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________________________________________________________________________________                                           

 

Summary 

 

The current chemicals policy has several problems. There is a lack of knowledge about the dangers of many chemicals 

on the EU market. This makes it difficult to assess their risks properly and to make informed decisions about controlling 

those risks. The current process of risk assessment is much too slow. Only a handful of chemical substances are 

assessed at EU level each year.  

The main objectives of the chemicals review are to develop a new, integrated and coherent chemicals policy and to 

modernise the regulatory framework to encourage innovation, competitiveness and the efficient working of the internal 

market. 
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I. THE CHEMICAL INDUSTRY IN THE EU 

 

1. Basic data 

 

The EU chemical industry is one of the EU’s most international, competitive and successful 

industries, embracing a wide field of processing and manufacturing activities. 

 

In 1999, world chemicals production was estimated at € 1370 billion. With an estimated € 403 

billion, the EU chemicals industry accounts for 29% of estimated world production.  

 

It is estimated that about 2% of world chemicals production originates from the other West 

European countries. The West European chemical industry is therefore the world’s largest 

chemicals producer followed by the USA (30%) and Asia (27%). 

 

Western Europe, the USA and Asia (including Japan) are the three major world manufacturers of 

chemicals. Taking all these regions together, they account for 88% of world chemicals production. 

 

The major geographic blocs trading with the European Union are Asia (excluding Japan), the USA 

and Central and Eastern Europe.  

 

In 1997, Asia was the largest EU export market. The main importer to the EU market was the USA, 

with imports amounting to some € 18 billion. In 1998 the EU trade surplus with SE Asia was 

considerably reduced, mainly due to the spillover effect of the SE Asian crisis and its spread to 

other regions in the world. 

 

One positive effect of the SE Asian crisis is that the EU trade surplus with USA has improved 

compared with 1997. As a result, in 1998 the USA became EU’s primary market for both exports 

and imports. This was a significant structural change stemming in particular from the effect of the 

crisis. 

 

The chemical industry’s contribution to EU gross domestic product amounts to 2.4%. This may 

seem small at first sight, but should be re-assessed in the light of both the shrinking contribution of 

industry as a whole to GDP in advanced economies and the wide penetration of chemical products 

into all branches of the economy. 

 

Throughout the EU, some 34 000 chemical companies employ a total staff of about 1.7 million 

people, or 7% of the overall workforce in the manufacturing industry. This is some 14% less than in 

1990, whereas production has grown by 31% in real terms. 

 

It should be stressed that the labour force employed in the chemical industry is more qualified, 

better trained and better paid than the average
1
. 

 

 

                                                 
1 Profile of the Chemical Industry (2000): http://www.cefic.be/activities/eco/FactsFigures/ 
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2. Chemicals policy - problems facing the industry 

 

The White Paper on chemicals is a first step towards an urgently-needed comprehensive 

modernisation of EU legislation on substances and products, leading to a more transparent and 

workable chemicals policy. 

 

The industry will have to face the emergence of legal rules on existing and new substances aiming 

to ensure a high level of protection of human health and the environment. It is also planned to 

introduce a system called REACH (Registration, Evaluation and Authorisation of Chemicals) for 

the registration and evaluation of all substances in volumes exceeding 1 t/a. Binding deadlines for 

the registration will have to be met. The REACH system offers clear advantages to industry, such as 

increased flexibility on condition that adequate safety measures are taken. It is more open to 

technological developments and will lead to a custom-tailored safety net for problematic 

substances
2
. 

 

The White Paper shifts the main responsibility for risk assessment and testing of chemicals to 

industry and assigns to the authorities only the role of checking these assessments, in order to 

identify substances or uses that may be of concern and where necessary will be subject to 

restrictions or authorisation. Authorities and industry will have to work together to determine what 

information is needed to estimate possible risks. Industry will be responsible for the safety of its 

products, while the authorities are responsible for a framework within which industry can operate. 

The remaining information (exposure-oriented testing, risk estimates, proposed risk management) 

would be completed 18 years after the legislation enters into force. Thus a rigid time schedule for 

the industry is essential for success, and no production, marketing or use should be allowed if these 

time frames are not met (‘no data, no market’). To better address data- gathering needs, 

responsibility for drawing up chemical knowledge portfolios for existing and new substances 

produced in volumes exceeding the identified threshold must be allocated to industry. The strategy 

requires precise information on the number of chemicals and available data from industry. 

 

Risk assessment based on sound science must form the basis of the new policy. Preliminary risk 

assessments should be carried out by industry and the results and data delivered should be 

independently checked through a Quality Assurance system, for example for independent 

validation. Industry should provide the authorities with information about all substances as set out 

in the REACH system. Below the REACH system thresholds, industry should generate the 

necessary safety data and keep the records available. Downstream users (in particular SMEs) have 

responsibilities in the evaluation phase. Although manufacturers should carry out the testing of 

chemicals, downstream users should help pay a portion of the costs.  

 

The authorities must be informed about any downstream use which has not been envisaged by a 

manufacturer or importer and which has not therefore been addressed in the preliminary risk 

assessment. Industry should have responsibility for performing risk assessments. This will require 

the manufacturers or importer as well as the downstream user to carry out adequate risk assessments 

for substances and preparations. Authorisation requires industry to take a pro-active role in the 

                                                 
2 Stakeholders´ Conference on the Commission White Paper on the Strategy for a Future Chemicals Policy. Brussels, 

April 2, 2001.Conference report. 
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evaluation process. If analytical tools need to be developed to monitor exposure, their availability 

should be a prerequisite for authorisation. 

 

Industry should deliver data and should take responsibility and hold liability for the products they 

put on the market, and therefore prove that the substances they produce are the safest available for 

the purpose they intend to serve. Industry should effectively prove its ‘responsible care’ for the 

public by delivering valuable data and producing ever- safer substances that adequately serve 

people’s needs. Industry will have to provide a list containing comprehensive information on the 

classification and labelling of all dangerous substances on the market. 

 

The White Paper proposes possibly eliminating certain particularly dangerous substances and 

products. This could have potentially serious consequences for the chemical industry, especially for 

the many smaller companies that make up the industry in Europe. 

 

The Commission considers that the general public is entitled to access to information about 

chemicals. This right must be given concrete form due to manufacturers’ need to treat some types of 

information confidentially. 

 

For the whole system to work it is evident that a substantial increase in human and financial 

resources is needed. Adequate financial resources should therefore be allocated from the European 

Institutions and Member States. Industry should contribute to financing the system through a 

differential fee, according to the substances registered. The more hazardous a substance is expected 

to be, the higher the fee to be paid. The money that industry contributes should cover costs for 

administration, evaluation, carrying out risk assessments and the independent validation of data and 

testing results at all levels. 

 

The estimated costs to the industry of the new chemicals policy are: 

 

- testing costs for existing substances: (€ 2.1 billion over 11 years= € 0.2 billion/year) 

 

- the industry’s human resources: an estimate is hardly possible because an increase can be 

expected for processes such as the authorisation process, but a reduction can be expected because 

of: 

 -  no notification of substances between 10 kg and 1 tonne/year/manufacturer, 

 -  less strict requirements for certain substances such as intermediates with low exposure, 

 -  less strict requirements for research and development. 

 

- the requirements for industry regarding long-term studies.  

 

Much information possibly exists already at company level for substances between 1 and 10 t. One 

relevant factor is the willingness of industry to help with the design of the central system. 

 

The strategy will require many qualified people to produce, collect, communicate, evaluate and 

monitor data. The industry will need to find the necessary people and expertise
3
. 

 

                                                 
3 Commission of the European Communities, ‘White Paper on Strategy for a future Chemicals Policy’, Brussels, 27 

February 2001, COM(2001) 88 final. 



EU Chemicals Policy 

 

 

 

PE 308.450 - 8 - 

II. EVOLUTION OF LEGISLATION ON CHEMICALS  
 
1. Introduction 

 

Chemicals in the environment constitute without any doubt one of the most serious environmental 

problems, whether they appear as substances or preparations, products or wastes, as additives or 

contaminants or in the form of emissions, discharges or residues: for the environment it is irrelevant 

whether it is harmed by a product or a waste, an air emission or a water discharge
4
. 

 

Major accidents in the chemical industry have occurred world-wide. Increasing industrialisation 

after the Second World War also led to a significant increase in accidents involving dangerous 

substances. In Europe in the 1970s one major accident in particular prompted the adoption of 

legislation aimed at the prevention and control of such accidents. 

 

The Seveso accident happened in 1976 at a chemical plant manufacturing pesticides and herbicides. 

Although no immediate fatalities were reported, kilogram quantities of a substance lethal to man 

even in microgram doses were widely dispersed which resulted in an immediate contamination of 

some ten square miles of land and vegetation. More than 600 people had to be evacuated from their 

homes and as many as 2000 were treated for dioxin poisoning
5
.
  

 

 

2. Areas of chemicals legislation 

 

Community legislation on chemicals has developed on an ad-hoc basis and continues to largely 

follow different objectives, principles and priorities. Historically, food legislation was the first. It 

sought to create common standards for food by drawing up Community-wide positive lists for food 

additives and later laying down detailed provisions on the composition of individual food products. 

 

Environmental considerations have never played any significant role in the 35 years of Community 

food legislation. Similar observations apply to Community legislation on pharmaceuticals and 

cosmetics which was developed since the mid-sixties and which tried, through authorisation for 

each individual pharmaceutical product and through framework provisions for cosmetics, to ensure 

adequate protection of human health in an internal market. 

 

Agricultural legislation on animal feedingstuffs, fertilisers, pesticides and other chemicals in 

agriculture concentrated more on achieving the objectives of Article 33 of the EC Treaty − 

increasing agricultural productivity and income to farmers − than on regulating aspects of chemicals 

in the environment; these aspects therefore played only a subordinate role, in particular also because 

Member States could not agree on a system for Community-wide authorisation of pesticides. 

 

Social policy legislation undertook to ensure safety at work, in particular the protection of workers 

from the risks of exposure to chemicals − but also to physical or biological agents, noise or ionising 

                                                 
4 Gerad Winter (2000), Studies on Environmental Law. Risk Assessment and Risk Management of Toxic Chemicals in 

the European Community. Experiences and Reform, Nomos Verlagsgesellschaft. 
5 Chemical Accident Prevention, Preparedness and Response: 

 http://www.europa.eu.int/comm/environment/seveso/index.htm 
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radiation. While in the earlier seventies the working environment was seen as part of general 

environmental policy, the two areas have since moved apart. At present, Article 95 of the EC Treaty 

makes it clear that environment policy and working environment policy are two separate policy 

areas. 

 

Moreover, the emerging, legislation on genetically modified organisms is developing its own 

legislative techniques, though it cannot deny its provenance from general chemical legislation. This 

gradual separation is, in the last instance, due to the fact that genetically modified organisms are 

organisms and not chemicals, a fundamental difference which is likely to increase in future rather 

than diminish. 

 

The common feature of all this legislation is that it is health-oriented and that it tries to address the 

placing of products on the market and establish basic standards as regards the health and safety of 

individuals.  

 

These different sectors of Community policy and law developed their own criteria for setting 

objectives, determining priorities and fixing Community rules which balanced the different Treaty 

objectives. Chemical legislation in the more restricted sense, concerning chemical substances and 

preparations and bans or restrictions on their use is, compared to the overall legislation, only a 

limited part of Community activity
6
.
 

 

 

3. The evolution of a European chemicals policy 

 

Forty years of European chemicals policy can be divided into four decades with different 

approaches. Today's knowledge and experience give us ample reason to reconsider the aims of the 

policy and the roles of different players, and to (re)develop adequate instruments for the next 

decade. Guiding principles should be: 

 

-  sound science, 

-  producers’ responsibility, 

-  life cycle analysis of products, 

-  the public’s right to know, 

-  clear frameworks, 

-  sharing the burden of proof, 

-  a precautionary approach. 

 

In the first decade, starting around 1960, the Council of Europe produced the ‘Yellow Book’, in 

which health and safety data on several hundreds of relevant chemicals were summarised under the 

responsibility of a group of experts that drew essentially on its own knowledge and its good 

contacts with industry. This Yellow Book was the basis of the first Annex 1 to Directive 67/548, 

which is still an important legal instrument today. 

 

In the second decade, the European Union continued this work, expanded Annex 1, began to 

concern itself with workers’ safety and issued the first limitations on use for health or 

environmental reasons. Work also started on pesticides, again based on the experience of the 

                                                 
6 Gerad Winter (2000), op.cit.. 
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Council of Europe. Insight into potential longer-term effects of chemicals increased significantly in 

this period. 

 

In the third decade, awareness increased that a more preventive approach to problems with 

chemicals was necessary, resulting in the ‘6
th 

amendment’ to Directive 67/548 in 1979, in which an 

obligation was imposed on the industry to notify its new substances, with data relevant for human 

health and the environment, including some indication of potential exposure. At that time the 

tendency in society was to give overall responsibility to the authorities. The industry was not 

considered a full partner that should autonomously bear explicit responsibility. 

 

In the fourth decade, major attention focused on improving systems, building common ground for 

decisions in an expanded European Union and developing sound procedures. 

 

Procedures for the gradual evaluation of ‘existing substances’ (as opposed to ‘new substances’) 

were developed, aiming at coming to grips with the main potential effects for man and the 

environment of the bulk of old chemicals. In this decade, we also see the development of risk-

assessment procedures and risk-assessment strategies for new and existing chemicals. 

 

The OECD played a vital role, both in developing test guidelines and in the approach to ‘high 

production volume chemicals’ (HPVCs). The industry began to develop the concept of Responsible 

Care. 

 

The policy instruments of the four decades reflect the time and circumstances in which they were 

created and represent major steps at those times
7
.
 

 

In the fifth (current), the European Council initiated a major review of EU legislation on chemicals. 

The final orientation of the reform was known when the Commission published its White Paper on 

EU chemicals policy (February 2001). Thereafter, legislative proposals will be in the regulatory 

landscape in this area of Community law
8
.
 

 

The debate on a review of EU chemicals policy first started with the accession of Austria, Finland 

and Sweden to the EU. Supported by Denmark, they demanded a revision of EU chemicals policy 

and, more particularly, additional labelling for some moderately harmful chemical substances
9
.
 

 

The intentions of the EU regulators are already known: industry will face increased responsibility 

for ensuring that the production and use of chemicals conforms to high standards of protection of 

human health and the environment. The declared aim of what is known as the ‘EU Chemicals 

Review’ is ‘to develop a new, integrated and coherent chemicals policy adequately reflecting the 

precautionary principle and the principle of sustainability and specifying the obligations incumbent 

on the parties involved’. It is based on the realisation that thirty years of EU chemicals policy have 

allowed the industry to operate within a common European market but failed to ensure that only 

                                                 
7 Gerad Winter (2000), op.cit.. 
8 Jean-Philippe Montfort (September 2000), The EU Chemicals Review. EU legislative review and plans for future 

changes in EU chemicals control legislation. Partner, Keller and Heckman LLP, Brussels, Belgium. 
9 Environmental Briefing (May 2001). ‘The new EU Chemicals Strategy. Implications for doing business in Europe’. 
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safe chemicals are being produced and marketed in the EU. In particular, the Review aims to 

streamline and simplify the four major existing EU legislative instruments on chemicals
10

.
 

 

 

3.1. EU chemicals legislation  

 

The four major existing EU legislative instruments on chemicals are: 

 

-  Directive 67/548/ECC on dangerous substances 

-  Directive 88/379/ECC on dangerous preparations 

-  Regulation 793/93/EC on existing chemicals 

-  Directive 76/769/ECC on the marketing and use of certain dangerous chemicals
11

. 

 

All four legal acts were adopted under the provisions of the internal market. While Directives 

67/548 and 76/769 were originally adopted under Article 94 ECT, Directive 88/379 and Regulation 

93/793 were based on the provisions of Article 95 ECT, which was incorporated into the EC Treaty 

in 1987. And all the amendments of Directives 67/548 and 76/769 since 1987 have also been based 

on Article 95. 

 

Both Articles 94 and 95 are provisions which are intended to ensure the establishment and 

functioning of the internal market; this objective is expressly mentioned in Article 94 and indirectly 

in Article 95, where reference is made to the core provision of the internal market, which is Article 

14. The fact that Article 95 expressly mentions the environment does not make it an environmental 

provision, since the EC Treaty has contained since 1987 a provision stipulating that environmental 

requirements are to be incorporated into the definition and implementation of other Community 

policies. 

 

All four legal acts are to a large extent concerned with determining the effect of chemicals on 

human health and deciding on these effects
12

 on the basis of data.
 

 

 

3.2. The Dangerous Substances Directive 67/548/ECC  

 
The Dangerous Substances Directive 67/548/ECC was adopted in 1967 to provide a harmonised 

system of classification, packaging and labelling of dangerous substances. Since then it has been 

amended eight times and its annexes are regularly ‘adapted to technical progress’. 
 

The original provisions of the Dangerous Substances Directive still largely apply today. More 

specifically, the Directive requires the persons responsible for placing chemical substances on the 

EU market to classify them on the basis of their intrinsic, dangerous properties (e.g.; toxicity, 

carcinogenicity) and to label them accordingly with required danger symbols and risk (‘R’) and 

safety (‘S’) phrases indicating the risks involved and the safety measures to be taken when using the 

substance. While it is generally the manufacturers’ responsibility to apply the classification and 

                                                 
10 Issue of the Newsletter of the American Bar Association, Section of Environmental, Energy and Resources. 

Committee on International Law (November 2000) ‘ The EU Chemical Review: How to deal with the ‘Burden of 

the past?’ 
11 Jean-Philippe Montfort (September 2000), op.cit.. 
12 Gerad Winter (2000), op.cit.. 
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labelling (C and L) provisions of the Directive to their chemical substance, in some cases the 

competent authorities themselves establish the C and L of a given substance, in which case it is 

reproduced in Annex 1 to the Directive. The classification of a chemical substance may also lead 

authorities to take measures restricting the marketing and use of the substance under Directive 

76/769/EEC. 

 

In 1979 the Sixth Amendment (Directive 79/831/EEC) to the Dangerous Substances Directive 

organised the reporting of all chemical substances that were placed (or to be placed) on the EU 

market before 18 September 1981, their listing on the European Inventory of Existing Commercial 

Chemical Substances (EINECS) and the requirement for any manufacturer wishing to market a 

‘new’ substance (those not reported for listing on EINECS) to notify the national competent 

authorities prior to its marketing in the EU. 

 

The Sixth Amendment therefore created a dual system whereby the ‘existing’ substances could be 

freely marketed subject to compliance with the C and L provisions of the Directive, while for ‘new’ 

substances, substantive data had to be provided to authorities before they were marketed by any 

manufacturer or importer. This system is still in place today and is embodied in the Seventh 

Amendment to the Dangerous Substances Directive (Directive 92/32/ECC). 

 

Significantly, when a ‘new’ substance has been reviewed, it is not added to the list of ‘existing’ 

substances. It does appear on another list (the European List of Notified Chemical Substances − 

ELINCS) but this listing only reflects the fact that an authorisation has been granted for that 

substance. Subsequent manufacturers or importers will not be able to market or import the same 

substance on that basis; each will be obliged separately to notify the same substance. 

 

More specifically, each notifier of a new substance is required to submit a technical dossier with 

extensive information on the production, use, properties and adverse effects of the substance, and a 

proposal for its classification and labelling. The data requirements vary depending on the volume of 

the substance to be placed on the EU market. 

 

Significantly also, since 1993 a risk assessment has been required for each new substance to 

evaluate potential dangers to human health and the environment based on exposure, a system 

introduced by Directive 93/67/EEC and then reproduced for the evaluation of ‘existing’ 

substances
13

.
 

 

 

3.3. The Dangerous Preparations Directive 1999/45/EC 

 

EU legislation also distinguishes between ‘substances’ and ‘preparations’ (mixtures), the latter 

being the subject of a separate directive. In May 1999, the EU adopted a new Directive 1999/45/EC 

on the classification, packaging and labelling of dangerous preparations. The new Directive replaces 

the previous Dangerous Preparations Directive 88/379/EEC, as amended. Dangerous preparations 

are mixtures or solutions composed of two or more substances, at least one of which is considered 

dangerous and where the preparation itself is considered dangerous under the criteria of the 

                                                 
13 Commission of the European Communities, op.cit.. 
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Directive. Unlike the requirements for dangerous substances, however, ‘existing’ preparations were 

not reportable on EINECS, and ‘new’ preparations are not subject to any notification scheme. 

 

The new Directive reorganises and consolidates into a single text the provisions of the former 

preparations Directive and of its amendments, except for the provisions applicable to the safety data 

sheet (SDS) for preparations that remain covered by separate legislation (Directive 91/155/EEC). 

The new Directive also introduces the classification ‘dangerous to the environment’, already 

introduced and applicable to dangerous substances, and determines criteria for evaluating the 

environmental properties of preparations, principally through conventional calculation methods. 

The new Directive also extends the labelling and packaging requirements of the Directive to 

preparations that are not considered dangerous, but may nevertheless pose certain dangers to users, 

including professional users. Finally, the scope of the new Directive is extended to cover explosives 

and, with effect from 2004, plant protection products and biocides. In four years’ time these 

products will be subject to both the provisions of the new Dangerous Preparations Directive and the 

specific requirements applicable under the specific Directives applicable to them (Directives 

91/414/EEC and 98/8/EC, respectively).  

 

 

3.4. The Existing Substances Regulation 796/93/EEC  

 

As mentioned above, under current EU legislation ‘existing substances’ can be marketed in the EU 

without pre-market notification, subject to their compliance with the C and L provisions of the 

Dangerous Substances Directive. In March 1993, however, concerned at the marketing of a great 

number of substances (the EINECS contains 100 106 substances) for which little data is known to 

be available, the EU adopted Regulation 793/93/EEC on the evaluation and control of the risks of 

EINECS-listed substances.  

 

Regulation 793/93/EEC first organised the collection of minimum data on ‘existing’ chemicals, 

starting with high production volume (HPV) chemicals produced in excess of 1000 tonnes per year 

and followed by low production volume (LPV) chemicals. The Regulation then organised the 

evaluation of reported substances, starting with substances that, due to their intrinsic, dangerous 

properties and/or high production volume, had to be treated as a priority. More specifically, each 

listed substance is assigned a Member State’s competent authority as ‘rapporteur’. The substances 

are then evaluated at EU level on the basis of the reports prepared by the rapporteur so that risk 

management measures can be adopted, if and as necessary. The basic principle of the Regulation is 

that the evaluation and control of hazardous chemicals must be based on an assessment of their 

actual risk to human health and the environment rather than solely on their intrinsically hazardous 

properties. For those substances considered to be ‘of concern’, the Regulation requires authorities to 

draw up and publish risk reduction strategies. Depending on the circumstances of each case, the 

assessment may lead to a restriction on marketing and use under Directive 76/769/EC and 

publication of its classification under Annex I of the Dangerous Substances Directive. 

 

The basis for the evaluation is described in Commission Regulation 1488/94/EEC. It reproduces the 

principles of the current risk assessment for new substances under Directive 93/67/EEC. 
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3.5. Directive 76/769/EEC on the Marketing and Use of Certain Dangerous Chemicals 

 

The last instrument under review is Directive 76/769/EEC on restrictions on the marketing and use 

of certain dangerous substances and preparations. This legislation was introduced to deal with 

situations where it is not sufficient to regulate chemicals through their classification and labelling.  

 

Those substances for which restrictions have been introduced are listed in the Annex to the 

Directive, along with the conditions of their restriction. The Directive initially restricted the use of 

polychlorinated biphenyls (PCBs) and polychlorinated triphenols (PCTs) and introduced a ban on 

the use of vinyl chloride monomer as an aerosol propellant. To date, some 20 amendments to the 

Directive have added restrictions on about 40 substances or groups of substances (900 individual 

substances in total), including chlorinated solvents in decorative ornaments; substances used in fire 

retardants and novelties; asbestos; content of paints and anti-fouling coatings; alkaline manganese 

batteries; pentachlorophenol (PCP); cadmium; PCB substitutes; nickel in costume jewellery; 

flammable gases in aerosols for decorative or entertainment purposes; hexachloroethane (HCE) in 

non-ferrous metals; and, more generally, all substances classified as carcinogenic, teratogenic and 

mutagenic.  

 

Restrictions under Directive 76/769/EEC can be imposed following the review of a ‘new substance’ 

notified under the Dangerous Substances Directive or after completion of the risk assessment called 

for under the Existing Substances Directive. However, restrictions are also adopted in other 

circumstances.  

 

Significantly, it is generally considered that the Directive creates a general framework for 

Community-wide prohibitions or restrictions on the marketing and use of certain dangerous 

chemicals, so that other chemical substances would enjoy free circulation in the single market 

provided that they meet the C and L and notification obligations of the Dangerous Substances 

Directive. This is not the view of the European Court of Justice (ECJ) which, in a very recent and 

controversial case (Case C-473/98 of 11 July 2000), ruled that nothing prevents a Member State 

from prohibiting the use of a substance (in that case, trichloroethylene) that it considers to be 

dangerous to man or the environment, even if this substance is properly classified and labelled, if it 

has not been subject to a restricting measure under Directive 76/769/EEC or a full risk assessment 

under Regulation 793/93/EEC
14

.
 

 

 

4. Initial assessment of the legislation 

 

The Dangerous Substances Directive is one of the four major instruments of chemicals legislation 

currently being subjected to a thorough review by the Commission. In its November 1998 report, 

the Commission noted that the provisions of the Directive had generally proven satisfactory in 

ensuring a single market for chemicals and protecting man and the environment; however, the 

Commission also identified a need to restructure the Directive to give it the necessary clarity and 

transparency and ensure that it did not hamper European industry’s innovation and competitiveness. 

  

                                                 
14 Jean-Philippe Montfort (September 2000), op.cit.. 
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In particular, the Commission contemplates separating the C and L provisions of the Directive from 

those on notification into different legal instruments and combining in one instrument the C and L 

provisions for both dangerous substances and preparations. It would also seek to streamline the C 

and L provisions of the Directive and simplify the current ‘R’ and ‘S’ phrases, taking account of 

international developments, including the work of the OECD on a Globally Harmonised System 

(GHS). As regards notification, the Commission wishes to find the ‘right balance’ between ensuring 

the safety of consumers and users of chemicals and the need to encourage development of new and 

safer substances which could replace more toxic existing substances.  

 

The Commission’s November 1998 Report on the operation of the Dangerous Preparations 

Directive was issued shortly prior to the adoption of the new Dangerous Preparations Directive. 

Even if most of the issues raised in the 1998 Commission report on the operation of the Directive 

have been addressed by adoption of Directive 1999/45/EC, the Commission is looking for further 

modifications to the Dangerous Preparations Directive in terms of enforcement (notably via liability 

mechanisms), comprehensibility of the labels (simplification of the R and S phrases) and 

transparency (access to information on preparations). 

 

The data collection exercise organised by Regulation 793/93/EEC was completed in 1995. Of the 

100 000+ substances listed on EINECS, data on 2500 HPVs and 7000 LPVs were collected through 

that process. This data is stored in the IUCLID database. Of those substances, however, only 110 

priority substances were identified, and the risk assessment process under Regulation 793/93/EEC 

has been completed for only 20 to 30 of them. 

 

In its report on the operation of Regulation 793/93/EEC, the European Commission highlights the 

above figures as evidence of the operational weaknesses of the Regulation in dealing with the so-

called ‘burden of the past’ and identifies a number of explanatory factors, including the complexity 

of the existing procedure, requiring the establishment of priority lists, extensive data collection, and 

detailed review by the technical experts of EU competent authorities. It also notes the 

comprehensiveness of the risk assessment process, a very ambitious programme as compared to the 

assessment programmes in place in other parts of the world and to those being developed at the 

international level, notably by the OECD. In 1998 the Commission therefore requested a review of 

these procedures and renewed commitment by the Member States and industry to dealing with 

existing substances. As is described more fully below, the Commission is now contemplating a 

notification system for existing chemical substances much like that in place for ‘new’ chemical 

substances.  

 

In its November 1998 Report on the operation of Directive 76/769/EEC, the Commission first notes 

that the Directive has generally proven effective in relation to its internal market objective. (This 

judgement is likely to be seriously affected by the recent Court case described above.) As regards 

its other objectives, the Commission notes that most restrictive measures have been adopted to 

protect the health of the population, with very few provisions directed at protecting the 

environment. It also notes the inappropriateness of the co-decision procedure when taking urgent 

decisions under the Directive, particularly where science remains uncertain. The Commission also 

suggests reviewing the Annexes to the Directive to make it more accessible and would like to obtain 

additional powers to be able more rapidly to adapt the Directive to technical progress for newly-

classified substances and/or in case of emergency.  
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The Commission also calls for the development of methodologies for targeted risk assessments to 

allow cost-effective measures to be taken in cases where there is both scientific uncertainty and a 

threat of serious or irreversible damage. We are here at the heart of the ‘precautionary principle’ 

that was at the centre of the public debate throughout 1999 and led to the adoption of an important 

Commission communication in February 2000.  

 

 

5. Other EU chemicals legislation 

 

In addition to the four instruments described that are subject to the EU Chemicals Review per se, 

other legislative instruments are in place that regulate chemical products in the EU, such as 

Directive 91/414/EEC on plant protection products and Directive 98/8/EC on biocidal products. 

While these instruments are not at the centre of the EU Chemicals Review, they will certainly be 

affected by it. For example, if the Review, as is expected, leads to a major ‘centralisation’ of the 

review of chemicals at EU rather than national level, the current system of authorising pesticides 

and biocides at national level is also likely to be questioned. At this stage, however, speculation on 

the potential effects of the Review on these other EU chemicals instruments would seem to be 

premature
15

. 

 

Specific provisions were also adopted with regard to fertilisers (Directive 76/116/EEC), major-

accident hazards  involving dangerous substances (Directive 96/82/EC), principles of Good 

Laboratory Practice (Directive 87/18/EEC) and the verification of their applications (Directive 

88/320/EEC)
16

. 

 

 

6. Achievements 

 

A major trigger for European harmonisation in the chemicals area has always been the completion 

of the internal market: removing and avoiding barriers to trade. This goal has clearly been reached: 

all EU countries basically have the same legal infrastructure and a similar approach to chemicals, 

based on risk-assessment and including common procedures for evaluation. Whether this has 

always served the second official goal ‘ensuring a high level of protection for man and the 

environment’ is less sure. Although for most chemicals which we now know pose important risks to 

man or the environment, control measures have been taken, one can clearly see that in many cases it 

has taken a long time to come to decisions (e.g. asbestos about 20 years, PCP not solved in 20 

years); supposed commercial interests, protecting the less-innovative parts of the industry, seem to 

have weighed more heavily in the balance than real environment or health risks, the burden of proof 

always being on those who want to limit the risks. 

 

There is still a large burden from the past; although much has been achieved, it has not been 

sufficient to attain the overall goals, in terms of convincing society and demonstrating that we 

                                                 
15 Jean-Philippe Montfort (September 2000), op.cit.. 
16 Chemicals Products, Introduction: http://europa.eu.int/scadplus/leg/en/lvb/121270.htm 
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ensure a high level of protection. The system is essentially data- or procedure-driven, not explicitly 

safety-driven, with little or no role for real ‘responsible care’ or ‘product stewardship’ by industry
17

.
 

 

 

 

III. COMMENTS ABOUT THE STRATEGY FOR A FUTURE CHEMICALS POLICY 

 

1. White Paper on Chemicals Policy 

 

The European Commission has adopted a White Paper setting out its strategy for a future 

Community Chemicals Policy (COM(2001) 88). It lists the objectives that must be met in order to 

achieve sustainable development in the chemicals industry within the framework of the Single 

Market: 

 

- protection of human health and the environment, 

- maintenance and enhancement of the competitiveness of the EU chemical industry, 

- prevent fragmentation of the internal market. 

- increased transparency, 

- integration with international efforts, 

- promotion of non-animal testing, 

- conformity with EU international obligations under the WTO
18

. 

 

One of the key elements of the strategy is the introduction of a unified strategy for ‘new’ 

substances’ (those first put on the market after September 1981) and ‘existing’ substances. The 

White Paper therefore proposes the introduction of a system called REACH – Registration, 

Evaluation, and Authorisation of Chemicals. The specific requirements of the REACH system 

depend on the hazardous properties, uses, exposure and volumes of chemicals produced or 

imported. For new substances, the testing requirements will be more flexible than at present. For 

existing substances, the White Paper proposes the introduction of widespread testing, with varying 

deadlines depending on the production volume and the known or suspected dangerous properties of 

the substance. Much wider registration will also be required for existing substances, so that all 

substances of which over 1 tonne/year is produced will have to be registered by the end of 2012. 

Earlier deadlines will apply for substances produced in greater quantities. 

 

Other important elements of the proposed strategy include extending the authorisation process, so 

that a wider range of chemicals will require authorisation before they can be marketed. There will 

also be a more centralised registration process, with the European Chemicals Bureau taking on a 

more extensive role. The White Paper also proposes imposing new obligations on industrial users of 

chemicals, requiring them to carry out some form of risk assessment and provide certain 

information. Under the current system, this obligation is limited to manufacturers and importers of 

chemicals
19

.  

 

 

 

 

                                                 
17 Gerad Winter (2000), op.cit.. 
18  Commission of the European Communities, op.cit.. 
19 Freshfields Bruckhaus Deringer (March 2001). EPR News 'White Paper on Chemicals Policy’. 
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2. The position of VCI (Verband der Chemischen Industrie e.V) 

 

The German chemical industry supports the general objectives of the White Paper presented by the 

EU Commission and in particular the systematic review of new and existing substances according 

to a uniform concept with strict deadlines. This is in the interest of industrial health and safety, the 

protection of consumers and the environment, and industry will be able to plan ahead more reliably. 

 

VCI is fully aware of major gaps in the transfer of knowledge about existing substances in 

standardised risk assessments that can be understood by authorities and the general public. But after 

many years of experience with existing substances the chemical industry points out that there is no 

magic formula in the evaluation of chemicals. Quite often well-researched substances are the 

subject of controversy in expert circles and among the general public. In many cases the underlying 

reason is not a shortage of data but the lack of generally-accepted rules and conventions in the 

evaluation. Therefore the White Paper will bring about the desired improvements only if the further 

development process which is now beginning is guided by a constructive dialogue based on sound 

facts. Industry is ready for this dialogue. 

 

The aim of comprehensive legislation on chemicals must be the safe use of substances throughout 

their life cycles. For this reason VCI supports the risk-based approach to chemical safety as outlined 

in the White Paper. This is the only way to achieve the objective of a sustainable chemicals policy. 

The idea of gradually removing substances with dangerous properties from the market ignores the 

benefits that dangerous substances can also offer to modern industrial society and the experiences of 

authorities and industry in the management of dangerous substances since the beginnings of the 

industrial society as we know it. 

 

There are two essential points on which the White Paper may be criticised. 

 

- It ignores and does not assess the immense number of legal provisions on industrial health and 

safety and protection of consumers and the environment in connection with substances, including 

carcinogenic and mutagenic substances. Legislators and authorities were not inactive in the past 

– notwithstanding the shortcoming of the EU Regulations on existing substances. Moreover, EU 

chemicals legislation is very complicated. The White Paper does not examine this large set of 

rules and does not try to incorporate it into a coherent overall concept, as the Council of 

Environment Ministers demanded in 1999. 

 

- In the White Paper the Commission does not sufficiently evaluate the economic and social 

impact of the REACH system (Registration, Evaluation and Authorisation of Chemicals) on the 

competitiveness of European industry throughout the manufacturing chain – from manufacturers 

of substances (e.g. the chemical, mineral oil, building materials and metal industries) to 

downstream users in the manufacturing chain (e.g. the automobile and electronics industries but 

also small and medium-sized enterprises). This must be urgently remedied in further 

deliberations, and a comparison with the most important competitor regions, such as the USA 

and Japan, must be included. The attractiveness of industrial sites in Europe to globally operating 

companies throughout the manufacturing chain must not be jeopardised, and this holds true also 
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for the existence of SMEs who provide many of the three million jobs that depend directly or 

indirectly on the chemical industry and are mentioned in the White Paper
20

.
  

 

 

3. EEB (European Environment Bureau) comments 

 

The EEB generally welcomes the White Paper as proposed by the Commission as a positive step 

towards protecting human health and the environment. Knowledge and control of hazardous 

substances should be one of the most important projects of the 6
th
 Environment Action Programme. 

The current situation is characterised by toxic ignorance, an ineffective reporting and control system 

and hence by an ongoing in vivo experiment with man and nature. This situation needs a 

fundamental reform. The proposed strategy seems to adopt an approach which may lead to a safer 

future as regards the regulation of hazardous substances. The EEB welcomes the common approach 

which is now proposed for both existing and new substances, but demands that a high level of 

protection should be guaranteed. 

 

The EEB’s demands are as follows: 

 

(1) a full right to know, including what chemicals are present in products; 

(2) a deadline by which all chemicals on the market must have had their safety independently 

assessed; all uses of a chemical should be approved and should be demonstrated to be safe 

beyond reasonable doubt; 

(3) a phase-out of persistent or bioaccumulative chemicals; 

(4) a requirement to substitute less safe chemicals with safer alternatives; 

(5) a commitment to stop all releases to the environment of hazardous substances by 2020. 

 

The clear target to cease all releases of hazardous substances to the environment by 2020 still needs 

implementation. The White Paper presents a very good opportunity to really give this aspiration 

flesh and bone. 

 

Starting from the most important part of the new system, the ‘authorisation’, the EEB would like to 

propose that the word ‘authorisation’ be replaced by ‘banning of substances of concern, with 

derogation for strictly defined uses where safer alternatives are not available’. This wording would 

clarify the action to be taken on unwanted substances and it would prevent introduction of a 

contradiction in terms which would inevitably spring from application of a ‘positive’, accepting 

wording being tied to substances otherwise recognised as hazardous to the environment and human 

health! 

 

In addition such a wording would strengthen the implementation of the substitution principle, which 

is currently weakly addressed in the White Paper. 

 

The scope of the substances which (based as a minimum on criteria at present applied 

internationally) potentially need banning should be extended to all persistent and bioaccumulative 

substances, to all carcinogenic, mutagenic and toxic-to-reproduction substances (categories 1,2,3), 

to all endocrine-disrupting substances and sensitisers. 

                                                 
20 Frankfurt am Main (March 2001) ‘Strategy for a future Chemicals Policy. The position of VCI (Verband der 

Chemischen Industrie e.V.) on the White Paper by the EU Commission in February 2001’. 
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Furthermore, heavy metals (especially mercury, lead and cadmium) and their toxic derivatives 

should also be phased out unless these are essential for a specific application where they present 

negligible risk and no alternatives exist. In addition there should be a general obligation for 

producers and downstream users to use the safest available chemicals. 

 

All the above properties should therefore be identified through the data and testing requirements 

included in the information package which will be submitted during registration. Registration 

should be requested for all substances, whether individual or contained in products, exceeding a 

cumulative production threshold of 1 tonne and not only the threshold of one tonne per producer, 

since these substances will in total contribute to a considerable exposure to the public. For that 

reason the production volumes of each substance should be reported as soon as possible and on a 

continuous basis. 

 

In view of the fact that the currently marketed substances may be of great concern to the 

environment or human health, it is very important that these properties are identified as soon as 

possible. 

 

Strict deadlines for the registration of substances should be set according to their qualitative 

properties or a tonnage threshold (considering production volumes even lower than the 1 tonne per 

producer threshold), and sanctions should be imposed if these deadlines are not met, by marketing 

prohibitions. 

 

Furthermore the future chemicals strategy should also cover commercially-exploited naturally-

occurring substances, polymers and other materials, which are insufficiently covered by existing 

legislation. 

 

Information should be made available to and from downstream users to producers concerning 

potential uses and hazardous properties. Safety data should not be considered confidential and 

consumers should have the right to know the constituents in products in order to make informed 

decisions on their choices. 

 

To ensure that decisions are made with the intention of protecting the environment and human 

health, and not only for the economic benefit of shareholders, it has to be ensured that these 

decisions are being taken by independent bodies under the responsibility of the Member States or 

the Commission. This however does not mean that the burden of proof of the hazardousness of a 

substance will lie with the latter. Tailor-made assessments for substances of major concern – 

because of their properties or their high exposure – if those substances are not banned, should be 

under the responsibility of the Member States. Industry could be allowed to carry out risk 

assessments for substances of minor concern
21

.  

 

 

                                                 
21  Input to the Stakeholder conference on the Chemicals White Paper (2 April 2001).’ EEB first comments to the 

White Paper on the future EU Chemicals Policy’. 
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4. RSC (Royal Society of Chemistry) comments 

 
The Royal Society of Chemistry welcomes the overall intention of the Strategy; i.e. to develop a 

single, harmonised approach to the assessment of the effects of chemicals on health and the 

environment within the European Community. 

 

General comments 

 

1. In order to achieve the overriding goal of sustainable development, the Commission has 

identified a number of political objectives that must be met in order to achieve sustainable 

development in the chemicals industry within the framework of the Single Market. 

Unfortunately, having specified them, the paper either makes no further significant reference to 

key areas (international harmonisation), or fails to appreciate the consequences of its actions 

(international competitiveness) or contrives to give contradictory messages (animal testing). 

 

 The Commission paper correctly indicates that the need to improve chemicals management 

policies is a global concern and that other governments are also beginning to address it. 

However, the logic of this position would suggest that at the very least a collaborative approach 

with other jurisdictions might be appropriate, even if global harmonisation were too difficult to 

achieve in the short term. A further advantage of such an approach would be that any problems 

at the level of the World Trade Organisation (WTO) could be identified and resolved at an 

early stage. Instead the Commission proposes independently to establish a new chemicals 

management system with no regard to developments elsewhere. It is recognised that the 

achievement of a sustainable future will require a significant level of innovation and 

investment. The Strategy makes some very useful proposals to reduce the cost of innovation in 

R and D and early marketing. However, it also imposes what is potentially a very bureaucratic 

system applied to all chemicals regardless of their hazard or risk profile. Furthermore, as we 

point out below, if tightening controls on authorised and other chemicals arbitrarily reduces the 

number of substances available in the marketplace, this will of itself place an artificial 

constraint on the palette of chemicals from which chemical innovations can be derived. 

 

 There are many references in the Paper to the need to minimise the use of animals in the testing 

of existing substances. There are also welcome indications that the Commission is prepared to 

fund research into alternatives to testing in animals, however there is also a commitment to a 

very short timetable, which, if it is to be delivered, cannot wait for new in vitro test methods to 

be developed and validated. Therefore the strategy will inevitably lead, at least initially, to a 

very significant increase in animal experiments. Once the backlog has been completed this will 

of course revert to the existing situation. 

 

2. There seems to be an underlying assumption that all the new test data envisaged for ‘existing 

chemicals’ will be valuable in protecting health and the environment. However, this is not 

necessarily so. All of the‘ existing’ materials have been in use in society for decades without, in 

the vast majority of cases, demonstrating significant damage to man or the environment. It is 

true that some of these substances might be generating long-term chronic impacts, but the 

testing strategy envisaged is not designed to focus on this type of effect. The starting point for 

the Strategy should be to ask ‘ what data do we need?’. Data gaps undoubtedly exist but an 

attempt should be made to identify those which really are important. This is especially pertinent 

in those areas that require animal testing, where it would be a totally unethical use of animals 
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simply to complete a bureaucratic box-ticking exercise. In addition, without some appropriate 

prioritisation, scarce resources will be tied up meeting blanket requirements that in many cases 

will be of little real value. 

 

3. Another underlying assumption seems to be that the strategy will, by generating increased test 

data on chemicals, reduce risks to man and the environment. However the strategy does not 

seem to have considered the societal implications that may result from the retrospective 

imposition of additional testing costs. It appears to have assumed that all the substances that 

society currently finds desirable, but which currently have ‘ insufficient’ test data, will be tested 

within the required period, and thus remain available in the marketplace. However, the reality 

is that many desirable substances are likely to be withdrawn from the market because the profit 

from current sales is insufficient to justify the costs of extensive testing. This reduction of the 

overall number of chemicals in the market may be seen by some as an advantage in itself, and 

indeed this might be the case if the substances that were withdrawn voluntarily were those that 

were most harmful. However, although it seems to be counter-intuitive it may in some cases be 

the ‘best’ or ‘safest’ substances that will be withdrawn, because they generate insufficient profit 

to cover the cost of testing. In these circumstances the Strategy could, in fact, prove counter-

productive, by removing materials that might otherwise have been used for substitution. 

 

4. The Strategy glosses over the major difficulties surrounding the issue of information about new 

uses. Although we recognise that this can be very important, it is in reality also highly 

problematic. In some cases, for example a new pesticide, the supply chain from original 

manufacturer to end user is likely to be very short and it is possible to identify which uses are 

involved, and when a new use is being contemplated. However, in the speciality chemicals 

sector supply chains can be very long, with a new chemical entity being compounded into 

several products which themselves are compounded into further products. The key question is, 

who will notify whom about a new use and on what criteria? This requires considerable 

additional thought otherwise systems established for this purpose could prove both exceedingly 

bureaucratic and probably ineffective. 

 

 In addition, problems in the risk assessment of downstream products containing, perhaps, 

several chemicals from different suppliers and countries are likely to be great. It may not 

always be acceptable to estimate hazard from data on separate components and from 

composition data. Also, methods of use and hence exposure potential may well be partly 

unknown. 

 

5. If the Strategy for existing chemicals proceeds in its current form then proper and realistic 

prioritisation and appropriate test exemption will be essential. It is vital that properly conducted 

literature reviews are carried out and assessments of significant data gaps made and published 

before any further testing, especially animal testing, is required. There should be a filtering 

system whereby if simple tests are ‘passed’, the need for further, more complex testing is 

reduced or waived. 

 

 The thresholds which trigger different testing requirements appear to be based solely on 

production tonnage. However, where practicable they should also take account of estimated 

exposure and potential impact. Just because a substance is produced at less than 10t does not 
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mean that it will have a limited effect on the environment if it is, for example, highly 

biologically active. Conversely, a substance produced at several 1000t per year may have 

minimal impact on the environment if it is an intermediate used to produce another material. 

 

6. New testing should clearly be carried out by approved laboratories in accordance with 

approved methods and quality control systems. However, the Strategy relating to existing 

chemicals should allow for the use of historic data that may have been produced in other ways. 

Assessing the reliability of such historic data will require judgement. However, without such a 

degree of flexibility, resources will be tied up unnecessarily and in some cases unnecessary 

duplicate animal testing could occur. 

 

 The Strategy is aimed at long-term improvement, over say a 20-year period. A further 

assumption underlying the Strategy appears to be that current toxicological methods will 

remain appropriate on this time scale. However, it is likely that in the near future they will be 

superseded by developments in toxicology resulting from the fast-developing area of genomic 

science. As such the Strategy needs to retain the flexibility rapidly to incorporate changes in 

technology concerning the delivery of data. 

 

 In this context we welcome the reference to ‘structure-activity’ correlation. Qualitative 

indications from structure are often a useful warning of what should be looked for in a test 

programme, thus saving animals and resources. However, care needs to be taken with 

quantitative prediction from structure, as it is currently far less certain and may be misleading. 

 

7. One of the objectives of the Strategy is to improve transparency. We also believe that this is 

important and is one way in which public confidence in chemistry and chemicals may be 

improved. We are in favour of proposals to improve the provision of safety information. 

 However, any moves to improve Safety Data Sheets should take account of the principle of 

proportionality. This would better enable precautions to fit the scale of use. Current Safety Data 

Sheets can be alarming, even alarmist, especially for small-scale users such as school 

laboratories
22

. 

 

 

5. CEFIC (European Chemical Industry Council) comments 

 

CEFIC, the European Chemical Industry Council, argues that there are a number of serious flaws in 

the Commission’s White Paper on chemical industry policy. 

 

While fully welcoming the Commission’s focus on developing a more transparent and workable 

chemicals policy, CEFIC has doubts that this can be achieved in the way described in the 

Commission’s White Paper and offers alternative proposals. 

 

The European chemical industry fully supports the political objectives of the White Paper. The 

chemical industry believes that risk assessment based on sound science has to be the basis of the 

new policy and will be the key to its successful implementation. 

 

                                                 
22  Submission by the Royal Society of Chemistry to the Committee on the Environment, Public Health and Consumer 

Policy on: ‘European Commission White Paper: Strategy for a future Chemicals Policy’(30 May 2001). 
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The industry wants to see effective legislation put into place and is committed to playing an even 

greater part than before. Unfortunately, the White Paper falls short at the practical level. The 

introduction of increased bureaucracy will result in more testing on more chemicals using more 

animals and slow down progress. This runs counter to the stated objectives. More effort is needed to 

speed up the risk assessment process. 

 

Of particular concern is the introduction of an ‘authorisation’ process that is based on the intrinsic 

properties of chemicals rather than on the real risks that they may pose. As a result, decisions may 

be taken that increase the number of chemicals that are restricted or banned arbitrarily. This could 

have potentially serious consequences for the chemical industry – especially for the many smaller 

companies that make up the industry in Europe. 

 

The chemical industry believes that what is needed is a streamlined testing programme based on a 

targeted risk-assessment approach that focuses first on those chemicals that give rise to the greatest 

cause for concern. In addition, downstream users should be more involved in chemicals 

management throughout the production chain. The industry also urges that the registration 

procedure for new substances should be improved to regenerate innovation in Europe.  

 

As part of its responsibility, the chemical industry will continue its voluntary programme to 

generate safety information and to provide insight into the effects of chemicals on health and the 

environment. One important example is the global chemistry industry’s voluntary commitment 

known as the HPV (High Produce Volume) initiative. This is providing safety information to the 

OECD on 1000 chemicals which account for more than 90% of the world’s chemical production by 

volume. The initiative is on schedule to meet the completion date at the end of 2004. 

 

CEFIC is firmly committed to addressing industry challenges and supporting its members. The 

legal, regulatory and economic framework should enhance the capacity of companies to provide 

essential products and services to all sectors of the European economy and society. More than ever, 

chemistry and molecular knowledge can provide the materials without which essential needs cannot 

be fulfilled
23

.
 

 

 

6. Friends of the Earth’s view of the White Paper 

 

Friends of the Earth, Europe is very disappointed with this White Paper, and considers that it will 

fail to ensure a high level of protection for humans and the environment. 

 

In Friends of the Earth’s view, the main deficiencies of the White Paper are as follows. 

 

- The authorisation system could become a licence to continue using risky chemicals. It should be 

made clear that this system is intended to ban risky chemicals, with temporary derogations for 

specific uses where there is an overwhelming societal need, negligible risk and no safer 

alternative. 

  

                                                 
23 EU: ViewPoint (1 April 2001). Brief Article ‘ CEFICS speaks out about EU policy on chemical industry’. 
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- It provides no mechanism for phasing out the use of chemicals that accumulate in the body and 

in the environment. Friends of the Earth and the many other NGOs that signed up to the 

Copenhagen Charter are committed to phasing out such chemicals. An earlier draft of the White 

Paper included a proposal that such chemicals should be incorporated into the proposed ban with 

a temporary authorisation regime, but this was removed due to industry lobbying. We believe 

that there must be a phase-out of chemicals that accumulate in our bodies or the environment, 

regardless of currently understood toxicity, so that we don’t repeat the disaster of PCBs.  

 

- It fails to deal with hormone-disrupting chemicals. The White Paper claims that they will be 

dealt with because of restrictions on proven reproductive toxins, yet in reality, due to the large 

amount of research required to establish this, the majority of proven hormone disrupters will not 

be restricted through such a mechanism for many years, if at all, so exposure will continue. This 

is certainly not precautionary.  

 

- It does not contain clear, firm deadlines for delivery of safety data, after which chemicals must 

be removed from the market. Its deadlines are also weaker than those proposed in Sweden’s new 

chemicals policy. 

 

- It does not control import of chemicals within products; it is unscientific and unsafe to exempt 

such chemicals from proper safety assessment.  

 

- It does not properly enforce substitution, as it states that substitution is only required for 

substances already shown to be ‘dangerous’, whilst we – and in our view the public – believe 

that industry should always be obliged to use the safest chemicals.  

 

- It is vague in its commitment to the public’s right to know. Right to know should have two 

elements, a right to know all the safety data about the chemical – there is no justification for 

commercial confidentiality – and the right to know what chemicals are used in the products we 

buy. Such a right to know will ensure that the supply chain is open and transparent, and allow 

individuals to make decisions on what chemicals they are exposed to.  

 

- It is unclear about resourcing, particularly for key tasks such as the independent reviewing of 

industry data, and the resources necessary to enable Member States and the central authority to 

evaluate the safety of chemicals. In addition, the level of safety assessment is based on tonnages 

per producer, which is arbitrary and has no scientific justification; it should be based on overall 

tonnages.  

 

- It has insufficient regard to the need to minimise animal testing, which can be achieved through 

adoption of the Copenhagen Charter policies: phasing out chemicals that are persistent or 

bioaccumulate, an obligation to use the safest chemicals, and only using chemicals if their use is 

safe beyond reasonable doubt, where doubt can be shown by in vitro or QSAR methods. 

 

In addition to these specific concerns, Friends of the Earth is unhappy with the vagueness of much 

of the wording of the White Paper, which means that many parts of the paper can be read in several 

different ways. 
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Friends of the Earth will continue to campaign for an EU regulatory system that truly provides a 

high level of protection for both human health and the environment
24

.
 

 

 

7. WWF (World Wide Fund for Nature) comments 

 
WWF considers that the White Paper is a step in the right direction. It will deliver basic hazard data 

on existing substances. Furthermore, if significant exposure to the chemical looks likely, it will 

require that some data are provided on its longer-term effects. Unfortunately, chemicals included as 

constituents of products and not traded as chemical entities or preparations still avoid these 

requirements. Nevertheless, to its credit, the new strategy will eventually mean that new and 

existing substances are subject to the same regulatory regime. 

 

Another of the White Paper’s attractions is that it introduces the presumption that the use of 

substances with certain undesirable hazard characteristics will no longer be tolerated. However, 

WWF considers that a better term for authorisation of the worst chemicals could be ‘temporary 

derogation for essential use’, because usage should only be allowed where there is an overwhelming 

societal need for the chemical and no safer alternatives can be found. 

 

Furthermore, it would be a missed opportunity initially to limit this authorisation system to just 

CMRs (carcinogenic, mutagenic or reprotoxic substances) and PBTs (persistent, bioaccumulative 

and toxic substances) which meet the UNEP (United Nation Environment Programme) criteria for 

POPs (persistent organic pollutants). WWF is appalled that the final White Paper left out the 

requirement to obtain prior authorisation for PBT substances which are not transported long 

distances and for vPvBs (very persistent and very bioaccumulative substances) irrespective of their 

current known toxicity. These substances threaten future generations and are clearly undesirable. 

No amount of further testing can justify their continued use. Similarly, EDCs (endocrine-disrupting 

chemicals), or substances which act by specific mechanisms or on specific receptors, should also 

have been included in the prior authorisation category. For some EDCs there may not be any safe 

thresholds for exposure, and there is a real need to have a mechanism by which to bring in the 

presumption against their use. Several EDCs would neither meet the classification for reproductive 

toxins in mammals nor the UNEP POPs criteria, so these substances will slip through the net. 

 

Another crucial problem is that it looks like business as usual for many of the chemicals, however 

much data is to be provided. The White Paper offers no strategy for implementing the substitution 

principle, which would require the least hazardous chemical to be used. 

 

Moreover, there is inadequate commitment to resourcing the regulatory authorities that must 

underpin the whole strategy. It is right and proper that there is to be a fee-based system to cover the 

administrative cost of the ECB, but are these fees to be levied from industry, in line with the 

polluter-pays principle, and will they be enough? What about extending the fees to cover the work 

of the Member States’ technical experts? The White Paper clearly states that it foresees no 

increased resources for these authorities. Yet these are the people who should evaluate or ‘carefully 

examine’ the preliminary risk assessments conducted by industry, decide on further, substance-
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tailored testing regimes, have a role in determining authorisation for the known worst chemicals and 

presumably still have some vital role in risk-assessing the chemicals which are likely to require 

regulatory intervention. 

 

To restore public confidence it is in the interests of all parties to ensure that the regulatory 

authorities have sufficient resources to police the system. Also, DG Enterprise should wake up to 

the urgent need to protect those most vulnerable, that is the unborn, from persistent and 

bioaccumulating chemicals
25

.
 

 

 

8. Danish NGOs’ comments 

 
The Danish Society for the Conservation of Nature, the Danish Ecological Council and the Danish 

Consumer Council welcome the White Paper. It is heartening that the EU Commission is now 

suggesting a completely new chemicals strategy in order to rectify a few of the numerous grave 

environment- and health-related problems associated with our use of chemicals. The White Paper 

contains a number of positive proposals. 

 

However, the White Paper does not give clear support to a complete phase-out of all hazardous 

substances by 2020. Nor does it provide clear and unambiguous support for the precautionary 

principle. The White Paper does not provide for the necessary changes in the way we handle in 

future the many chemicals that we are faced with daily. 

 

We must stop assuming that limitations on the use of hazardous substances (including bans) can 

only be introduced once we have a complete knowledge of all the associated risks. A new chemicals 

strategy must explicitly enable us to take action based solely on our knowledge or qualified 

suspicion of the hazards of such substances. 

 

The White Paper applies too narrow a definition of what should be considered a hazardous 

substance. Initiatives under the strategy should also cover substances that are e.g. persistent, bio-

accumulative, allergenic or endocrine disrupters. It is imperative that we take all the ‘ red warning 

signals’ seriously. 

 

It is vital that the new chemicals strategy also covers all imports. Both consumers and the 

environment need to be protected against the hazards of dangerous substances present in products 

manufactured in Europe as well as in non-European imports. Merely referring the issue of 

hazardous substances in imported finished goods to be dealt with by a working group is just too 

weak. As a minimum it should be spelled out that such a working group will have a rather short 

deadline, and that its end product will be a scheme by which imports are not treated with greater 

leniency than goods manufactured in the EU. 

 

It is positive that an effort will now be made, via the REACH system, to have all non-assessed 

substances assessed. Still, we doubt the advisability of only setting time limits for the assessment of 

substances manufactured in a volume of more than 1 tonne/manufacturer/year. Timetables should 

be prepared for the assessment of all substances on the market, including those manufactured in 
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small amounts. Moreover it is vital that the White Paper specifies clear sanctions. Substances that 

have not been assessed under the new reporting system within the set deadline must be removed 

from the market. 

 

All ordinary consumer goods and products should carry an appropriate warning if they contain any 

undesirable substances. The labelling must be simple and easy to understand for the average 

consumer; it could be in line with that used for tobacco products. Thus it is not to be confused with 

the existing EU hazard labels used for all substances and products subject to classification under the 

classification and labelling directives. 

 

Authorisation – regulatory approval of particularly hazardous substances – is a particular problem. 

It is official approval of the use of hazardous substances. The term ‘authorisation’ should be 

changed, e.g. to ‘derogation’, and the Commission must indicate in unambiguous terms that all 

hazardous substances must be phased out, and that an exemption is granted only as an absolute 

exception, and for quite specific applications, within very short time limits, and on the assumption 

that serious initiatives towards phase-out/substitution are documented. 

 

Finally it is positive that the White Paper mentions the idea of levying a tax on hazardous 

chemicals; however a new chemicals strategy should relate to the subject in far more specific terms. 

Today when purchasing chemicals one does not pay for any social costs related to their potential 

adverse impacts. Taxation and differentiated taxes should be used as control mechanisms to achieve 

environmentally-sustainable development; equally the yield from these taxes could provide capital 

for setting up an independent mechanism to control industry’s chemical assessments
26

.
 

 

 

9. Comments by the EU Committee of the American Chamber of Commerce in Belgium 

 

The EU Committee supports the political objectives of the Commission’s White Paper on a Strategy 

for a future Chemicals Policy that should lead to the development of a new, coherent chemicals 

control system building on the responsibility of industry. It is concerned, however, that the overall 

approach chosen by the Commission to implement these objectives is not properly balanced and 

will lead to economic and societal drawbacks. 

 

This Committee regrets that the Commission chose to resolve the ‘existing chemicals issue’ in 

isolation, instead of seeking to consult its trading partners to find an appropriate, international 

solution to what essentially is a global issue. The EU Committee therefore suggests that the 

Commission further studies the possible synergies with existing governmental and industry 

programmes for the collection of data on existing chemicals. 

 

The EU Committee welcomes the Commission’s decision also to associate downstream users of 

chemicals with the reform and advocates that the Commission further consult producers, importers 

and downstream users of chemicals to define means of ensuring that responsibilities and 
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information on chemicals are shared in a manner that is fair to all parties and respects at all stages 

the protection of confidential business information. 

 

The EU Committee regrets that in focusing on bridging the ‘knowledge gap’ on existing chemicals, 

the White Paper does not propose an overall regulatory framework that addresses the real issues and 

risks relative to the handling, use and disposal of chemicals. 

 

The Committee suggests that the proposed REACH system be modified so that the ‘registration’ 

and ‘evaluation’ phases of this system are complemented by a proper risk assessment of the 

substances of concern, rather than by the proposed ‘authorisation’ of substances based only on their 

intrinsic properties. 

 

On the other hand, the EU Committee strongly supports the proposed reduced data requirements for 

‘new’ substances produced or imported in small quantities and the proposed broadening of the 

current exemptions for substances at the research and development stages, since these measures will 

enhance the innovation potential and the competitiveness of the EU chemicals industry. 

 

The Committee further insists that the Commission does not restrict the importation of finished 

articles containing chemicals that cannot be released during handling, use or disposal, as this would 

inevitably create a new, major dispute with the EU’s trade partners. 

 

Finally, the EU Committee fully supports the Commission’s decision to continue the dialogue with 

stakeholders on all questions related to the implementation, management and review of the White 

Paper. This will be essential to ensure the success of the reform. The EU Committee is certainly 

ready to play its full role as a stakeholder in this debate
27

. 

 

 

IV. CONCLUSION 

 

With the publication of its White Paper on EU chemicals policy on 13 February 2001, the 

Commission started a major review of its legislation on chemicals.  

 

All the stated opinions agree that the safe use of chemicals should be the main objective of the new 

European chemicals policy. The opinions from industry ( VCI, CEFIC) stress the need for the new 

policy to maintain and enhance competitiveness and to ensure sustainable development, while 

NGOs ( WWF, Friends of the Earth, Danish organisations) and the EEB stress the Strategy’s 

objectives with regard to protecting human health and the environment and increased transparency 

to facilitate informed choice about chemicals. The NGOs also emphasise the importance of 

promoting non-animal testing. 

 

There should be a clear division of responsibilities between the Commission, the Central Entity (an 

expanded European Chemicals Bureau) and the Member States. The position of the European 

Parliament will be made known in the plenary debate in October 2001. 
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