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I. Introductory remarks

Following the submission by the Commission in October 2003 of the proposal for a 
regulation reforming EU policy on chemical substances and the discussions held so far by the 
Council and the European Parliament, including the hearing on 19 January 2005, and 
numerous talks with parties concerned, there is a wide consensus that the need for a new 
chemicals policy is no longer in doubt but the form which the system for the registration, 
evaluation, authorisation and restriction of chemicals should take remains contested.

Central to the debate is the essentially volume-oriented approach to registration opted for by 
the Commission, which does not allow detailed risk evaluation. The requirements laid down 
in this connection are decisive in assessing whether the aimed-for level of protection against 
possible hazards or risks posed by chemical substances is proportionate or disproportionate
in relation to the burden which excessively complex and costly procedures would place on 
industry.

Two questions still remain essentially unresolved:

1. How can a situation be avoided in which, in particular, substances produced in smaller 
quantities are taken off the market and are no longer available for use in downstream 
users' production processes, simply because it is too expensive to register them, and 
not because they are dangerous?

2. How can importers of products comply with the registration requirements if they are 
unable to obtain sufficiently accurate knowledge of the substances contained in the 
products?

Indisputably, greater account needs to be taken than hitherto of the burden on SMEs, which 
will be affected by REACH both as manufacturers of small-volume speciality chemicals and 
as downstream users in a very wide variety of sectors.

The provisions on handling imports must be drawn up in such a way as to avoid further 
competitive disadvantages to a key sector of European industry and to ensure that there is no 
question about compatibility with WTO rules.

The position which the European chemicals agency that is to be set up will occupy within the 
national supervisory authority structure should be unequivocally clarified, and the role of the 
European Parliament should be laid down.

The primary objective in all of the considerations on necessary and possible risk-based 
improvements to the essentially volume-oriented approach proposed by the Commission must 
be to ensure that the level of protection for human beings and the environment aimed at is 
achieved in a more effective manner, that is in a more targeted, speedier, unbureaucratic and 
more cost-effective way for those concerned than the Commission proposal allows in its 
current form.

Important criticisms concerning the practical feasibility of implementing the Commission 
proposal have emerged, which must be taken seriously. On a number of these points positive 
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solutions have already begun to emerge, whilst other problem areas, such as in relation to 
Article 6, still remain completely unresolved.

II. Criticisms of the proposed registration system

The Commission's approach is both implausible and disproportionate. Implausible in so far 
as, without any reference to the precise risk posed by a substance for human beings and the 
environment, it requires all registration data to be provided in the same way for all substances 
and uses, instead of prioritising. Disproportionate in so far as, whilst the principle of 'more 
data equals more costs for necessary tests and provision of data' always applies, the 
connection 'more data equals a higher level of protection' on no account applies in all cases.

For example, it is not apparent why, for a (natural) substance like salt, despite extremely low 
exposure, equally high expenditure on provision of data will be needed as for a strongly 
carcinogenic substance, simply because salt is produced in large quantities.

A differentiated approach should be opted for, without moving away from the goal of 
registering all approximately 30 000 relevant substances without exception.

The extremely high registration costs associated with the Commission's volume threshold 
approach are, in many cases - particularly for substances produced in small quantities by 
small and medium-sized companies in niche markets -, out of proportion to the turnover that 
may be achieved with the substances. The consequence of this is that companies would, it has 
been shown, have to take a significant proportion of their products off the market for 
economic reasons (not because the products are dangerous!). In the worst-case scenario there 
is a threat of relocation or ceasing of production or even closure of plants with the loss of jobs 
within the EU1. The Commission's volume threshold system thus falsely encourages selection 
on the basis of the costs of registration and not the risks posed by substances. This needs to be 
rectified!

The bureaucratic expense of drawing up the necessary registration documents and data sheets 
will place far too high demands on small and medium-sized companies in particular. In 
addition to the time factor, the necessary staff costs and the problem of the frequent lack of 
specialist staff would place a huge burden on them. The requirements laid down run 
diametrically counter to the need to strengthen competitiveness and to the administrative 
simplification frequently called for, as well as the aim of improving legislation.

Finally, it must be feared that the proposal will also in the long term undermine EU industry's 
capacity for innovation, as the implementation of innovative ideas will be made more 
difficult, the number of available substances will reduced and the translation of new ideas into 
practice will be subject to extensive bureaucracy. This goes against the renewed Lisbon 
strategy objective of making the EU more competitive.

The volume threshold approach will also lead to unnecessary additional animal tests, which 
could be clearly reduced if a risk-based approach is taken.

  
1 Substitution of substances in turn generally requires costly research on account of the naturally limited number 
of available substances and their combinations as well as the fact that decisions on the suitability of substitutes 
depend on many diverse chemical, physical, technical and toxicological properties.
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III. Options for improvement

Many proposals - some of them complementing each other - have meanwhile been put 
forward by Member States and industry associations. An approach which is common to all of 
the proposals is the attempt to reconcile an achievable level of protection with more 
appropriate, genuinely necessary requirements for registration and effective evaluation. The 
primary concern is that substances which unquestionably pose no potential hazard should be 
declared environmentally compatible at as early a stage as possible and accordingly data 
requirements relating to notification of the substances should be limited and more detailed 
tests should focus on substances that genuinely pose a problem.

1. One substance - one registration (OSOR)

The proposal put forward by Great Britain and Hungary under which each substance would be 
subject to only one registration is attractive by virtue of its simple logic, in so far as it seeks to 
avoid repeated collection and financing of the same data. The OSOR idea is primarily 
designed to hugely reduce administrative expense for companies and the authorities.

However, discussions have clearly highlighted the following unresolved questions, to which 
an acceptable alternative approach needs to provide answers:

1. Who will fix the costs of sharing of data, and who will act as independent arbitrator in 
the event of no agreement being reached between the partners in the consortium?

2. How are costs to be (re)allocated if, following the initial forming of a consortium, 
further producers wish to join it, without the need for a major bureaucratic reallocation 
process?

3. How can, despite the forming of consortia - with mandatory consortia clearly to be 
rejected -, the safeguarding of commercial secrets be ensured?

4. In general, is the formation of consortia pursuant to the current - not yet final -
provisions consistent with the relevant antitrust legislation?

5. Can it be assumed that a clear definition of substances exists in every case?

In spite of these outstanding questions, this proposal would reduce the administrative expense 
of registration, assist small and medium-sized companies and have a potentially positive 
impact on costs. However, this approach also leaves open the question of how the lack of 
prioritisation with regard to registration may be improved. The problems relating to imports 
also remain unresolved. In order to effectively implement the proposal the role of the 
European agency must also be strengthened, to enable it to act as an independent arbitrator.

2. Very small volumes

The Commission proposal provides for substances to be subject to the rules on registration 
only over and above an annual production volume of one tonne, unless they belong to 
recognised very high risk categories such as PCBs or carcinogens. However, in discussions 
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notably in the Council the suggestion has even been made that substances might be included 
in REACH below this threshold.

This envisaged extension of the scope of the provisions again clearly highlights the fact that 
laying down data requirements and procedures for registration without any reference to risk is 
on the wrong track. Very small volumes of substances can of course also entail risks for 
health and the environment. Nonetheless, it is completely disproportionate to make all of 
these substances subject to the REACH system.

It should also be pointed out in this connection that clearly extending data and consequently 
also test requirements would have very negative repercussions in terms of the number of 
animal tests, which is still deemed to be too high.

3. The Maltese/Slovene proposal

The proposal put forward by Malta and Slovenia attempts to address the problems examined 
above. The starting point for the approach taken is that the strategy of 'one size fits all' 
registration pursued up until now cannot work, at least not in the zero to ten tonnes category. 
Here, for the first time, greater prioritisation is regarded as necessary.

Through classification into two main risk groups (speciality chemicals and substances 
imported by small and medium-sized companies for further processing by other producers), 
the proposal seeks to specifically address the problems facing niche manufacturers. The far 
less marked interest on the part of such producers/importers in forming consortia is rightly 
referred to (see list of questions relating to OSOR under point III-1). The proposed separating 
of data which, if made freely available, might jeopardise a company's performance, seeks to 
address the issue of balance between data requirements and commercial secrets.

In addition, the proposal provides for the drawing up of an inventory of existing data and 
therefore a pre-registration phase. For the first time in this connection consideration is given 
to a basic risk data record, which would enable swift and effective risk analysis. The 
proposed initial provisional risk analysis and the initial safety analysis, on top of the  
completeness check, are designed to avoid an excessive accumulation towards the end of the 
11-year introductory phase of substances produced/imported in small volumes which pose no 
risk, and to clearly strengthen the risk-based approach. The aspects already referred to relating 
to allocation of costs and the position of the agency as arbitrator are also addressed.

The proposal represents a first step away from simply compiling comprehensive data and 
towards effective examination, organised on the basis of risk criteria, of chemicals in terms of 
the potential hazards posed by them, and allows harmless substances to be dealt with swiftly.

4. A workable REACH

The industry has widened this discussion on genuine risk evaluation and limitation of the data 
required in an initial phase to cover the whole scope of REACH. The (plausible) dual strategy 
objective is to:

1. adapt registration requirements to risk potential, which is actually to be analysed, and
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2. at the same time carry out an effective risk evaluation, concentrating on substances 
which genuinely pose a problem.

This will permit results to be made available more quickly, enabling the agency to carry out a 
thorough examination of those substances for which there reasons for suspecting that they 
pose hazards that might necessitate restrictions on individual uses or prohibition of the 
substance. Overall this will enable a better level of protection to be achieved than under the 
previously proposed 'one size fits all' data compilation system, whilst at the same time clearly 
reducing red tape.

This is partly to be achieved by firstly clearly defining the scope of the legislation in relation 
to other areas governed by lex specialis. Bringing together the exceptions that are set out in 
various places in the current proposal would enable a coherent assessment of the scope.

In order for an effective risk analysis as described above to be successfully carried out, 
classification of substances must be based on more than just annual production volume in 
tonnes and take account of a substance's properties and possible exposure categories.  Instead 
of looking at product groups, it is possible to identify and categorise typical exposure of 
human beings and the environment irrespective of the use of a substance. This process draws 
together typical exposure scenarios requiring the same protection measures. These include the 
main human routes of exposure (oral, inhalation and dermal contact), the routes by which 
substances get into the environment (air, water, soil, biotat) and the duration of exposure 
(single or for a short period, occasional, repeated or long-term). The following are defined and 
then grouped within these exposure categories: basic areas of use (industrial, commercial or 
private consumption) and tolerable exposure levels/grades. Such a system is currently being 
developed within the framework of the Commission's 'REACH Implementation Programme'.

For an initial stage of risk evaluation, a minimum data record setting out the essential 
physico-chemical properties and acute effects on human beings and the environment would 
suffice. Further tests would then depend on the particular exposure scenario. Higher levels of 
exposure would entail more stringent requirements under the registration procedure from the 
point of view of the time invested and content. This approach would, moreover, fully take into 
consideration factors relating to prioritisation of the substances to be registered, in order to 
take full account of the risk aspect. Information already available in companies should be used 
to assist the process, in order to identify substances posing a known relevant risk at as early a 
stage as possible and to deal with them as a priority in the registration procedure. This applies 
above all to CMR, PBT and vPvB substances.

5. IT tool for downstream users

The European textile industry has developed an IT tool which will enable downstream users 
to independently carry out, in a standardised, digitalised and therefore extremely simple way, 
an evaluation of the substances used by them, according to use and broken down into 
exposure categories.

The proposal on use of such a tool, which has been put forward by the German and Austrian 
delegation, has also been received with great interest by the Council.
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A correspondingly automated procedure for pre-registration with the European chemicals 
agency, including a minimum data record, would enable downstream users to carry out such 
an examination, limit the administrative expense for companies and the authorities and at the 
same time take account of the requirement for disclosure of information (right to know).

6. Revised scope

Changes to the scope of the provisions, taking account of the abovementioned problems 
insofar as they are able to be resolved in this section of the REACH proposal, are set out 
below.

a) Existing legislation

Substances the handling of which is governed by existing directives (for example biocides, 
plant protection products, etc) should be generally excluded in Article 2 from the whole of the 
scope of the provisions. The exemptions currently scattered throughout the directive should be 
listed in a coherent way at the beginning. The cosmetics directive represents a particular 
challenge, since in its current version it does not take account of some aspects of the REACH 
proposal.

b) Problems of recycling and waste

It has quickly become apparent from more in-depth analysis of the REACH proposal that a 
problem area which unquestionably calls for revision was almost overlooked. Part of the 
success achieved in the handling of chemical substances is attributable to the fact that Europe 
tackled the issue of the recycling/re-use of substances and laid down rules at an early stage, 
and in the meantime has laid down very detailed provisions. The current proposal risks 
destroying this achievement.

A possible solution might be to exempt substances or raw materials such as, for example, 
(drinking) water, glass, cardboard and paper from registration in so far as they are substances 
in a recycling/re-use process. It remains to be discussed how substances should be dealt with 
which, during the separation or production process, are changed by means of chemical 
substances or processes. However, it should be ensured that, following changes in this area, 
the high level of recycling/re-use in Europe is at least maintained, if not further increased.

c) Natural substances

Natural substances similarly represent a problem area in so far as their registration in 
accordance with REACH would be disproportionate (see the example of 'salt' under point II).  
However, a general exemption for such substances is not possible, as natural products such as 
lead and mercury unquestionably entail hazards.

A possible way of differentiating might be to exempt only those natural substances which 
may be used without intermediate treatment by means of chemical substances and exposure to 
which may be classified as negligible or is governed by other provisions. An example would 
be coke, which can be used without further treatment and exposure to which is adequately 
controlled inter alia by legislation on emissions.
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d) Polymers

The solution currently contained in the proposal for dealing with polymers is not a logical 
one.  The results obtained within the framework of the review provided for in Article 133(2) 
must be evaluated by the agency and the power to amend the legislation must be reserved to 
the co-legislators.

e) Alloys

Similar clarification is also needed with regard to alloys. An exemption also seems 
appropriate in this case.

f) Research and development (R&D)

The exemptions provided for under REACH with regard to substances used for R&D 
purposes also appear insufficient. R&D should be excluded from the scope of the regulation.  
The conditions under which substances are used for R&D are so different from industrial and 
commercial uses that it seems inappropriate to include the substances concerned under 
REACH. The five-year time limit on the exemption, laid down in Article 7, should therefore be 
lifted.

Industry must also be given greater incentives for innovation, without, however, general 
mandatory substitution being introduced.

g) Intermediates

A further question concerns whether intermediates which do not come onto the market should 
be excluded from the scope of the REACH regulation.

7. Requirements for a workable, balanced REACH system

Based on the examination conducted to date of the options discussed for modifying the 
REACH proposal, the following requirements emerge:

i) The scope of the provisions should be revised (see point 6).

ii) Pre-registration should be introduced, allowing the timely drawing up of a register of 
substances covering all 30 000 substances in the form of minimum data records. This 
would enable a rough risk assessment to be made without delay.

The collecting of such minimum data would necessitate a limited pre-registration 
period, as not all Member States and companies have comparable data material. At the 
same time, however, it would enable data necessary for risk evaluation to be 
immediately and comprehensively compiled.

This initial collection of data would also provide an opportunity for consortia to be 
formed at an early stage, enabling companies to subsequently operate in as 
cost-effective a manner as possible during the various full registration and evaluation 
stages, which would be dependent on annual production volume.
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This approach would, moreover, allow data requirements for intermediates and for 
substances remaining within a closed production process to be adapted to the actual 
hazard potential.

Finally, this would also lead to a reduction in bureaucracy and costs for downstream 
users.

iii) On the basis of the register of substances priority lists are to be drawn up according to 
risk and volume criteria. The more dangerous a substance is assessed to be on the 
basis of the minimum data record, the sooner it must be registered and the higher the 
data requirements. As under the current proposal, all 30 000 substances will have 
been registered, on the basis of risk, within a period of 11 years.

iv) With regard to the problems posed by Article 6, at least paragraphs 2 ff. must be 
deleted, as they are not clearly compatible with WTO rules. A fuller solution based on 
appropriate wording is undoubtedly desirable, but is not yet in sight.

v) The agency's position should be clearly strengthened, with clearly-drafted provisions 
on cooperation mechanisms between the agency and the national authorities.  
Blocking of decisions must be avoided. Provision should be made for automated 
pre-registration using suitable IT tools (see point III-5), together with appropriate 
standardisation of the registration procedure. In this connection the agency's financial 
resources must be re-examined and if necessary adjusted.

Finally, the agency must act as the guarantor of legal certainty for companies and 
therefore have the final say on the evaluation of risks posed by substances and test 
results. That means that the burden of proof lies with a company or Member State in 
the event of their questioning an evaluation by the agency.

vi) The position of the European Parliament in further monitoring whether the REACH 
system, as thus modified, is actually effective must be safeguarded. A sunset clause 
should therefore be laid down.

IV. The next steps towards a solution

The options set out above need to be further examined in order to check that they are 
coherent/able to be combined, and it remains to be seen what will be the findings of the 
Commission's supplementary impact assessment study, which is shortly to be presented.

It would appear, however, that only a risk-based approach covering all substances by means 
of minimum data records and pre-registration offers a solution which addresses all of the 
problem areas referred to at the beginning. Simultaneous limitation of data requirements and 
early, full risk evaluation improve the level of protection for consumers and the environment, 
whilst at the same time reducing costs and the burden on industry. This would necessitate 
extensive redrafting of the registration provisions in compliance with the internal market legal 
basis, and adaptation of the relevant annexes.
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At present there is as yet no sign of a satisfactory solution to the question of companies' 
relations with (manufacturers in) third countries, which would prevent a situation whereby 
REACH would remain an instrument applicable only in Europe and create distortion of 
competition at the international level for European industry.
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