of the substance and, where 
applicable, the group of substances, 
including its CAS number, if available;
(d) production volumes per year in tonnage 
steps (> 1 tonne, > 10 tonnes, > 100 tonnes, 
> 1000 tonnes);
(e) an indication of the toxicological or 
ecotoxicological endpoints for which the 
manufacturer or importer has relevant 
studies from his own tests on vertebrate 
animals;
(f) a statement as to whether the substance 
is used exclusively as an on-site or 
transported isolated intermediate:
(g) a statement as to whether the 
manufacturer or importer is prepared to 
collaborate in a consortium in accordance 
with Article 10.
3. If the period referred to in paragraph 1 
has elapsed the Agency may, in justified 
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cases, permit a late notification to the 
register of substances, in accordance with 
paragraph 2, of an application made within 
a late notification period of a further six 
months. In the case of late notification the 
period for communication of the core 
information shall be that laid down in 
Article 22c. If the agency rejects a late 
notification, an appeal may be brought 
against that decision in accordance with 
the provisions of Articles 87, 88 and 89. 

Justification

This right of application is particularly relevant to downstream users who find, after the 
expiry of the period for notification to the register of substances, that an important substance 
has not been notified by their supplier. There is the opportunity to find another supplier 
during the late notification period and have a late notification submitted for the substance, or 
for the user to notify it himself.

Amendment 114
Article 22 a (new), paragraphs 4 to 6

4. The Agency must assign a number (pre-
registration number) to the notification to 
the register of substances in accordance 
with Article 22a, and also record the date 
on which the notification was received by 
the Agency. The Agency must inform the 
manufacturer or importer of the pre-
registration number and the date of receipt 
without delay, and in doing so must inform 
the manufacturer or importer of the 
notification obligations pursuant to 
Article 22c and of the consequences of 
failure to comply with those obligations or 
default. 
The pre-registration number shall serve as 
evidence of the provisional right to 
manufacture or import the substance 
within the meaning of Article 21.
5. Paragraph 4 shall apply by analogy to 
on-site and transported isolated 
intermediates provided that the Agency 
assigns a registration number within the 
meaning of Article 18(1) for the 
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notification to the register of substances.
6. Downstream users must inform the 
Agency, within one year of the publication 
of the register of substances pursuant to 
Article 22b(2), of the existence of studies 
from their own tests on vertebrate animals 
for toxicological or ecotoxicological 
endpoints. The Agency shall supplement 
the register of substances and publish that 
supplement 30 days after the expiry of the 
period referred to in the first sentence of 
paragraph 5.

Justification

For the purposes of prioritisation the key factors are the toxic properties of substances, the 
extent of exposure and the production volume. Each substance will be included in one of the 
processing lists on that basis and called for registration at a certain point. This will ensure 
that a higher degree of safety is reached more speedily, and will also facilitate the 
establishment of consortia.

Amendment 115
Article 22 b (new), title

Article 22b
Register of substances

Justification

The publication of the list/inventory of substances by the Agency will ensure a high degree of 
transparency at an early stage.

Amendment 116
Article 22 b (new)

1. The Agency shall operate a register of 
substances containing the information 
specified in Article 22a.
2. The Agency shall publish all notified 
substances in the register of substances one 
month after the expiry of the notification 
period laid down in Article 22a(1), 
indicating:
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(a) the name of the substance and, where 
applicable, the group of substances, 
including its CAS number, if available;
(b) where applicable, the name and address 
of the manufacturer or importer, provided 
that consent pursuant to Article 22a(2)(b) 
has been given;
(c) the toxicological or ecotoxicological 
endpoint for which studies from tests on 
vertebrate animals are available;
(d) whether the substance is to be registered 
in accordance with Article 22e within five 
years of the entry into force of this 
Regulation (first processing list).
3. The Agency shall publish the 
information pursuant to paragraph 2 for 
the late notifications permitted pursuant to 
Article 22a(3) within one month of the 
expiry of the late notification period.

Amendment 117
Article 22 c (new), title

Core information

Amendment 118
Article 22 c (new)

1. Each manufacturer or importer of a 
substance included in the register of 
substances must submit core information 
for each substance, in accordance with 
paragraph 2, to the Agency within 
42 months of the publication of the register 
of substances pursuant to Article 22b(2). 
The preceding sentence shall not apply to 
substances in the first processing list 
(Article 22e).
2. The following information must be 
notified as core information in the format 
specified by the Agency in accordance with 
Article 108: 
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(a) information about the properties of the 
substance in accordance with Annex V; in 
the case of substances which are 
manufactured in or imported into the 
Community in quantities of less than 
10 tonnes per year per manufacturer or 
importer, the available existing information 
about the properties of the substance in 
accordance with Annex V must be notified;
(b) the classification and labelling, if 
available;
(c) information about the categories of use 
in accordance with Annex Iba(new);
(d) information about exposure in 
accordance with Annex Ibb (new);
(e) inclusion in the second processing list 
pursuant to Article 22f(1)(b), in accordance 
with the criteria of Annex Ibb (new), if 
necessary.
3. If the period referred to in paragraph 1 
has elapsed the Agency may, in justified 
cases, permit the late notification of core 
information and of the information 
pursuant to Article 22a(2), in accordance 
with paragraph 2, for an application made 
in respect of a substance listed in the 
register of substances within a late 
notification period of a further six months. 
In that case the Agency shall assign a pre-
registration number to the manufacturer/ 
importer who submits the information 
referred to above.
4. With the exception of monomers which 
are used as on-site or transported isolated 
intermediates, paragraphs 1 to 5 shall not 
apply to on-site and transported isolated 
intermediates. However, the manufacturers 
or importers of those substances must draw 
up the information referred to in 
paragraph 2(a) relating to the properties of 
the substance in accordance with Annex V, 
with the exception of information about 
sensitisation; this information must be kept 
available for the competent authorities in 
connection with official controls 
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(Article 122) and also for the Agency, upon 
request.
5. Article 10 and Article 18(2), first and 
third sentences et seq., (3) and (4) shall 
apply by analogy.

Amendment 119
CHAPTER 3 (new), title

PRIORITISATION IN RESPECT OF 
REGISTRATION DURING THE 

TRANSITIONAL PERIOD

Amendment 120
Article 22 d (new), title

Article 22d
Principles

Amendment 121
Article 22 d (new)

1. During the transitional period the 
registration of substances in accordance 
with the provisions set out in Chapter 2 
shall take place according to the priorities 
laid down in the subsequent provisions. 
2. In order to determine priorities the 
Agency shall draw up four processing lists, 
pursuant to Articles 22e and 22f, on the 
basis of the information from 
manufacturers and importers during pre-
registration (Chapter 2). It shall 
supplement or modify the processing lists 
where permitted late notifications to the 
register of substances (Article 22a(3) or of 
core information (Article 22c(3)) 
supplement or modify the information from 
manufacturers or importers during pre-
registration.
3. In the event of divergent information 
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about the same substance from several 
manufacturers or importers, the Agency 
shall take account of the information which 
engenders a higher priority. 
4. The Agency may, at an applicant's 
request, and in justified cases, change the 
assignment of a substance to a higher 
priority pursuant to paragraph 3 back to 
the priority determined during pre-
registration pursuant to Article 22e or 
Article 22f on the basis of the information 
from that applicant. The applicant may 
bring an appeal against a negative decision 
by the Agency in accordance with the 
provisions of Articles 87, 88 and 89.

Amendment 122
Article 22 e (new), title

Article 22e
Substances in the first processing list

Amendment 123
Article 22 e (new)

1. Substances in the first processing list 
must be registered within five years of the 
entry into force of this Regulation. 
Substances in the first processing list are as 
follows:
(a) phase-in substances classified in 
Annex 1 to Directive 67/548/EEC as 
carcinogenic, mutagenic or toxic to 
reproduction, categories 1 or 2, and which, 
according to the information from the 
manufacturers and importers concerning 
production volume  (Article 22a(2)(d)), are 
manufactured in or imported into the 
Community in quantities of at least 1 tonne 
or more per year per manufacturer or 
importer;
(b) phase-in substances if the information 
from the manufacturers or importers 
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concerning production volume 
(Article 22a(2)(d)) indicates that they are 
manufactured in or imported into the 
Community in quantities of at least 
1000 tonnes per year per manufacturer or 
importer.
2. The first processing list, and any 
supplements or modifications thereto, shall 
be published in accordance with 
Article 22b(2)(d), in conjunction with 
publication of the register of substances.

Amendment 124
Article 22 f (new), title

Article 22f
Substances in the second, third and fourth 

processing lists

Amendment 125
Article 22 f (new)

1. Substances in the second processing list 
must be registered within seven years of the 
entry into force of this Regulation. 
Substances in the second processing list are 
as follows:
(a) phase-in substances if the information 
from the manufacturers or importers 
concerning production volume 
(Article 22a(2)(d)) indicates that they are 
manufactured in or imported into the 
Community in quantities of at least 
100 tonnes per year per manufacturer or 
importer;
(b) phase-in substances if the information 
from the manufacturers or importers 
concerning production volume 
(Article 22a(2)(d)) indicates that they are 
manufactured in or imported into the 
Community in quantities of at least 1 tonne 
per year per manufacturer or importer, and 
are assigned to the second processing list 
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by a manufacturer or importer, pursuant to 
Article 22c(2)(e), in accordance with the 
criteria of Annex Ibb (new).
2. Substances in the third processing list 
must be registered within nine years of the 
entry into force of this Regulation. 
Substances in the third processing list are 
phase-in substances where the information 
from the manufacturers or importers 
concerning production volume 
(Article 22a(2)(d)) indicates that they are 
manufactured in or imported into the 
Community in quantities of at least 
10 tonnes per year per manufacturer or 
importer, and do not have to be registered 
pursuant to paragraph 1(b).
3. Substances in the fourth processing list 
must be registered within 11 years of the 
entry into force of this Regulation. 
Substances in the fourth processing list are 
phase-in substances where the information 
from the manufacturers or importers 
concerning production volume 
(Article 22a(2)(d)) indicates that they are 
manufactured in or imported into the 
Community in quantities of at least 1 tonne 
per year per manufacturer or importer, and 
do not have to be registered pursuant to 
paragraph 1(b).
4. The Agency shall publish the second, 
third and fourth processing lists within one 
month of the expiry of the period referred 
to in Article 22c(1) for the notification of 
core information. Where permitted late 
notifications of core information 
(Article 22c(3)) pursuant to Article 22d(2), 
second sentence and Article 22d(3) result in 
the processing lists being supplemented or 
modified, the Agency shall publish such 
supplements or modifications within one 
month of the expiry of the late notification 
period referred to in Article 22c(3).
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Amendment 126
Article 26, paragraphs 1 to 5

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

Deleted

(a) the name of the substance and, where 
applicable, the group of substances, 
including its Einecs and CAS number, if 
available;
(b) his name and address and the name of 
the contact person;
(c) the envisaged deadline for the 
registration/tonnage band;
(d) an indication of the physicochemical, 
toxicological and ecotoxicological 
endpoints/properties for which he has 
relevant studies or information available to 
him for the purposes of registration 
information requirements, if any;
(e) a statement as to whether or not studies 
referred to under point (d) include tests on 
vertebrate animals and, if not, whether he 
considers making an affirmative 
declaration for the purposes of point (x) of 
Article 9(a) with his registration.
The potential registrant may limit the 
information to be submitted under the first 
subparagraph to those endpoints/properties 
for which tests were required.
2. The information referred to in 
paragraph 1 shall be submitted at the latest 
18 months before:
(a) the deadline laid down in Article 21 (1) 
for phase-in substances manufactured or 
imported in quantities of 1 000 tonnes or 
more per year;
(b) the deadline laid down in Article 21 (2) 
for phase-in substances manufactured or 
imported in quantities of 1 tonne or more 
per year.
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3. Registrants who do not submit the 
information required under paragraph 1 
shall not be able to rely on Article 21.
4. Manufacturers and importers of phase-
in substances in quantities of less than 1 
tonne per year, as well as downstream 
users, may submit the information referred 
to in paragraph 1 to the Agency in the 
format specified by the Agency in 
accordance with Article 108.
5. The Agency shall record the information 
submitted in accordance with paragraphs 1 
to 4 in a database. It shall grant access to 
these data held on each substance to the 
manufacturers and importers who have 
submitted information on that substance in 
accordance with paragraphs 1 to 4. The 
competent authorities of the Member States 
shall also have access to this data.

Justification

Deleted from Title III because preregistration should, as a matter of course, be regulated in 
Title IIa on registration (see in particular Articles 20a and 22 of the latter title). From the 
point of view of reducing animal experiments, preregistration is unnecessary.

Amendment 127
Article 27, paragraph 1

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

1. All manufacturers and importers who 
have submitted information to the Agency in 
accordance with Article 22a for the same 
phase-in substance shall be participants in a 
substance information exchange forum 
(SIEF).

Justification

Follows from previous amendments, since Article 26 is to be deleted. The information must 
now be notified under Article 22a in the substance register.
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Amendment 128
Article 28, paragraph 1

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

1. Before testing on vertebrate animals is 
carried out in order to meet the information 
requirements for the purposes of registration, 
a SIEF participant shall inquire whether a 
relevant study is available by consulting the 
substance register referred to in Article 22b
and by communicating within his SIEF. If a 
relevant study is available within the SIEF, a 
participant of that SIEF who would have to 
carry out a test on vertebrate animals shall 
request that study. 

Justification

Follows from previous amendments, since Article 26 is to be deleted. The information will 
instead be contained in the substance register referred to in Article 22b.

Requests for existing studies involving animal experiments should not be subject to a time 
limit, since studies will be required either in order to compile core information within the 
meaning of Article 22c or else at the time of registration. Furthermore, it must be permissible 
to request studies at an earlier stage if, for example, the intention is to register earlier.

Amendment 129
Article 28, paragraph 1

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

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

Amendment 130
Article 28 a (new), Title

Competence and legal protection
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Amendment 131
Article 28a (new), paragraph 1

1. The Agency shall be competent to take 
decisions under this Title save as otherwise 
provided. 

Justification

For clarity, it should be expressly stated that the Agency is competent for the purposes of 
Title III as a whole.

Amendment 132
Article 28a (new), paragraph 2

2. An appeal against Agency decisions 
under this Title may be brought in 
accordance with Articles 87, 88, and 89. 

Justification

Rather than listing cases as and where they arise, the right of appeal should be laid down in 
one place.

Amendment 133
Article 29, paragraph 1, subparagraph 1 a (new)

This shall not apply to substances and 
preparations placed on the market in 
quantities less than 1 kg per year or 
supplied once only for  scientific research 
and development purposes.

Justification

To require a safety data sheet to be produced for very small quantities or a one-off supply (for 
a university teacher, for instance) would be going too far.

Amendment 134
Article 29, paragraph 3

3. Where a preparation does not meet the 
criteria for classification as dangerous in 
accordance with Articles 5, 6 and 7 of 

3. Where a preparation does not meet the 
criteria for classification as dangerous in 
accordance with Articles 5, 6 and 7 of 
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Directive 1999/45/EC, but contains in an 
individual concentration of ≥ 1 % by weight 
for non-gaseous preparations and ≥ 0.2 % by 
volume for gaseous preparations at least one 
substance posing health or environmental 
hazards, or one substance for which there are 
Community workplace exposure limits, the 
person who is responsible for placing that 
preparation on the market, whether the 
manufacturer, importer, downstream user or 
distributor, shall supply, at the request of a 
downstream user, a safety data sheet 
compiled in accordance with Annex Ia.

Directive 1999/45/EC, but contains in an 
individual concentration of ≥ 1 % by weight 
for non-gaseous preparations and ≥ 0.2 % by 
volume for gaseous preparations at least one 
substance posing health or environmental 
hazards, or one substance for which there are 
Community workplace exposure limits, the 
person who is responsible for placing that 
preparation on the market, whether the 
manufacturer, importer, downstream user or 
distributor, shall supply a safety data sheet 
compiled in accordance with Annex Ia.

Justification

When hazardous substances are involved, a safety data sheet should be sent automatically to 
downstream users.

Amendment 135
Article 29, paragraph 6, second subparagraph

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

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

Justification

To incorporate annexes in safety data sheets to cover different exposure scenarios would run 
counter to the existing international requirements for the sheets. To have a plethora of 
annexes setting out different exposure scenarios would be unwieldy in practice and entail 
unacceptable expense, especially for SMEs, because a safety data sheet specifies both the use 
to which a substance is put and the risk management measures. Furthermore, safety data
sheets have to conform to GHS requirements. 

Amendment 136
Article 29, paragraph 7

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

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

Needless expenditure would be incurred if safety data sheets had to be sent out again purely 
because the regulation had entered into force, even when users already had them.

Amendment 137
Article 29, paragraph 8

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

8. Where no safety data sheet conforming 
to the requirements laid down in 
Article 29(6) has been supplied before this 
Regulation entered into force, a safety data 
sheet shall be supplied on paper or 
electronically at the latest at the time of the 
first delivery of a substance following the 
entry into force of this Regulation. Suppliers 
shall update it without delay on the 
following occasions:

Justification

Needless expenditure would be incurred if safety data sheets had to be sent out again purely 
because the regulation had entered into force, even when users already had them.

Amendment 138
Article 30, Title

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

Duty to communicate information down the 
supply chain for substances and preparations 
for which a safety data sheet is supplied

Amendment 139
Article 30, paragraph 1

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

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

The above provision should not apply when a safety data sheet is supplied, even when there is 
no requirement to do so under Article 29.

Amendment 140
Article 30, paragraph 1, point (a)

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

Deleted

Justification

If substances not classed as dangerous are used in preparations, their registration numbers 
should not have to be specified on safety data sheets when the mandatory particulars for 
safety data sheets concerning dangerous preparations are confined to the registration 
numbers of hazardous ingredients and non-hazardous ingredients are excluded.

Amendment 141
Article 34, paragraph 2

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

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

Justification

Instead of specifying individual uses, categories of use and exposure categories should be 
deemed to suffice, thus ensuring that users will not have to reveal any business or trade 
secrets to their upstream suppliers.

Amendment 142
Article 34, paragraph 3

3. For registered substances, the 
manufacturer or importer shall comply with 
the obligation laid down in Article 13 before 

3. For registered substances, the 
manufacturer or importer shall comply with 
the obligation laid down in Article 13 before 
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he next supplies the substance to the 
downstream user making the request, 
provided that the request was made at least 
one month before the supply, or within 1 
month after the request, whichever is the 
later. For phase-in substances, the 
manufacturer or importer shall comply with 
this request and with the obligations laid 
down in Article 13 before the relevant 
deadline in Article 21, provided that the 
downstream user makes his request at least 
12 months before the deadline in question.

he next supplies the substance to the 
downstream user making the request, 
concerning a use, categories of use, or 
exposure categories, provided that the 
request was made at least one month before 
the supply, or within 1 month after the 
request, whichever is the later. For phase-in 
substances, the manufacturer or importer 
shall comply with this request and with the 
obligations laid down in Article 13 before 
the relevant deadline in Article 21, provided 
that the downstream user makes his request 
at least 12 months before the deadline in 
question.

Amendment 143
Article 34, paragraph 4

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

4. A downstream user of a substance on its 
own or in a preparation shall prepare a 
chemical safety report in accordance with 
Annex XI for any use, category of use, or 
exposure category outside the conditions 
described in an exposure scenario, or in the 
specified categories of use and exposure 
categories, communicated to him in a safety 
data sheet. This shall apply only to 
substances used in quantities not less than 
1 tonne per year.

Justification

Downstream users, especially SMEs, should not have to produce a chemical safety report 
whenever they have put a substance to an individual use not in accordance with the supplier’s 
indications. Instead, that requirement should apply only when they depart from categories of 
use or exposure categories. The quantity threshold is necessary because downstream users, 
unlike suppliers or importers, would otherwise have to draw up chemical safety reports even 
when the quantities involved were minute.

Amendment 144
Article 35, paragraph 1

1. Before commencing a particular use of a 
substance that has been registered by an 
actor up the supply chain in accordance with 

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

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

Amendment 145
Article 35, paragraph 2, point (e)

(e) a brief general description of the use(s); (e) a brief general description of the use(s), 
categories of use, and exposure categories;

Amendment 146
Article 35, paragraph 2, point (f)

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

Deleted

Justification

The proposal for additional testing on vertebrate animals can be removed because the 
experiments in question are already covered by the information to be provided under 
Article 35(2)(e), concerning exposure categories not yet taken into account by 
suppliers/importers, in conjunction with the new Annex IXa.

Amendment 147
Article 38, paragraph 1

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

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

To guarantee  uniformity, legal certainty, and efficiency, the Agency must be responsible for 
all matters related to assessment and have sole power to decide on each individual point.

Amendment 148
Article 38, paragraph 2

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

Deleted

Amendment 149
Article 39, paragraph 1

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

Deleted

Justification

Testing proposals will not need to be submitted, because all information relevant to safe use 
will have already been provided at the time of registration. The competent authority/Agency 
will consequently not be called upon to examine such proposals.

Amendment 150
Article 39, paragraph 2, points (a), (b) and (c)

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

Deleted

(a) a decision requiring the registrant(s) or 
downstream user(s) concerned to carry out 
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the proposed test and setting a deadline for 
submission of the summary of the test 
result, or the robust study summary if 
required by Annex I;
(b) a decision in accordance with point (a), 
but modifying the conditions under which 
the test is to be carried out;
(c) a decision rejecting the testing proposal.

Amendment 151
Article 39, paragraph 3

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

Deleted

Amendment 152
Article 40, paragraph 1

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

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

Amendment 153
Article 40, paragraph 1, point (a)

(a) that the information in the technical 
dossier(s) submitted pursuant to Article 9
complies with the requirements of Articles 
9, 11 and 12 and with Annexes IV to VIII;

(a) that the information in the technical 
dossier(s) submitted pursuant to Articles 9, 
12, and 13 complies with the requirements 
of those Articles and with the related 
Annexes;

Amendment 154
Article 40, paragraph 1, point (b)

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

Deleted



PE 357.851v01-00 72/116 PA\566105EN.doc

EN

Annex IX.

Justification

The Agency should be allowed to examine all documents submitted (including chemical safety 
reports and safety data sheets).

Amendment 155
Article 40, paragraph 2

2. On the basis of an examination made 
pursuant to paragraph 1, the competent 
authority may prepare a draft decision 
requiring the registrant(s) to submit any 
information needed to bring the 
registration(s) into compliance with the 
relevant information requirements and that 
decision shall be taken in accordance with 
the procedure laid down in Articles 48 and 
49.

2. On the basis of an examination made 
pursuant to paragraph 1, the Agency may 
prepare a draft decision requiring the 
registrant(s) to submit any information 
needed to bring the registration(s) into 
compliance with the relevant information 
requirements and that decision shall be taken 
in accordance with the procedure laid down 
in Articles 48 and 49.

Amendment 156
Article 41, paragraph 1

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

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

Amendment 157
Article 41, paragraph 2

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

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

Justification

Information obtained from evaluations might be of use for registration procedures or 
restrictions processes.

Amendment 158
Article 42, paragraph 1

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

Deleted

Justification

Testing proposals will not need to be submitted, because all information relevant to safe use 
will have already been provided at the time of registration. The competent authority/Agency 
will consequently not be called upon to examine such proposals.

Furthermore, it is not acceptable for decisions of the authorities to be taken as late as five 
years after testing proposals have been submitted.

Amendment 159
Article 42, paragraph 1

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

Deleted

Amendment 160
Article 42, paragraph 3, points (a), (b) and (c)

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

Deleted

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

Amendment 161
Article 42, paragraph 4

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

Deleted

Amendment 162
Article 43, paragraph 1

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

Deleted

Justification

Testing proposals will not need to be submitted, because all information relevant to safe use 
will have already been provided at the time of registration.

Amendment 163
Article 43, paragraph 2

2. The competent authority shall prepare a 2. The Agency shall prepare a draft decision 
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draft decision in accordance with 
Article 40(2) within 12 months of the start of 
the evaluation of the substance.

in accordance with Article 40(2) within 12 
months of the start of the evaluation of the 
substance.

Amendment 164
Article 43, paragraph 3

3. When the competent authority of a 
Member State finishes its evaluation 
activities under Article 40 in respect of a 
phase-in substance, it shall notify the 
Agency accordingly.
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Amendment 165
Article 43 a, paragraph 1

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

In order to provide a consistent and 
transparent approach, the Agency shall 
develop risk-based criteria for decisions on 
the selection of substances for substance
evaluation. The criteria for evaluation shall 
include consideration of hazard data, 
exposure data, and recommended risk 
management measures. They shall list the 
circumstances under which information 
supplied pursuant to Title II and dossier 
evaluation within the meaning of Title VI 
are insufficient for risk assessment and risk 
management regarding a substance and its 
identified use(s).

Justification

The Agency must have criteria in order to justify any decisions on further evaluation, and 
such justifications must be based on transparent considerations, including, for example:

information requirements beyond those laid down in Articles 9, 12, and 13;

summaries of dossier evaluation findings obtained in several registration procedures for the 
same substance or similar substances;

necessary harmonisation of dossier evaluation findings obtained in several registration 
procedures for the same substance or similar substances.
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Amendment 166
Article 43 a bis, paragraph 1

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

1. Where the Agency considers substance
evaluation to be necessary, it shall take a 
decision in accordance with Articles 43a, 
48, and 49.

If it decides to carry out an evaluation, it 
shall include the substance concerned in a 
rolling plan for the purposes of Articles 44 
to 46. Priority shall be assigned to the plan 
in the light of the risk posed.

Justification

Substance evaluation cannot be set in motion unless the criteria set out in Article 43 are met.

Amendment 167
Article 43 a bis, paragraph 1, points (a) and (b)

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

Deleted

(b) aggregated tonnage from the 
registrations submitted by several 
registrants.
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Amendment 168
Article 43 a bis, paragraph 2

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

2. Not later than 28 February every year 
the Agency shall submit a rolling plan to 
the Member State Committee for approval. 
The plan shall be valid for a period of three 
years; it shall be updated annually and 
specify the substances which the Agency 
intends to evaluate in each year.

The Agency shall inform the registrant(s) 
thereof and publish the rolling plan on its 
website.

Justification

The Agency will not undertake any further evaluation unless a substance and its uses satisfy 
the evaluation criteria set out in Article 43a.

Amendment 169
Article 43 a bis, paragraph 3

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

Deleted

Justification

The procedure is superfluous because the Agency itself will draw up the rolling plan.

Amendment 170
Article 43 a bis, paragraph 4

4. In cases where two or more Member 
States have included the same substance in 

Deleted
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their draft rolling plans or, after 
submission of the rolling plans, have 
expressed an interest in evaluating the 
same substance, the competent authority 
for the purposes of Articles 44, 45 and 46 
shall be determined in accordance with the 
procedure laid down in the second, third 
and fourth subparagraphs.
The Agency shall refer the matter to the 
Member State Committee provided for in 
Article 72(1)(e), hereinafter “the Member 
State Committee”, in order to agree which 
authority shall be the competent authority, 
taking into account the principle that the 
allocation of substances among Member 
States shall reflect their proportion of the 
total Community gross domestic product. 
Wherever possible, priority shall be given to 
Member States that have already performed 
dossier evaluations of the substance in 
question under Articles 39 to 43;
If, within 60 days of the referral, the 
Member State Committee reaches 
unanimous agreement, the Member States 
concerned shall adopt their definitive 
rolling plans accordingly. The competent 
authority shall be the competent authority 
of the Member State that has included the 
substance in its definitive rolling plan.
If the Member State Committee fails to 
reach a unanimous agreement, the Agency 
shall submit the conflicting opinions to the 
Commission, which shall decide which 
authority shall be the competent authority, 
in accordance with the procedure referred 
to in Article 130(3), and the Member States 
shall adopt their definitive rolling plans 
accordingly.

Amendment 171
Article 43 a bis, paragraph 5

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

Deleted
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website.

Amendment 172
Article 43 a bis, paragraph 6

6. The competent authority identified in 
accordance with paragraphs 1 to 4 shall 
evaluate all substances on its rolling plan 
in accordance with this Chapter.
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Amendment 173
Article 44, paragraph 1

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

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

Justification

In justified individual cases the Agency may decide to impose wider ranging information 
requirements.

Amendment 174
Article 44, paragraph 4

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

4. When the Agency finishes its evaluation 
activities under paragraphs 1, 2 and 3, it 
shall notify the registrant(s) accordingly 
within 12 months of the start of the 
evaluation of the substance. If this deadline 
is exceeded, the evaluation shall be deemed 
to be finished.
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Amendment 175
Article 45, paragraph 1

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

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

Amendment 176
Article 45, paragraph 2

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

Deleted

Justification

Follows from previous amendments, since responsibility now lies with the Agency as opposed 
to any national authority.

Amendment 177
Article 46, paragraph 1

1. The competent authority shall examine 
any information submitted in consequence 
of a decision taken under Article 44, and 
shall draft any appropriate decisions in 
accordance with Article 44, if necessary.

1. The Agency shall examine any 
information submitted in consequence of a 
decision taken under Article 44, and shall 
draft any appropriate decisions in 
accordance with Article 44, if necessary.

Amendment 178
Article 46, paragraph 1

2. Once the substance evaluation has been 
completed, the competent authority shall 
use the information obtained from this 
evaluation for the purposes of Articles 

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

information obtained for the purposes of 
Articles 56(3) and 66(2).

Justification

Information obtained from evaluations might be of use for registration procedures or 
restrictions processes.

Amendment 179
Article 47

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

The Agency and the competent authority of 
the Member State in whose territory the site 
in question is located may require 
information held in readiness on company 
premises in accordance with Article 16 to 
be submitted concerning intermediates. The 
Agency may evaluate that information in 
accordance with Article 40.

Justification

The Agency and the proper authorities in the Member States should likewise be allowed to 
deal with intermediates.

Amendment 180
Article 47, points (a) and (b)

(a) require the registrant to submit further 
information directly related to the risk 
identified. This request shall be 
accompanied by a written justification;
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(b) examine any information submitted 
and, if necessary, take any appropriate risk 
reduction measures to address the risks 
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identified in relation to the site in question.

Amendment 181
Article 47, second subparagraph

The procedure provided for in the first 
paragraph may be undertaken only by the 
competent authority referred to therein.
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Amendment 182
Article 48, paragraph 1

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

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

Amendment 183
Article 48, paragraph 2

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

2. If a registrant has ceased the manufacture 
or import of the substance, he shall inform 
the Agency of this fact with the consequence 
that the rights deriving from the registration 
shall remain in abeyance and, while that is 
the case, no further information may be 
requested with respect to that substance. If 
the registrant ceases to manufacture or 
import the substance for good, his 
registration shall cease to be valid after one 
year, unless he transfers the rights under it 
to a third party before that period has 
expired.

Justification

It often happens that manufacturing or importation ceases only temporarily. The only cases in 
which a registration should lose its validity automatically are those in which manufacturing 



PA\566105EN.doc 83/116 PE 357.851v01-00

EN

or importation has ceased for good. The first sentence stipulates that the rights and duties 
deriving from a registration will fall into abeyance immediately after the registrant has 
informed the Agency that he has ceased his operations; under the second sentence the 
registration will remain valid for a transitional period of one year so as to enable the 
registration to assign his legal status to a third party (cf. Article 6b(1)). 

Amendment 184
Article 48, paragraph 3

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

3. Paragraph 1 shall also apply if the 
registrant ceases to manufacture or import 
the substance after he has received the 
draft decision.

Justification

The arrangement proposed should also apply in cases where a registrant no longer wishes to 
manufacture or import the substance after he has received the draft decision.

Amendment 185
Article 48, paragraph 4, point (a)

(a) where the competent authority prepares 
a dossier in accordance with Annex XIV 
concluding that there is a potential long-term 
risk to man or the environment justifying the 
need for further information;

(a) where the Agency prepares a dossier in 
accordance with Annex XIV concluding that 
there is a potential long-term risk to man or 
the environment justifying the need for 
further information;

Amendment 186
Article 49, paragraph 1

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

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

Justification

Consistent with Article 43a bis (1).

Amendment 187
Article 49, paragraph 2

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

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

Justification

Follows from previous amendments, since responsibility lies with the Agency as opposed to 
any national authority.

Amendment 188
Article 49, paragraph 4

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

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

Justification

Follows from previous amendments, since responsibility lies with the Agency as opposed to 
any national authority.
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Amendment 189
Article 49, paragraph 5

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

Deleted

Amendment 190
Article 49, paragraph 6

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

Deleted

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

Amendment 191
Article 49, paragraph 7

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

Deleted

Amendment 192
Article 49, paragraph 8

8. An appeal may be brought, in accordance 
with Articles 87, 88 and 89, against Agency 
decisions under paragraphs 3 and 6.

8. An appeal may be brought, in accordance 
with Articles 87, 88 and 89, against Agency 
decisions.
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Justification

An appeal in accordance with Articles 87 to 89 must be allowable against any Agency 
decisions.

Amendment 193
Article 50, paragraph 1

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

Deleted

Justification

The arrangement is laid down in the new Article 25(4), and Article 50 is thus superfluous.

Amendment 194
Article 51, Title

Obligations for Member States to report to 
the Agency

Reporting obligations

Justification

The arrangement is laid down in the new Article 25(4), and Article 50 is thus superfluous.

Amendment 195
Article 51

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

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

Justification

Follows from previous amendments, since responsibility lies with the Agency as opposed to 
any national authority.
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Amendment 196
Article 53, paragraph 1, point (a)

(a) the use(s) of that substance on its own, in 
a preparation or the incorporation of the 
substance into an article for which the 
substance is placed on the market or for 
which he uses the substance himself has 
been authorised in accordance with Articles 
57 to 61; or

(a) the use(s) of, or the categories of use 
and exposure categories applicable to, that 
substance on its own, in a preparation or the 
incorporation of the substance into an article 
for which the substance is placed on the 
market or for which he uses the substance 
himself has been authorised in accordance 
with Articles 57 to 61; or

Amendment 197
Article 53, paragraph 1, point (a)

(b) the use(s) of that substance on its own, in 
a preparation or the incorporation of the 
substance into an article for which the 
substance is placed on the market or for 
which he uses the substance himself has 
been exempted from the authorisation 
requirement in Annex XIII itself in 
accordance with Article 55(2); or

(b) the use(s) of, or the categories of use 
and exposure categories applicable to, that 
substance on its own, in a preparation or the 
incorporation of the substance into an article 
for which the substance is placed on the 
market or for which he uses the substance 
himself has been exempted from the 
authorisation requirement in Annex XIII 
itself in accordance with Article 55(2); or

Amendment 198
Article 53, paragraph 1, point (e)

(e) if the substance is to be placed on the 
market, the immediate downstream user has 
been granted authorisation for the use in 
question.

(e) if the substance is to be placed on the 
market, the immediate downstream user has 
been granted authorisation for the use or 
category or use and exposure category in 
question.

Amendment 199
Article 53, paragraph 4

4. Paragraphs 1 and 2 shall not apply to the 
use of substances in scientific research and 
development or in product and process 
orientated research and development in 

4. Paragraphs 1 and 2 shall not apply to the 
use of substances in scientific research and 
development or in product- and process-
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quantities not exceeding 1 tonne per year. orientated research and development.

Justification

The quantities of substances used for scientific or product- and process-orientated research 
and development should not be limited to 1 tonne. This would inhibit innovation.

Amendment 200
Article 53, paragraph 5, points (a), (b), (c), (d), (e) and (f)

(a) uses in plant protection products within 
the scope of Directive 91/414/EEC;
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(b) uses in biocidal products within the 
scope of Directive 98/8/EC;
(c) uses as medicinal products for human 
or veterinary use within the scope of 
Regulation (EEC) No 2309/93 and 
Directives 2001/82/EC and 2001/83/EC;
(d) uses as food additives within the scope 
of Directive 89/107/EEC;
(e) uses as additives in animal feeding stuffs
within the scope of Directive 70/524/EEC;
(f) uses as flavourings in foodstuffs within 
the scope of Decision 1999/217/EC;

Justification

See Article 2. The above substances should not be covered by REACH.

Amendment 201
Article 53, paragraph 5, point (i a)  (new)

(ia) substances that do not have to be 
registered.

Justification

The authorisation procedure should apply to registered substances only. Substances excluded 
from registration should therefore also be exempted from the authorisation requirement.
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Amendment 202
Article 53, paragraph 7 a (new)

7a. Paragraph 1 shall not apply to the use 
of substances on their own, in preparations, 
or in articles covered by the conditions or 
restrictions set out in Annex XVI or XVII.

Justification

The proposed additional eighth paragraph of Article 53 makes it clear that decisions already 
taken by the Council and Parliament under Directive 76/769/EEC, or those to be taken in the 
future by the Commission under the procedure laid down in Article 130 of the Treaty 
(comitology), should not be discussed again. Whether and how far substances already subject 
to legal regulation should be removed from the scope of those provisions should not be left to 
the judgement of the Commission.

Amendment 203
Article 55, paragraph 1

1. Whenever a decision is taken to include in 
Annex XIII substances referred to in Article 
54, such a decision shall be taken in 
accordance with the procedure referred to in 
Article 130(3). It shall specify for each 
substance:

1. Whenever a decision is taken to include in 
Annex XIII substances referred to in Article 
54, which were previously registered in 
accordance with Title II, such a decision 
shall be taken in accordance with the 
procedure referred to in Article 130(3). It 
shall specify for each substance:

Justification

Only registered substances can undergo an authorisation procedure. Unregistered substances 
in any case may not be produced or imported. This addition aids clarity.

Amendment 204
Article 55, paragraph 1, point (e)

(e) uses or categories of uses exempted from 
the authorisation requirement, if any, and 
conditions for such exemptions, if any.

(e) uses or categories of uses or exposure
categories exempted from the authorisation 
requirement, if any, and conditions for such 
exemptions, if any.
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Amendment 205
Article 55, paragraph 2, introductory part

2. Uses or categories of uses may be 
exempted from the authorisation 
requirement. In the establishment of such 
exemptions, account shall be taken, in 
particular, of the following:

2. Uses or categories of uses or exposure
categories may be exempted from the 
authorisation requirement. In the 
establishment of such exemptions, account 
shall be taken, in particular, of the 
following:

Amendment 206
Article 55, paragraph 4, point (b)

(b) uses which should be exempt from the 
authorisation requirement.

(b) uses or categories of use or exposure
categories which should be exempt from the 
authorisation requirement.

Amendment 207
Article 57, paragraph 7, point (c)

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

(c) the use(s) or categories of use or 
exposure categories for which the 
authorisation is granted;

Amendment 208
Article 59, paragraph 3

3. Applications may be made for one or 
several substances, and for one or several 
uses. Applications may be made for the 
applicant’s own use(s) and/or for uses for 
which he intends to place the substance on 
the market.

3. Applications may be made for one or 
several substances, and for one or several 
uses or categories of use or exposure
categories. Applications may be made for 
the applicant’s own use(s) or categories of 
use or exposure categories and/or for uses 
or categories of use or exposure categories  
for which he intends to place the substance 
on the market.

Amendment 209
Article 59, paragraph 4, point (c)

(c) a request for authorisation, specifying for 
which use(s) the authorisation is sought and 

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

exposure categories the authorisation is 
sought and covering the use of the substance 
in preparations and/or the incorporation of 
the substance in articles, where this is 
relevant;

Amendment 210
Article 60, paragraph 1

1. If an application has been made for a use 
of a substance, a subsequent applicant may 
refer, by means of a letter of access granted 
by the previous applicant, to the parts of the 
previous application submitted in 
accordance with Article 59(4)(d) and (5).

1. If an application has been made for a use 
or category of use or exposure category of a 
substance, a subsequent applicant may refer, 
by means of a letter of access granted by the 
previous applicant, to the parts of the 
previous application submitted in 
accordance with Article 59(4)(d) and (5).

Amendment 211
Article 60, paragraph 1

2. If an authorisation has been granted for a 
use of a substance, a subsequent applicant 
may refer, by means of a letter of access 
granted by the holder of the authorisation, to 
the parts of the holder’s application 
submitted in accordance with Article 
59(4)(d) and (5).

1. If an authorisation has been granted for a 
use or category of use or exposure category 
of a substance, a subsequent applicant may 
refer, by means of a letter of access granted 
by the holder of the authorisation, to the 
parts of the holder’s application submitted in 
accordance with Article 59(4)(d) and (5).

Amendment 212
Article 61, paragraph 4, points (a) and (b)

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

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

(b) Socio-economic Analysis Committee: an 
assessment of the socio-economic factors 
associated with the use(s) of the substance as 
described in the application, when an 
application is made in accordance with 
Article 59(5).

(b) Socio-economic Analysis Committee: 
an assessment of the socio-economic factors 
associated with the use(s) or categories of 
use or exposure categories of the substance 
as described in the application, when an 
application is made in accordance with 
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Article 59(5).

Amendment 213
Article 62

Holders of an authorisation shall include the 
authorisation number on the label before 
they place the substance on the market for an 
authorised use.

Holders of an authorisation shall include the 
authorisation number on the label before 
they place the substance on the market for an 
authorised use or categories of use or 
exposure categories.

Amendment 214
Article 69, paragraph 2

2. The Agency shall publish the opinions of 
the two Committees on its website without 
delay.

2. The Agency shall publish the opinions of 
the two Committees on its website without 
delay, while maintaining the confidentiality 
required under Article 116.

Justification

Article 116 also applies here.

Amendment 215
Article 72, paragraph 1, point (e)

(e) a Member State Committee, which shall 
be responsible for resolving divergences of 
opinions on draft decisions proposed by 
Member States under Title VI and preparing 
the opinion of the Agency on proposals for 
classification and labelling under Title X 
and proposals for identification of 
substances of very high concern to be 
subjected to the authorisation procedure 
under Title VII;

(e) a Member State Committee, which shall 
be responsible for resolving divergences of 
opinions on draft decisions proposed by the 
Agency under Title VI and preparing the 
opinion of the Agency on proposals for 
identification of substances of very high 
concern to be subjected to the authorisation 
procedure under Title VII;

Justification

In line with amendments under Title VI.
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Amendment 216
Article 73, paragraph 1

1. The Agency shall provide the Member 
States and the institutions of the Community 
with the best possible scientific and 
technical advice on questions relating to 
chemicals which fall within its remit and 
which are referred to it in accordance with 
the provisions of the present Regulation.

1. The Agency shall provide the Member 
States and the institutions of the Community 
with the best possible scientific and 
technical advice on questions relating to 
chemicals which fall within its remit and 
which are referred to it in accordance with 
the provisions of the present Regulation. In 
the cases covered by the Regulation, the 
Agency shall take legally binding decisions.

Justification

This addition serves to clarify the Agency’s role as a decision-taking body, as described in the 
Commission Communication ‘The operating framework for the European Regulatory 
Agencies’ (COM(2002)0718 final).

Amendment 217
Article 85, paragraph 1

1. The Board of Appeal shall consist of a 
Chairman and two other members.

1. The Board of Appeal shall consist of a 
Chairman who is qualified to hold the office 
of judge in a Member State and two other 
members.

Justification

In view of the scope of the Board of Appeal’s tasks, its Chairman must be a judge.  

Amendment 218
Article 87, paragraph 1

1. An appeal may be brought against 
decisions of the Agency taken pursuant to 
Article 7, Article 18, the third 
subparagraph of Article 25(4), the first 
subparagraph of Article 28(2), Article 49, 
Article 115(4) or Article 116.

1. An appeal may be brought against 
decisions of the Agency.

Justification

There must be a basic principle that the right of appeal applies to every decision taken by the 
Agency.
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Amendment 219
Article 95, paragraph 1 a (new)

1a. This shall not apply to produced or 
imported amounts of less than 100 tonnes 
per year.

Justification

The fees are disproportionate for volumes below this amount.

Amendment 220
Article 109

This Title shall apply to: Deleted
(a) substances subject to registration by a 
manufacturer or importer;
(b) substances within the scope of Article 1 
of Directive 67/548/EEC, which meet the 
criteria for classification as dangerous in 
accordance with that Directive, and which 
are placed on the market either on their 
own, or in a preparation above the 
concentration limits specified in Directive 
1999/45/EC which results in the 
classification of the preparation as 
dangerous.

Justification

It is unnecessary to draw up a separate classification and labelling inventory, since 
classification and labelling will be part of the registration or core information process. This 
information will be contained in a database which the Agency will establish and maintain, 
under Article 73. An additional obligation to provide data for this inventory will place an 
unnecessary burden on producers and importers, without any gain of additional information.

Amendment 221
Article 110, paragraph 1

1. Any importer or manufacturer, or group 
of importers or manufacturers, who place 
on the market a substance within the scope 
of Article 109, shall notify to the Agency 
the following information in order for it to 

Deleted
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be included in the inventory in accordance 
with Article 111, unless submitted as part of 
the registration:
(a) the identity of the manufacturer or 
importer responsible for placing the 
substance(s) on the market;
(b) the identity of the substance(s) as 
specified in part 2 of Annex IV;
(c) the hazard classification of the 
substance(s), resulting from the application 
of Articles 4 and 6 of Directive 
67/548/EEC;
(d) the resulting hazard label for the 
substance(s), resulting from application of 
Articles 23, 24 and 25 of Directive 
67/548/EEC;
(e) specific concentration limits, where 
applicable, resulting from the application 
of Article 4(4) of Directive 67/548/EEC and 
Articles 4 to 7 of Directive 1999/45/EC.

Amendment 222
Article 110, paragraph 2

2. In submitting this information, the 
manufacturer or importer shall use the 
format specified pursuant to Article 108.

Deleted

Amendment 223
Article 110, paragraph 3

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

Deleted
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Amendment 224
Article 110, paragraph 4

4. The information listed in paragraph 1 
shall be updated by the notifier(s) 
whenever:

Deleted

(a) any new scientific or technical 
information is generated which results in a 
change to the classification and labelling of 
the substance;
(b) notifiers and registrants of differing 
entries for a single substance come to an 
agreed entry in accordance with paragraph 
3.

Amendment 225
Article 111, paragraph 1

1. A classification and labelling inventory, 
listing the information referred to in Article 
110(1), both for information notified under 
Article 110(1) as well as for information 
submitted as part of a registration, shall be 
established and maintained by the Agency 
in the form of a database. The non-
confidential information in this database 
identified in Article 116(1) shall be publicly 
accessible. The Agency shall grant access 
to the other data on each substance in the 
inventory to the notifiers and registrants 
who have submitted information on that 
substance.

Deleted

The Agency shall update the inventory 
when it receives updated information in 
accordance with Article 110(4).

Amendment 226
Article 111, paragraph 2

2. In addition to the information referred to 
in paragraph 1, the Agency shall record the 
following information, where appropriate, 
against each entry:

Deleted
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(a) whether, in respect of the entry, there is 
a harmonised classification and labelling at 
Community level by inclusion in Annex I of 
Directive 67/548/EEC;
(b) whether it is an agreed entry of two or 
more notifiers or registrants;
(c) the relevant registration number(s), if 
available.

Amendment 227
Article 112, paragraph 1

1. Harmonised classification and labelling 
at Community level shall, from the entry 
into force of this Regulation, only be added 
to Annex I of Directive 67/548/EEC for 
classification of a substance as 
carcinogenic, mutagenic or toxic for 
reproduction categories 1, 2 or 3, or as a 
respiratory sensitiser. To this end, Member 
State competent authorities may submit 
proposals to the Agency for harmonised 
classification and labelling in accordance 
with Annex XIV.

Deleted

Amendment 228
Article 112, paragraph 2

2. The Member State Committee shall 
formulate an opinion on the proposal, 
giving parties concerned the opportunity to 
comment. The Agency shall forward this 
opinion and any comments to the 
Commission, which shall take a decision in 
accordance with Article 4(3) of Directive 
67/548/EEC.

Deleted

Amendment 229
Article 113

The obligations set out in Article 110 shall 
apply from the deadline established under 

Deleted
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Article 21(1).

Amendment 230
Article 114, paragraph 1

1. Every ten years, Member States shall 
submit to the Commission a report on the 
operation of this Regulation in their 
respective territories, including sections on 
evaluation and enforcement in the format 
specified by Article 108. 

1. Every two years, Member States shall 
submit to the Commission a report on the 
operation of this Regulation in their 
respective territories, including sections on 
evaluation and enforcement in the format 
specified by Article 108. Reports should 
include information on monitoring and 
control measures applied, any 
infringements identified and penalties 
imposed, and any problems with 
implementing the Regulation.

However, the first report shall be submitted 
five years after the entry into force of this 
Regulation.

However, the first report shall be submitted 
one year after the entry into force of this 
Regulation.

Justification

If the Regulation is to be implemented uniformly, the Member States must report at much 
shorter intervals. This is the only way that deficiencies can be corrected at an early stage. 
There should also be minimum requirements for the content of reports, to ensure their quality.

Amendment 231
Article 114, paragraph 2

2. Every ten years, the Agency shall submit 
to the Commission a report on the operation 
of this Regulation.

2. Every two years, the Agency shall submit 
to the Commission a report on the operation 
of this Regulation.

However, the first report shall be submitted 
five years after the date of the notification 
required under Article 131(2).

However, the first report shall be submitted 
two years after the date of the notification 
required under Article 131(2).

Justification

If the Regulation is to be implemented uniformly, the Agency also must report at much shorter 
intervals. This is the only way that deficiencies can be corrected at an early stage.
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Amendment 232
Article 114, paragraph 3

3. Every ten years, the Commission shall 
publish a general report on the experience 
acquired with the operation of this 
Regulation, including the information 
referred to in paragraphs 1 and 2.

3. Every two years, the Commission shall 
publish a general report on the experience 
acquired with the operation of this 
Regulation, including the information 
referred to in paragraphs 1 and 2.

However, the first report shall be published 
six years after the date of the notification 
required under Article 131(2).

However, the first report shall be published 
six years after the date of the notification 
required under Article 131(2).

Justification

Since the Regulation is intended to establish uniformity, ten-yearly reporting periods are too 
long. CEFIC considers that a system of annual reporting should be introduced.

Amendment 233
Article 116, paragraph 1

1. The following information shall not be 
considered as confidential:

1. The following information shall not be 
considered as confidential, unless there are 
reasons for doing so in the specific case of 
the manufacturer or importer:

Justification

It must be permissible in individual cases to make exceptions to the rule that certain 
information is not confidential.  In these exceptional cases, the manufacturer or importer 
must have the option of giving reasons to justify confidential treatment even for the 
information listed at Article 116(1).

Amendment 234
Article 116, paragraph 1, point (a)

(a) the trade name(s) of the substance; Deleted

Justification

The trade name of a substance could constitute sensitive information where other market 
players were concerned, since it might enable market dealings between manufacturers and
customers to be deduced. This information should be classed as confidential under paragraph 
2.
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Amendment 235
Article 116, paragraph 1, point (b)

(b) the name in the IUPAC Nomenclature, 
for dangerous substances within the meaning 
of Directive 67/548/EEC;

(b) the name in the IUPAC Nomenclature, 
for dangerous substances within the meaning 
of Directive 67/548/EEC, unless different 
provisions under Annex Ia of this 
Regulation or Article 15 of Directive 
1999/45/EC are applicable;

Justification

Consistency with the requirements of the safety data sheet and existing rules on classification 
and labelling.

Amendment 236
Article 116, paragraph 1, point (c)

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

(c) if applicable, the name of the substance 
as given in Einecs, if it is a dangerous 
substance within the meaning of Directive 
67/548/EEC, unless different provisions 
under Annex Ia of this Regulation or 
Article 15 of Directive 1999/45/EC are 
applicable;

Amendment 237
Article 116, paragraph 1, point (f)

(f) any derived no-effect level (Dnel) or 
predicted no-effect concentration (Pnec) 
established in accordance with Annex I;

Deleted

Justification

The existing law does not provide for disclosure of Dnel values. Deriving these values is 
expensive and the information should not be made accessible to competitors without due 
consideration (Art. 115).

Amendment 238
Article 116, paragraph 1, point (i)

(i) the information contained in the safety 
data sheet, except for the name of the 

Deleted
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company/undertaking or where the 
information is considered confidential by 
application of paragraph 2;

Justification

The safety data sheet often contains information intended only for the direct customer, such 
as detailed indications regarding use. These indications must absolutely be treated as 
confidential under Article 116(2).

Amendment 239
Article 116, paragraph 2, point (-a) (new)

(-a) the name and address of the registrant 
and any other declarant;

Justification

Manufacturers, importers, and downstream users will almost invariably make a declaration 
under Article 115(2). The amendment proposed would avoid that expenditure of effort.

Amendment 240
Article 116, paragraph 2, point (d)

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

(d) links between a manufacturer or importer 
and his downstream users, both upwards 
and downwards along the information 
chain and between all the actors in the 
chain.

Justification

The proposal is not quite clear with regard to the duty of confidentiality between all actors in 
the information chain.

Amendment 241
Article 120

The competent authorities of the Member 
States shall inform the general public about 
the risks arising from substances where this 
is considered necessary for the protection of 
human health or the environment.

In accordance with the guidelines to be 
drawn up by the Agency, the competent 
authorities of the Member States shall 
inform the general public about the risks 
arising from substances where this is 
considered necessary for the protection of 
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human health or the environment.

Justification

Guidelines should be drawn up to ensure uniformity in the way the Member States’ national 
authorities inform the public.

Amendment 242
Article 134, paragraph 1

Directives 76/769/EEC, 91/157/EEC, 
93/67/EEC, 93/105/EEC and 2000/21/EC, 
and Regulations (EEC) No 793/93 and (EC) 
No 1488/94 are repealed.

Directives 76/769/EEC, 91/155/EEC,
91/157/EEC, 93/67/EEC, 93/105/EEC and 
2000/21/EC, 2002/95/EC and 2004/37/EC
and Regulations (EEC) No 793/93 and (EC) 
No 1488/94 are repealed.

Justification

Duplication of rules should be avoided. The amendments to the previous articles make it 
possible to dispense with the above directives and regulations.

Amendment 243
Article 135 a (new), Title

Amendment of Directive 1998/24/EC

Amendment 244
Article 135 a (new), paragraph 1

The following words are added to Article 
1(2) of Directive 98/24/EC: 
‘Requirements under this directive shall 
not apply in the event of obligations under 
Regulation (EC) No xxx (REACH 
Regulation).’ 

Justification

To clarify the fact that REACH takes priority and avoid duplication.
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Amendment 245
Article 135 b (new), Title

Amendment of Directive 2004/37/EC

Amendment 246
Article 135 b (new), paragraph 1

An additional paragraph 5 is added to 
Article 1 of Directive 2004/37/EC, as 
follows: 
‘Requirements under this directive shall 
not apply in the event of obligations under 
Regulation (EC) No xxx (REACH 
Regulation).’

Justification

To clarify the fact that REACH takes priority and avoid duplication.

Amendment 247
Article 135 c (new), Title

Amendment of Directive 89/106/EEC

Amendment 248
Article 135 c (new), paragraph 1

The following words are added to Article 
1(1) of Directive 89/106/EEC: 
‘Building products shall not be covered by 
the requirements of this directive relating to 
hygiene, health and environmental 
protection if Regulation (EC) No xxx 
(REACH Regulation) imposes obligations 
with regard to these matters.’.’

Justification

To clarify the fact that REACH takes priority and avoid duplication.
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Amendment 249
Article 135 d (new), Title

Amendment of Directive 2000/53/EC

Amendment 250
Article 135 d (new), paragraph 1

Article 4(2) and Annex II of Directive 
2000/53/EC are deleted.

Justification

Annex XVI of the REACH Regulation lays down uniform rules on restrictions. Different 
restrictions in different texts should be avoided.

Amendment 251
Annex I b a (new)

CATEGORIES OF USE
The following categories of use must be 
declared, in accordance with Article 9, 
paragraph 1(a), broken down into 
industrial use, professional use and use by 
consumers, :
- industrial use:
workers with a high standard of 
competence, qualifications and skills
high standard of supervision and control
high standard for technical measures
- commercial use:
workers with various/different 
competences, qualifications and skills
lower or varying standard of supervision 
and control
lower standard for technical measures
- consumer use:
no expertise/ fewer skills for implementing 
measures
no technical measures (except for certain 
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products)
no individual protection (except for gloves 
or protective glasses in certain cases), 
sensitive group

Justification

This concept brings together typical exposure situations that require the same protective 
measures. These are the main ways substances are absorbed by humans (orally, by inhalation 
or through the skin), the ways they enter the environment (air, water, soil) and the length of 
each exposure (single or short-term, occasional, repeated or long-term). Within these 
exposure categories, basic areas of use (industrial, commercial or private) and tolerable 
exposure quantities or rates are defined and grouped together.

Amendment 252
Annex I b b (new)

CRITERIA TO DETERMINE THE 
SUBSTANCES IN THE SECOND 
PROCESSING LIST UNDER ARTICLE 
22 (f)
The following shall be included in the 
second processing list:
- substances that fulfil the criteria for PBT 
substances under Annex XII
- substances for which the declared data on 
characteristics, use and exposure under 
Article 22 a - c indicate high toxicity and 
high exposure.
(A) Criteria for high toxicity
High toxicity is indicated when the 
following information is given:
- very poisonous
- poisonous
- caustic
- sensitising
- CPR Category 3
- aquatic toxicity less than 1 mg/l
(B) Criteria for high exposure
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- repeated, long-term exposure of people
- repeated, long-term exposure of the 
environment
This shall not apply for substances which
- break down easily in the environment
- are bound into a matrix
- are used in preparations in concentrations 
of less than 1%
- are used in products in concentrations of 
less than 0.1%
- are covered, with regard to their use, by 
other regulated areas excluded from 
REACH.

Amendment 253
Annex II, additional substances /groups 

EINECS No Name/Group CAS No
Noble gases
Substances commonly found in foodstuffs, such as 
citric acid, sugar, oils, fatty acids, etc.
Industrial gases such as hydrogen, methane, 
oxygen and biogas
Inorganic substances that are common, or the 
risks of which are well known, e.g. sodium 
chloride, soda, potash, calcium oxide, gold, silver, 
aluminium, magnesium, silicates, glass, frit

265-995-8 cellulose 65996-61-4

Justification

The list of noble gases is incomplete; the same is true for the group of foodstuff ingredients 
and inorganic substances. With regard to industrial gases, a registration obligation seems 
disproportionate in the light of current knowledge. Cellulose: see Amendment to Article 3 
(14) a (new). The Commission is called upon to complete these groups of substances within a 
year and to include further specific substances in the annex.

Amendment 254
Annex III, paragraph 8

8. Minerals, ores, or substances occurring in 
nature if they are not chemically modified 

8. Minerals, ores, or substances occurring in 
nature and synthesised natural substances 
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during their manufacturing, unless they meet 
the criteria for classification as dangerous 
according to Directive 67/548;

if they are not chemically modified during 
their manufacturing, unless they meet the 
criteria for classification as dangerous 
according to Directive 67/548;

Justification

Natural and synthesised natural substances should be treated the same, as it is impossible 
chemically and physically to distinguish between them. It makes no difference – particularly 
not for protecting health or the environment, whether for example sodium chloride (cooking 
salt) comes from natural sources or has been manufactured through a chemical process.

Amendment 255
Annex IV, Guidance note

Annexes IV to IX specify the information 
that shall be submitted for registration and 
evaluation purposes according to Articles 9, 
11 and 12, 39, 40 and 44. For the lowest 
tonnage level, the standard requirements are 
in Annex V, and every time a new tonnage 
level is reached, the requirements of the 
corresponding Annex have to be added. For 
each registration the precise information 
requirements will differ, according to 
tonnage, use and exposure. The Annexes 
shall thus be considered as a whole, and in 
conjunction with the overall requirements of 
registration, evaluation and the duty of care.

Annexes IV to VI, IX specify the 
information that shall be submitted for 
registration and evaluation purposes 
according to Articles 9, 12, 40 and 44. For 
all substances over 1t/a, the standard 
requirements are in Annex V. When, on 
registering under Annex IXa, information 
is given on categories of exposure or use 
with repeated or long-term exposure of 
people and the environment, the additional 
information under VI must be given for 
each category.  In principle information is 
not required below certain cut-off criteria 
for each category of exposure or use or 
content in preparations and products (e.g. 
the labelling thresholds for substances in 
preparations). Below these cut-off criteria, 
information is only required in particular 
cases where there is a reason (e.g. 
following an evaluation).

Justification

The requirement to provide information according to threshold amounts and regardless of 
risk under Annex IV in conjunction with Annexes V-VIII will lead to many unnecessary
experiments on animals and expensive data cemeteries.  It is important to ensure that only 
data is collected that is really necessary for risk assessment.
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Amendment 256
Annex IV, Step 1

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 
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.

The registrant should gather all existing 
available test data that is relevant for the 
risk assessment 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. Therefore before 
determining the intrinsic data necessary for 
the risk assessment, the relevant 
information with regard to the uses and 
categories of use, the associated exposures 
and exposure categories and the existing 
and recommended risk management 
measures must be ascertained or 
determined. The registrant should also 
collect all other available information 
concerning the stated uses and exposures 
of the substance, at least according to the 
categories of use and exposure categories,, 
taking account of existing and 
recommended risk management measures. 
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.  
Considering all this information together, the 
registrant should be able to determine the 
need to generate further information.

Amendment 257
Annex IV, Step 2

The registrant shall identify what 
information is required for the registration. 
First, the relevant Annex or Annexes to be 
followed shall be identified, according to 
tonnage. These Annexes set out the 
standard information requirements, but shall 

The registrant shall identify what 
information is required for the registration. 
Annex V sets out the standard information 
requirements. Annex IXa shows what 
additional information under Annex VI, for 
each category, is required. In principle 
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be considered in conjunction with 
Annex IX, which allows variation from the 
standard approach, where it can be 
justified. In particular, information on 
exposure, use and risk management 
measures shall be considered at this stage in
order to determine the information needs for 
the substance.

information is not required below certain 
cut-off criteria for each category of 
exposure or use or content in preparations 
and products (cf. Article 13 and for 
example the labelling thresholds for 
substances in preparations). In particular, 
information on exposure and exposure 
categories, use, categories of use and 
existing and recommended risk 
management measures shall determine the 
information needs for the substance.

Amendment 258
Annex IV, Step 4

In some cases it will not be necessary to 
generate new data. However, where there is 
an information gap that needs to be filled, 
new data shall be generated (Annexes V and 
VI), or a testing strategy shall be proposed 
(Annexes VII and VIII), depending on the 
tonnage. New tests on vertebrates shall only 
be conducted or proposed as a last resort 
when all other data sources have been 
exhausted.

In some cases it will not be necessary to 
generate new data. However, where there is 
an information gap that needs to be filled, 
new data shall be generated (Annexes V,VI 
and IXa). New tests on vertebrates shall 
only be conducted or proposed as a last 
resort when all other data sources have been 
exhausted.  

In some cases, the rules set out in Annex V 
to IX may require certain tests to be 
undertaken earlier than or in addition to the 
standard requirements.

Before carrying out tests on animals, the 
registrant must check whether the required 
information could be obtained from other 
sources, from valid alternatives to animal 
testing, such as QSAR, read-across from 
data on other substances, previous 
experience, epidemiological data, etc. He 
must also check whether the stated 
purposes of use would allow a measure to 
reduce exposure so that data collection, 
particularly from animal testing, would not 
be necessary. To this end he must first 
evaluate the existing risk management 
measures with regard to each exposure 
category and check whether further risk 
management measures are possible.  
Before carrying out a test, the registrant 
must gather all other available information 
which might render these tests 
unnecessary.  New tests on vertebrates shall 
only be conducted as a last resort, when all 
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other data sources have been exhausted.  If 
because of the exposure category under 
Annex IXa there is an obligation to provide 
information, this can be disregarded if it is 
technically impossible to obtain it or if from 
a scientific point of view it is unnecessary.  
In these cases the registrant must provide a 
plausible explanation in the registration.

Justification

The requirements concerning information and testing should therefore be tailored to the 
actual exposure situation and not according to quantities.  Therefore firstly minimum data 
under Annex V are required.  Further  tests under Annex VI are only required, under 
legislation on  protecting health, consumers and animals, if they are also really necessary 
under Annex IXa to evaluate safe use on the basis of actual exposure.

Amendment 259
Annex V

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 required for all 
substances manufactured or imported in 
quantities of 1 tonne or more in accordance 
with Article 9 (1) (a) (vi). 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.  If it is technically not 
possible to provide certain information or 
for other reasons certain information is 
scientifically unnecessary, reasons must be 
given.

In addition to these specific rules, a 
registrant may adapt the required standard 
information set out in column 1 of this 
Annex according to the general rules 
contained in Annex IX. In this case as well, 
he shall clearly state the reasons for any 
decision to adapt the standard information 

In addition to these specific rules, a 
registrant may adapt the required standard 
information set out in column 1 of this 
Annex according to the general rules 
contained in Annex IX. In this case as well, 
he shall clearly state the reasons for any 
decision to adapt the standard information 
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under the appropriate headings in the 
registration dossier referring to the 
appropriate specific rule(s) in column 2 or 
in Annexes IX or X1.

under the appropriate headings in the 
registration dossier.

Before new tests are carried out to determine 
the properties listed in this Annex, all 
available in vitro data, in vivo data, historical 
data, data from valid (Q)SARs and data from 
structurally related substances (read-across 
approach) shall be assessed first.

Before new tests are carried out to determine 
the properties listed in this Annex, all 
available in vitro data, in vivo data, historical 
data, data from valid (Q)SARs and data from 
structurally related substances (read-across 
approach) shall be assessed first. In 
addition, the conditions and criteria set out 
in the guidance notes for fulfilling the 
requirements of Annexes IV – IX shall 
apply.

1 Note: conditions for not requiring a specific test 
that are set out in the appropriate test methods in 
Annex X itself that are not repeated in column 2, 
also apply.

Justification

In addition to the reasons given for the amendments to Annex IV, these amendments ensure 
that only really necessary animal experiments are carried out while the same safety standard 
is maintained.

Amendment 260
Annex V, point 5.6 and point 5.14

Deleted

Justification

Both points are deleted, including their descriptive parts, since testing surface tension is 
generally meaningless for evaluation and risk reduction measures.  A general test of 
granulometry seems disproportionate.

Amendment 261
Annex V, point 6.4 a (new)

6.4.a Acute toxicity: oral administration or 
in exceptional cases, independent of risk, 
administration through the skin or by 
inhalation
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Amendment 262
Annex V, point 7.1.1. and 7.1.a (new)

7.1.1. Short-term toxicity testing on Daphnia 7.1.1. Short-term toxicity testing on Daphnia 
or fish
7.1.a New easy biological breakdown; no 
testing required if the substance is 
inorganic.

Justification

Undertakings should be free to submit existing short-term toxicity tests on fish instead of 
toxicity on daphnia.

Amendment 263
Annex VI

ADDITIONAL STANDARD 
INFORMATION REQUIREMENTS 

FORSUBSTANCES MANUFACTURED 
OR IMPORTED IN QUANTITIES OF 10 

TONNES OR MORE

ADDITIONAL INFORMATION 
REQUIREMENTS FORSUBSTANCES 
MANUFACTURED OR IMPORTED IN 
QUANTITIES OF 1 TONNE OR MORE

Column 1 of this Annex establishes the 
standard information required for all 
substances manufactured or imported in 
quantities of 10 tonnes or more in 
accordance with Article 11(1)(b).
Accordingly, the information required in 
column 1 of this Annex is additional to that 
required in column 1 of Annex V. 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 required for all 
substances manufactured or imported in 
quantities of 1 tonne or more in accordance 
with Article 9 (1) (a) (vi), taking account of 
Annexes IV and IX, if this is required on 
the grounds of the exposure category and 
category of use under Annex IXa.. 
Accordingly, the information required in 
column 1 of this Annex is additional to that 
required in column 1 of Annex V. Column 2 
of this Annex lists as an example 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 
there are adaptations to the required 
additional information under Annex IXa, 
the registrant shall clearly state this fact and 
the reasons for each adaptation under the 
appropriate headings in the registration 
dossier. If it is technically not possible to 
provide certain information or for other 
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reasons certain information is scientifically 
unnecessary, reasons must be given.

In addition to these specific rules, a 
registrant may adapt the required standard 
information set out in column 1 of this 
Annex according to the general rules 
contained in Annex IX. In this case as well, 
he shall clearly state the reasons for any 
decision to adapt the standard information 
under the appropriate headings in the 
registration dossier referring to the 
appropriate specific rule(s) in column 2 or in 
Annexes IX or X8.

In addition to these specific rules, a 
registrant may adapt the required standard 
information set out in column 1 of this 
Annex according to the general rules 
contained in Annex IX. In this case as well, 
he shall clearly state the reasons for any 
decision to adapt the standard information 
under the appropriate headings in the 
registration dossier referring to the 
appropriate specific rule(s) in column 2 or in 
Annexes IX or X8.

Before new tests are carried out to determine 
the properties listed in this Annex, all 
available in vitro data, in vivo data, historical 
data, data from valid (Q)SARs and data from 
structurally related substances (read-across 
approach) shall be assessed first.

Before new tests are carried out to determine 
the properties listed in this Annex, all 
available in vitro data, in vivo data, historical 
data, data from valid (Q)SARs and data from 
structurally related substances (read-across 
approach) shall be assessed first.

When, for certain endpoints, information is 
not provided for other reasons than those 
mentioned in column 2 of this Annex or in 
Annex IX, this fact and the reasons shall 
also be clearly stated.

When, for certain endpoints, information is 
not provided for other reasons than those 
mentioned in column 2 of this Annex or in 
Annex IX, this fact and the reasons shall 
also be clearly stated. In addition the 
conditions and criteria set out in the 
guidance notes for fulfilling the 
requirements of Annexes IV – IX shall 
apply.

Amendment 264
Annex VI, Test requirements

The new Annex VI contains the following 
tests:
- all the tests that were deleted in the 
amendment to Annex V;
- all the tests from the original Annex VI, 
that were not incorporated in the (new) 
Annex V;
- al the tests from Annexes VII and VIII. 
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Justification

See previous justifications.

Amendment 265
Annex VII

Deleted

Justification

The test requirements have been incorporated in Annex VI.

Amendment 266
Annex VIII

Deleted

Justification

The test requirements have been incorporated in Annex VI.

Amendment 267
Annex IX a (new) CATEGORIES OF USE/EXPOSURE CATEGORY MATRIX1:

INFORMATION REQUIREMENTS
Annex IXa sets out the mandatory information under Article 9(1)(a)(vi), having regard to 
Annexes IV and IX, to be determined in addition to the indications specified in Annex V 
whenever substances are manufactured or imported in quantities not less than 1 tonne and 
used in an area falling into an exposure category according to the grid below.

A) Human exposure 
Industrial Commercial Private

Inhalation 
(short-
term)

Annex V 
(acute inhalation toxicity or  
derived from oral acute toxicity, 
taking into account 
corrosiveness/irritation and 
sensitisation)

Annex V 
(acute inhalation toxicity or  
derived from oral acute toxicity, 
taking into account 
corrosiveness/irritation and 
sensitisation)

Annex V 
(acute inhalation toxicity or  
derived from oral acute toxicity, 
taking into account 
corrosiveness/irritation and 
sensitisation)

Inhalation 
(long-
term/repeat
ed)

Annex V
+ DNEL of long-term human 
exposure by inhalation 
(determined on the basis of e.g. 
subacute, subchronic, or chronic 
toxicity (inhalation/oral), toxicity 

Annex V
+ DNEL of long-term human 
exposure by inhalation 
(determined on the basis of e.g. 
subacute, subchronic, or chronic 
toxicity (inhalation/oral), toxicity 

Annex V
+ DNEL of long-term human 
exposure by inhalation (determined 
on the basis of e.g. subacute, 
subchronic, or chronic toxicity 
(inhalation/oral), clarification of 
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for reproduction, clarification of 
mutagenicity (Annex VI))

for reproduction, clarification of 
mutagenicity (Annex VI))

mutagenicity (Annex VI))

Oral 
(one-
off/short-
term)

- Annex V Annex V

Oral  
(long-
term/repeat
ed

- - Annex V 
+ DNEL of long-term oral human 
exposure (determined on the basis 
of e.g. subacute, subchronic, or 
chronic toxicity (Annex VI), toxicity 
for reproduction, clarification of 
mutagenicity (Annex VI))

Dermal  
(short-
term)

Annex V 
(acute dermal toxicity or derived 
from oral acute toxicity, taking 
into account 
corrosiveness/irritation and 
sensitisation)

Annex V 
(acute dermal toxicity or  derived 
from oral acute toxicity, taking 
into account 
corrosiveness/irritation and 
sensitisation)

Annex V 
(acute dermal toxicity or derived 
from oral acute toxicity, taking into 
account corrosiveness/irritation 
and sensitisation)

Dermal 
(repeated/l
ong-term

Annex V
+ 
DNEL of long-term dermal 
exposure (determined on the 
basis of e.g. subacute, 
subchronic, or chronic toxicity 
(inhalation/oral), clarification of 
mutagenicity, toxicity for 
reproduction (Annex VI); only 
where no corrosiveness/irritation, 
sensitisation as in Annex V)

Annex V
+ 
DNEL of long-term dermal 
exposure (determined on the 
basis of e.g. subacute, 
subchronic, or chronic toxicity 
(inhalation/oral), clarification of 
mutagenicity, toxicity for 
reproduction (Annex VI); only 
where no corrosiveness/irritation, 
sensitisation as in Annex V)

Annex V
+ 
DNEL of long-term dermal 
exposure (determined on the basis 
of e.g. subacute, subchronic, or 
chronic toxicity (inhalation/oral), 
clarification of mutagenicity, 
toxicity for reproduction (Annex 
VI); only where no 
corrosiveness/irritation, 
sensitisation as in Annex V)

Note: the criteria for the ‘short-term inhalation’, ‘long-term inhalation’, ‘long-
term/repeated inhalation’, ‘one-off/short-term oral’, ‘short-term dermal’, and 
‘repeated/long-term dermal’ categories have still to be defined for the different categories 
of use. This should be done under the REACH Implementation Projects (RIPs).

1 Some combinations are impossible, for example long-term exposure by oral absorption in 
an industrial area of use, and therefore do not constitute categories. In special cases the 
matrix might need to be expanded to include one or more additional categories. 

B) Environmental exposure category matrix (with examples based on practical experience)
Industrial Commercial Private

Water  
(one-off)

Annex V
acute PNEC (determined on the 
basis of acute toxicity to 
daphnia/fish)

Annex V
acute PNEC (determined on the 
basis of acute toxicity to 
daphnia/fish)

-

Water  
(long-term, 
local)

Annex V
+ long-term PNEC (determined 
on the basis of long-term toxicity 
to daphnia/fish (Annex VI) or 
derived from acute aquatic 
toxicity (Annex V), factor 1 000) 

Annex V
+ long-term PNEC (determined 
on the basis of long-term toxicity 
to fish/daphnia (Annex VI) or 
derived from acute aquatic 
toxicity (Annex V), factor 1 000)

-
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Water  
(long-term, 
diffuse)

- - Annex V
+ long-term PNEC (determined 
on the basis of long-term toxicity 
to fish/daphnia (Annex VI) or 
derived from acute aquatic 
toxicity (Annex V), factor 1 000)

Soil  
(one-off)

- Annex V
acute PNEC (determined on the 
basis of acute toxicity to 
daphnia/fish)

Annex V
acute PNEC (determined on the 
basis of acute toxicity to 
daphnia/fish)

Soil  
(long-term, 
local)

- Annex V
+ long-term PNEC (determined 
on the basis of e.g. long-term 
toxicity to 
fish/daphnia/terrestrial tests 
(Annex VI) or derived from 
acute aquatic toxicity (Annex V) 
where possible) 

-

Soil  
(long-term, 
diffuse)

Annex V
+ long-term PNEC (determined 
on the basis of long-term toxicity 
to fish/daphnia/terrestrial tests 
(Annex VI) or derived from 
acute aquatic toxicity (Annex V) 
where possible)

- Annex V
+ long-term PNEC (determined 
on the basis of long-term toxicity 
to fish/daphnia/terrestrial tests 
(Annex VI) or derived from 
acute aquatic toxicity (Annex V) 
where possible)

Atmosphere 
(one-off) 

Annex V 
(acute inhalation toxicity or 
derived from oral acute toxicity, 
taking into account 
corrosiveness/irritation and 
sensitisation)

Annex V 
(acute inhalation toxicity or 
derived from oral acute toxicity, 
taking into account 
corrosiveness/irritation and 
sensitisation)

Annex V 
(acute inhalation toxicity or 
derived from oral acute toxicity, 
taking into account 
corrosiveness/irritation and 
sensitisation)

Atmosphere 
(long-term, 
local)

Annex V
+ DNEL of long-term human 
exposure by inhalation 
(determined on the basis of e.g. 
subacute, subchronic, or chronic 
toxicity (inhalation/oral), toxicity 
for reproduction, clarification of 
mutagenicity (Annex VI))

Annex V
+ DNEL of long-term human 
exposure by inhalation 
(determined on the basis of e.g. 
subacute, subchronic, or chronic 
toxicity (inhalation/oral), toxicity 
for reproduction, clarification of 
mutagenicity (Annex VI)

-

Atmosphere  
(long-term, 
diffuse)

- - Annex V
+ DNEL of long-term human 
exposure by inhalation 
(determined on the basis of e.g. 
subacute, subchronic, or chronic 
toxicity (inhalation/oral), toxicity 
for reproduction, clarification of 
mutagenicity (Annex VI))


