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INTRODUCTION

The proposal for a regulation with which we are concerned is intended to replace the existing 
legislation (which is no longer considered capable of encouraging innovation or of providing 
adequate protection for the environment and the general public) with a new system, the five 
main planks of which are:
• the introduction of a registration scheme which will be gradually built up to include 

both new and existing chemicals;
• the transfer of responsibility for risk-assessment from government agencies to 

manufacturers/importers;
• the inclusion (where necessary and appropriate) of downstream users in requests for 

data and in tests carried out on chemicals;
• the introduction of an authorisation or restriction procedure in respect of chemicals 

which are the subject of particular concern;
• greater transparency and openness to the general public through easier access to 

information about chemicals.

BACKGROUND

As we are aware, the process leading to the drawing up of the regulation was a long, complex 
and controversial one: two years elapsed between the adoption of Parliament’s opinion on the 
White Paper (in November 2001) and the Commission’s adoption of the proposal (in October 
2003).

The lengthy process involved large-scale participation by the sectors concerned: over 6000 
opinions were expressed in the course of the on-line consultation exercise launched in respect 
of the initial draft regulation. By means of critical assessments and counter-proposals, those 
sectors persuaded the Commission to make significant corrections to the original text.

The principles and the objectives of the reform (i.e. protection of health and the environment) 
have remained unchanged and greater attention has been paid to aspects relating to the 
competitiveness of European industry. The result is a text which will lead to significantly 
reduced costs.

THE DEBATE WITHIN PARLIAMENT

Over the months following the Commission’s adoption of the proposal, Parliament (and in 
particular the nine committees responsible for drawing up a report and opinions) conducted an 
initial debate on the draft regulation.

The Committee on the Environment, Public Health and Food Safety drew up a working 
document in which the majority and minority views expressed by Members during the fifth 
parliamentary term were set out.

With the opening of the current sixth parliamentary term the debates on the subject within the 
committees involved in the legislative procedure have intensified, partly with a view to 
securing adoption of the draft regulation at first reading following the summer break.
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THE WORK OF THE COUNCIL

At the same time the debate within the Council is proceeding at a rapid pace.

The ad hoc working party which has been set up within the Council of Ministers responsible 
for industrial and economic competitiveness is working on an Anglo-Hungarian proposal 
entitled ‘One Chemical - One Registration’, which envisages a single registration scheme 
using a more binding arrangement for the sharing of the data made available for each 
chemical.

At its last meeting the working party concentrated on the principles underlying the mandatory 
sharing of all data (and not only on the ones upon which the use of animal testing is based) 
and on the possibility of introducing a mandatory cost-sharing arrangement.

The interesting proposal put forward by a small group of countries whereby the requirement 
to provide information would be extended to cover chemicals produced and imported in 
quantities ranging from one to ten tonnes per year was also discussed.

IMPACT STUDIES

One of the most debated and most controversial issues in the period since the White Paper 
was adopted in 2001 has been the estimated cost of REACH and its potential impact on 
Europe’s chemical industry.

In recent months the estimated cost of between EUR 2.8 and 5.3 billion which is quoted by 
the Commission in the impact study accompanying the proposal has been challenged by a 
plethora of other studies which outline nightmare scenarios in which costs spiral up to 
EUR 180 billion.

A similar range of estimates is encountered in the forecasts of the benefits stemming from the 
introduction of REACH. In this case too the studies carried out by the Commission and by the 
interested parties have produced estimates of benefits which vary between EUR 4.8 and 230 
billion in terms of reduced health costs.

GUIDELINES FOR THE DRAFT REPORT

The Commission is known to be carrying out further impact studies focusing more on the 
problems of running the system than on the costs associated with introducing it.
Pending the results of such studies, I stand by my overall assessment of the Commission 
proposal and I consider that the balance achieved must not be upset but, rather, consolidated 
and improved with a particular view to making the scheme more effective and more reliable.

On the basis of this very general assessment I make a statement of policy: I intend to submit a 
new draft report which in its general outline will not depart from its predecessor and which 
will focus firmly on certain priorities.

My primary objective is still to set up and bring into operation a workable scheme for the 
registration, authorisation and assessment of chemicals (without - of course - excluding the 
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possibility of subsequently adapting and improving that scheme).

As rapporteur I shall therefore concentrate on the aspects which will have the greatest impact 
on the workings and the effectiveness of REACH - although I shall not of course neglect 
issues which are closely related to the environment and the protection of public health.

For this reason I intend to request and to take into due consideration any contributions from 
other committees relating to the sections of the regulation which fall within their specific area 
of responsibility.

Hence I shall now reveal the main points of the draft report which I intend to table, although I 
do of course welcome any contributions (even critical ones) which will help me to improve 
the text which I have undertaken to submit by mid-February.

1.  Registration

The registration of chemicals is undoubtedly the most controversial aspect of the scheme upon 
which the new regulation is based.  As we are all aware, all chemicals produced or imported 
in quantities exceeding one tonne per year will have to be registered.  

As regards what is unanimously considered to be the backbone of the scheme, the 
Commission has established tonnage as a parameter for inclusion of chemicals in REACH. In 
the course of the various discussions, many stakeholders have pointed out that such a criterion 
is not the most suitable means of identifying genuine risks (either in terms of intrinsic hazard 
or in terms of exposure) and there have been suggestions from a number of parties that it 
should be replaced by - or incorporated into - other, qualitative criteria such as intrinsic 
hazardness, use and exposure. 

I consider that such an approach conflicts with the philosophy underlying the Commission 
proposal: namely, the requirement for industry to obtain adequate information concerning 
chemicals and to use that information in order to ensure that chemicals are safe.

During the registration stage the prime objective to be pursued is the inclusion in the scheme 
of all new and existing chemicals - that huge, controversial number of substances (30 000 -
70 000 - 100 000?) of which the effects and the hazardness are not known - on the basis of a 
criterion (quantity produced/imported) which in my opinion is the only one capable of 
providing an adequate degree of legal certainty.  

This is the essential basis for initiating the other stages of the scheme: evaluation, 
authorisation and restriction.  As we shall see later, in the transition to the evaluation stage the 
quantity criterion will be subordinate to the extrinsic-hazardness and exposure factors.  

In principle I therefore agree with the text set out in Article 5 of the Commission proposal, 
which - by way of a transitional arrangement - provides for staggered registration which will 
eventually cover approximately 99% of chemicals. The result will be a scheme to be brought 
into operation over an 11-year period.

This means that (in the most optimistic scenario involving final adoption of the proposal in 
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2006) the scheme will become fully operational in 2017.  In practice, chemicals produced or 
imported in quantities exceeding one tonne per year (i.e. those which are of interest 
essentially to SMEs) and the chemicals listed in the articles will have to be registered only by 
that date.

For these reasons I do not intend to table amendments which alter the proposed mechanism.

This does not mean that the Commission text should be regarded as being set in stone.

Personally, for example, I in principle find the Anglo-Hungarian ‘One Chemical - One 
Registration’ proposal interesting.  Once the definition of a ‘consortium’ is clarified from the 
legal-concept point of view, following up that proposal could lead to major benefits in terms 
of costs, simplification and a reduction in animal testing. 

I also consider that serious consideration should be given to the suggestion put forward by 
certain governments that there should be a greater requirement to provide information in 
respect of chemicals produced or imported in smaller quantities.  

Then there is another important possibility.  In my earlier draft report I proposed (in 
Amendments 94 and 95) that the procedures for revising the regulation should be brought 
forward.  I am inclined to confirm and even emphasise that option in order to open the way to 
a possible change in the prioritisation criteria in the light of the experience acquired by all 
those involved in the scheme and in particular by the Agency. 

If revision of the regulation is to be brought forward, the timing of such a step will have to be 
thought about very carefully, in the context of a more general check on the timetable proposed 
by the Commission.

Lastly, an issue which will require particularly close attention is the registration of the 
chemicals listed in the articles, since this has many implications relating to international trade.

On this topic I am expecting a major contribution from the committees which have prime 
responsibility for the subject.

In the event I intend to develop and foster the idea of introducing a European ‘chemical 
safety’ promotional mark.

2.  Evaluation and the role of the Agency

As already mentioned, Article 43a of the Commission proposal introduces an evaluation-stage 
order of prioritisation which is no longer linked to tonnage alone but also reflects the risks 
presented by chemicals1.

The Commission proposal provides for two types of evaluation: evaluation of dossiers (which 

  
1 In the words of that Article, ‘The criteria for evaluation shall include consideration of hazard data, exposure 
data and tonnage bands’.
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is the responsibility of the Member States) and evaluation of chemicals.

The greatest problems rely in the relationship between the European Agency and the relevant 
authorities in the Member States.  Criticism has been expressed in a number of quarters 
regarding the complexity of the procedures envisaged - the risk being that excessive 
decentralisation of decision-making may result in differences in procedure from one country 
to another and hence distortion of the internal market.  

Pursuant to Article 43a of the Commission proposal, the Agency shall lay down the criteria 
for the prioritisation of chemicals for further evaluation.  The Member States shall use those 
criteria for preparing their rolling plans.

In this connection I intend to retable the package of amendments contained in my earlier draft 
report, pursuant to which amendments the Agency is given the task of drawing up a list of 
priority chemicals for evaluation.  The Member States will then include those chemicals in 
their rolling plans.

Similarly, I then intend to retable the set of amendments designed to strengthen the Agency’s 
central role by more closely defining its institutional basis, for which purpose I have taken the 
European Agency for the Evaluation of Medicinal Products as a reference model.

3.  Authorisation and substitution

A brief reference to substitution is also called for.  This is a highly delicate issue, both from 
the environmental and health point of view and from the point of view of encouraging 
innovation and the medium- and long-term promotion of more environmentally-friendly 
substances and technologies.  This is one of the most important of the regulation’s explicit 
purposes.

In my earlier draft report (Amendments 47-61) I therefore strengthened the principle of 
substitution by establishing a closer link between authorisation (and the renewal or revision 
thereof) and substitution of highly problematic substances (CMR cat. 1 and 2, PBT, vPVB, 
etc.).

My opinion on the subject continues to be as follows: the proposed sequence needs to be 
reversed through a reduction in the scope of the conceptually and legally rather problematic 
clause providing for ‘adequate control’ as the initial criterion for granting authorisation and 
through the establishment of a closer and more straightforward link between authorisation 
(and the renewal or revision thereof) and the principle of substitution.

In practical terms this should mean that:

- authorisation will be issued if the social and economic benefits outweigh the risks to 
health and to the environment, if it can be demonstrated that there are no suitable 
alternative substances and technologies and (only as a secondary consideration) if the 
substance is subject to appropriate checking;
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- applications must be supported by documentation including a valid socio-economic 
analysis and an analysis of the alternatives; 

- the authorisation must clearly state in binding fashion the terms and conditions to 
which it is subject, its period of validity and revision date, and the monitoring 
arrangements.

Lastly, I am giving some thought to other aspects including definitions, scope and the duty of 
care.


