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I. Introductory remarks

The Commission's draft regulation of October 2003 on reform of the European Union's 
chemicals policy is one of the most important and far-reaching legislative projects at 
European level. The sheer scope of the draft regulation concerning the Registration, 
Evaluation, Authorisation and Restriction of Chemicals (COM(2003) 644), with its 
137 articles and 17 annexes, covering a total of 1200 pages, makes it a massive undertaking. 
Far more significant is the field to be regulated. It covers not only the chemicals industry and 
its downstream users, but also a range of industrial sectors separate from the chemicals 
industry, such as the metal-working industry, the paper industry, the textile sector, etc. Those 
affected are 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.

The Commission's stated objectives

The Commission states that the objectives of its proposal include protecting human health and 
the environment, maintaining and enhancing the competitiveness of the EU chemicals 
industry and preventing the fragmentation of the internal market. These political objectives of
the European Union's chemicals policy, which aims to take economic, environmental and 
social interests into account in a balanced manner, deserve wholehearted endorsement. The 
safe handling of chemicals, from their manufacture and import, via their use in processes and 
products to their disposal is a significant aspect of political and economic accountability.

The Commission's volume-based approach

The Commission proposal links the first step in the multi-stage REACH procedure, namely 
the registration of a substance (in practice this is also the most significant step), to the data to 
be supplied by the applicant1. The cornerstone of the Commission's draft text is found in 
Article 11, where the scope of the information to be supplied is linked 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 more than 10 tonnes per year, 100 tonnes per year and 1000 tonnes per year2.

II. Assessment of the current situation

Despite the fact that there is broad agreement about the need for a new chemicals policy, the 
Commission's draft text has mostly been rejected both by the public and, in particular, by the 

  
1 See Article 5 of the draft regulation, which establishes the obligation of manufacturers and importers to draw 
up a registration submission. The information to be supplied is described in Article 9.
2 In addition to the subsequent stages of the REACH procedure, in particular the evaluation and authorisation of 
substances, which will not be dwelt on here, it should be mentioned that the draft text also basically requires 
information about substances used for the purpose of product- and process-orientated research and development, 
even though the notification requirements may be suspended for five years or for a maximum of 10 years, in 
order to protect innovation.
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economic actors concerned, on account of the instruments proposed for its implementation. 
There is no guarantee that the proposed system will make it possible to achieve the objectives. 
Fundamental improvements are needed in this respect. Criticism of the registration procedure 
is focused on the volume-based approach, the resulting costs for firms and the extremely 
bureaucratic, time-consuming procedure.

An implausible volume-based approach

The crucial weakness of the Commission's approach is that it requires data without any 
reference to actual risk. For instance, there is a massive increase in the data required for the 
production or import of 10 tonnes per year or more of a substance, without this necessarily 
being justified by increased risk to humans and the environment. The production/import 
volume by itself does not enable any conclusions to be drawn as to whether, and to what 
extent, humans and the environment are endangered by a substance. Consequently, if there is 
no unambiguous correlation to the effect that a greater production volume equals a greater 
risk, volume is unsuitable as a basis for establishing data requirements and, above all, is an 
inappropriate criterion for achieving greater safety for humans and the environment in 
accordance with the stated objectives.

The volume-based approach is implausible and is disproportionate from the legal point of 
view: there is no reasonable relationship between the effort required and the environmental or 
social benefit.

The volume-based approach has other undesirable effects, too:

Restrictions on the range of substances and on production

In its proposed form the REACH model will place a substantial cost burden on business. The 
direct costs alone of supplying the information about substances range from € 20 000 to 
€ 400 000 per substance, depending on the volume-based data requirements. Where small 
production volumes are concerned (between 1 and 10 tonnes per year), in particular, in many 
cases the registration costs will be totally disproportionate to turnover. As a consequence it 
may cease to be profitable to produce substances in the small volumes with which primarily 
small and medium-sized firms establish themselves in niche markets, or to import them into 
the European Union. In general terms it is to be feared that between 20% and 40% of products 
will be withdrawn from the market owing to the commercial unsustainability of registering 
substances. If the users concerned find no replacements available, in the worst case there is a 
risk of production ceasing, of production being relocated or of plants being closed down, 
entailing job losses within the European Union1.

  
1 Again, as a rule the replacement of substances requires costly research, attributable to the naturally limited 
number of substances available and their combination, as well as to the fact that the suitability of the substitutes 
(which has to be ascertained) depends on a multiplicity of chemical, physical, technical and toxicological 
characteristics. 
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Overall, the Commission's volume threshold method creates a false incentive regarding 
substance selection which is based on registration costs and not substance risk.

Excessive burden on firms caused by a large amount of red tape

Preparing the data required for registration will absorb a substantial amount of time. It is 
estimated that up to six months will be required for substances in the 1-10 tonnes per year 
volume range, and between 12 and 15 months for substances with a volume in excess of 
10 tonnes per year. While it is true that the test requirements specifically for substances with 
an annual production volume of up to 10 tonnes were slimmed down during the preliminary 
discussions, small and medium-sized firms, in particular, still feel that the costly compilation 
of data is far beyond them. Apart from the time factor, the requisite outlay on staff would 
constitute an extremely heavy financial burden for them. Many small firms simply lack the 
technical staff capable of carrying out the complicated REACH procedure properly. The 
simplification of the registration requirements for volumes of up to 10 tonnes per year also 
means that the step up to the requirements for substances produced in volumes of more than 
10 tonnes becomes that much bigger. The consequence of this is that many firms will recoil 
from accepting orders which will take annual production or import volume over this 
threshold. This runs directly counter to any strengthening of competitiveness.

It is right and proper that very many of the proposed elements of the REACH procedure build 
on the familiar procedures for notifying new substances and for handling existing substances. 
However, they do not make use of existing experience gained with those rules. Even in their 
hitherto limited field of application the rules on new and existing substances have shown 
obvious weaknesses. Not least on that account there is a need to update EU chemicals law. It 
is indisputably the case that the limited number of authorisations of new substances shows 
that the European Union's procedure is too bureaucratic by comparison, say, with Japan and 
the United States. The procedure for existing substances has also revealed itself to be 
laborious. Instead of getting rid of such weaknesses, these procedures are now going to be 
extended to cover all substances. Against this backdrop substantial doubts about the 
workability of the REACH system are appropriate.

Restrictions on competitiveness and the capacity to innovate

It is to be feared that, in the long term, the proposed REACH system will also damage the 
capacity of the EU economy to innovate. Innovation also includes combining existing 
substances in different ways and using them in different processes than hitherto. The proposed 
rules will make it more difficult to turn innovative ideas into reality, because they will reduce 
the number of substances available and subject the implementation of new ideas to a mass of 
bureaucratic obstacles. This contradicts the aim of the Lisbon strategy of making the 
European Union the most competitive region of the world. The competitive situation of 
business in the European Union, in relation to competitors outside the European Union who 
are not subject to the same burdens, will deteriorate in the medium term, to lasting effect, and 
the victims will be predominantly small and medium-sized firms. The European Union would 
become less and less attractive as a location and investment would decline further. The new 
EU Member States may be particularly seriously affected, since they have little experience as 
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yet with such rules. Such effects have hitherto barely been explored. The possible impact on 
world trade is also problematical. Parts of the proposed system may constitute technical 
barriers to trade which are incompatible with the dictates of the WTO.

The fundamental question therefore arises as to whether the Commission's approach is 
consistent with the objective of a sustainable policy, i.e. one which balances economic, 
environmental and social considerations. Doubts arise primarily from the fact that the 
proposed regulation will result in substantial extra costs, owing to the very onerous testing 
and documentation requirements, and the outlay associated therewith. This not only entails a 
massive increase in costs relating to substances, preparations and many products, but above 
and beyond that it will slow down the introduction of innovative products into the market, 
which would constitute a huge competitive disadvantage for the European Union. 
Furthermore, firms and authorities will find it difficult to cope in practice with the additional 
red tape to be introduced by the proposed new procedures. Finally, the far-reaching 
information and disclosure requirements will pose a threat to intellectual property and, hence, 
to the innovative capacity and existence of firms.

III. Possibilities for improvement

In the public debate, not least in the Council working parties, possible ways of achieving the 
objectives laid down by the Commission using simple, practical and nonetheless more 
effective procedures are being discussed. The Commission itself highlights the goal of 
maintaining and strengthening the competitiveness of the chemicals industry in the European 
Union, and this must be seen to be reflected in the new chemicals policy. REACH must 
therefore promote the fundamental conditions for investment and innovation and not stifle 
them, actually allow new jobs and firms to be created and not endanger existing ones and, 
finally, create a better environment as a starting-point for EU firms in international 
competition. A few proposals, some of which have already emerged in the debate in the 
Council, are likely to improve the workability of the Commission proposal.

1. Exposure categories and prioritisation

The concept of exposure categories brings a systematic, focused approach to bear on the data 
requirements. 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 compiled. 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, soil, biotope) 
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. If all the actors in the chain work with the exposure categories, the first stage of risk 
assessment requires only a minimum set of data containing the essential physical and 
chemical characteristics of a substance and its acute effects on humans and the environment. 
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 
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and content. This would also entail introducing the elements of prioritisation of the substances 
to be registered, in order to take the aspect of risk fully into account. Information already 
available in firms 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 CMR, PBT and vPvB substances.
A simulation carried out by the North Rhine-Westphalia Land Government (Federal Republic 
of Germany) has shown that in practice the multiplicity of individual exposure episodes can 
be reduced to a manageable number of exposure categories, and that this must be done in 
order to make the system workable at all.

This approach would substantially reduce the costs involved in registration, but not at the 
expense of health and environmental protection. Manufacturers and users would have to focus 
on only a few categories in making their risk assessment, instead of on a multiplicity of 
different individual uses. The notification requirements applicable to downstream users would 
be reduced, the flow of information in the production chain would be made easier, and 
business confidentiality and commercially significant information would be better protected. 
There would be greater flexibility with regard to the use and availability of substances, and 
this would reduce undesirable economic consequences. A situation whereby substances 
disappeared from the market only because the costs of testing and registering products was 
commercially unsustainable would be largely avoided. Policing by the authorities would be 
simplified, too.

The combination of exposure categories and a minimum set of data 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.

2. One substance, one registration (OSOR)

The simple logic behind the proposal that each substance should be subject only to a single 
registration procedure is convincing. Where knowledge about a specific substance is 
concerned it is impossible to see why the requisite data are supposed to be compiled and paid 
for several times over. The idea behind OSOR is basically to ensure a huge reduction in the 
administrative effort required of firms and authorities. It is true that, with this idea, the 
problems arising in connection with its implementation, concerning the allocation of costs and 
safeguarding business confidentiality and cartel law, remain unresolved at this stage. In that 
connection, we have to wait and see how the Council will ultimately assess these 
considerations, which have been raised by the British and Hungarian Governments.

IV. Prospects

Despite endorsement of the objectives of EU chemicals policy as formulated by the 
Commission, the Commission proposal has attracted substantial criticism, especially on 
account of its volume-based approach. Fundamental changes to the Commission proposal are 
currently being debated, not only in public, but also in the Council's ad hoc working party. 
This working document is intended to point to this fundamental, systematic criticism. Further 
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legislative work presupposes a decision on whether to stick with the Commission's volume-
based approach or whether to make an exposure-based approach – ideally in conjunction with 
the 'one substance, one registration' concept – the starting-point for chemicals legislation. A 
further shortcoming which has already emerged is that the impact appraisals and 
investigations of the workability of the Commission's draft text have so far been inadequate. It 
is therefore to be welcomed that the Commission, together with economic groups concerned, 
has commissioned further impact appraisal studies. The results should be channelled into 
Parliament's legislative work. Finally, it should be pointed out that there will also be hearings 
at the European Parliament early next year, the results of which should likewise flow into the 
legislative process. The Commission would also do well not to insist on sticking rigidly to its 
draft text, but to work together with the Council and Parliament to develop a convincing set of 
rules. The common objective of all the institutions must be to ensure a workable system for 
registering hazardous substances at a reasonable cost, in the interest of the highest possible 
degree of protection for humans and the environment, while at the same time helping to 
strengthen the capacity for innovation, competitiveness, exportability and investment within 
the European Union. This is vital if the objectives of the Lisbon strategy are to be achieved.
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