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1. List of myths
There are many myths about REACH; this report attempts to put them right. This list shows you where the key
myths are corrected:
Myth: REACH is too long and complex ...................................................................................................11
Myth: REACH has been rushed out with inadequate consultation ......................................................14
Myth: REACH is an unbalanced, pro-environmental proposal.............................................................14
Myth: REACH will oblige industry to undertake lots of work to register chemicals like common
salt...............................................................................................................................................................19
Myth: REACH does not accept old safety tests, or “REACH requires the retesting of chemicals” .21
Myth: REACH does not accept data produced for other regulatory systems.....................................21
Myth: REACH will make it more difficult for companies to introduce new chemicals.......................22
Myth: Evaluation allows individual member states freedom to impose unreasonable
requirements on industry .........................................................................................................................23
Myth: REACH forces disclosure of confidential business information ...............................................25
Myth: The impacts of REACH on businesses have not been extensively examined .........................26
Myth: The BDI/ADL and Mercer studies of REACH impact give a good indication of the potential
impacts of REACH. ....................................................................................................................................28
Myth: “the bulk of the costs will be borne by the fine and specialty chemical sector that consists
mainly of SMEs. This sector accounts for just 20% of the total chemical industry manufacturing
output but will have to bear over 80% of the costs”..............................................................................32
Myth: There are no worker health problems caused by chemicals these days..................................37
Myth: REACH will cause delays in products coming to market ...........................................................43
Myth: Registration is not prioritised........................................................................................................47
Myth: REACH is mainly based on Hazard, not Risk...............................................................................51
Myth: A risk-based approach will always protect human health and the environment – basing
regulations on hazard is unscientific ......................................................................................................54
Myth: REACH will be so complex that companies will not be able to understand what they are
supposed to do. .........................................................................................................................................82
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2. Executive Summary
The Commission’s new REACH legislation is an important contribution to sustainable development, ensuring a
high standard of protection of human health and the environment, whilst simultaneously encouraging industry to
innovate towards safer and greener products. WWF supports the basic framework of the REACH proposal, but
considers that a number of important improvements are needed in the detail of the proposal.
This paper is intended to provide a simple introduction to REACH, to outline a number of key issues in the
REACH debate, and to explain WWF’s priorities for improving the REACH legislation. The detailed table of
contents, and list of myths, provides easy access to whatever part of the paper you are interested in. In addition,
where possible, a URL is provided for accessing documents cited. The URL is listed with the rest of the reference on
page 88 onwards.

2.1
•

REACH - Background and History
see page 10 onwards

Industrial chemicals are essential to a modern society – from monomers to make into plastics, to pigments for use
in paint and dyes, to precursors for pharmaceuticals. However, many chemicals also have dangerous properties, so a
regulatory system has evolved to try to identify and manage these risks. EU level regulation of chemicals began in
1967, but it was not until 1981 that companies marketing new chemicals were obliged to provide safety information.
For ‘Existing Chemicals’, on the market before 1981, no such safety data was required, though a system was
implemented where companies delivered safety data for higher volume chemicals, and the regulator was supposed to
use this data to set priorities and investigate chemicals of concern.
Over a number of years it became clear that this system wasn’t working, for two main reasons – a lack of safety
data on ‘Existing Chemicals’, and a complex system for controlling chemicals of concern, which put a huge burden
on the regulator. Following from a detailed report on the current in EU system in 1998, a debate was started on a
new system.
After numerous stakeholder debates, a White Paper was published in February 2001, proposing a new system,
REACH – “Registration, Evaluation and Authorisation of CHemicals”. Council then supported the REACH proposal
in summer 2001, and the Parliament did the same in November 2001. The full REACH regulation was then drafted
by a joint DG Environment/DG Enterprise team, and was subject to internet consultation in summer 2003. The draft
REACH regulation was finally published on 29th October 2003, after around 5 years of debate.
Lobbying around REACH has been extraordinarily intensive since at least 2001.

2.2
What is REACH?
• see page 17 onwards
REACH is designed to be an integrated approach to the control of the production, import and use of chemicals in
Europe. It intends to create a system which is based on information about chemicals, rather than ignorance, and
which ensures that useful safety information gets to those using chemicals. The REACH system is quite complex,
but so is the network of 40 or so regulations that it is replacing. Crucially, in REACH the main responsibility for
chemical safety is clearly placed on the chemical producer, not on public authorities or downstream users.
REACH can be thought of as fulfilling two key roles:

• it lays out the regulatory system that will be in place when it is fully implemented (around 2018), when all
chemicals produced or imported at 1 tonne or more per annum are registered with safety data, and there is no
longer a backlog of chemicals for which there is insufficient safety information.

• it describes the phased process to overcome the backlog of a lack of safety data on chemicals – including an
11 year period for registering safety information on existing chemicals.
REACH will result in the creation of a new European Chemical Agency in Helsinki, Finland, who will administer
the new system, which is made up of 5 key components:
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• Registration – The process under which chemical producers will be obliged to send a registration dossier
containing safety data to the central chemicals agency on chemicals produced or imported in quantities of one
tonne or above per year. This provision includes a phase in period of 11 years in order to collect this
information for the ‘existing chemicals’. Chemicals produced a higher volumes, and those with certain
hazardous properties, will be phased in first. On page 75 there are case studies of registration

• Evaluation – National experts will evaluate this safety data for certain chemicals, in particular those produced
at higher volumes and those of particular concern. This may lead to ‘authorisation’, ‘restrictions’, or no further
action.

• Authorisation - Chemicals deemed to be of very high concern will be submitted to authorisation, which first
identifies and prioritises the chemicals, and then allows industry to submit a case for their continued use.
Chemicals of very high concern are defined as those that are carcinogens; mutagens; reproductive toxins; are
persistent, bio-accumulative and toxic (PBT); very persistent and very bio-accumulative (vPvB); and of
similar concern, e.g. endocrine disrupters. On page 76 there is a case study on authorisation, with a discussion
on the impact of WWF’s amendments to this procedure, and an outline of the sort of chemicals that could be
regulated through the authorisation procedure, such as endocrine disrupters.

• Restrictions – Chemicals with other properties of concern (e.g. toxic to the nervous system) may have their
uses controlled through this system.

• Information – REACH will generate a freely accessible internet database of chemical properties, and certain
other information will also be available. REACH will also create a better flow of information up and down the
supply chain. On page 79 there is a case study on access to information.

2.3
Costs and benefits of REACH
• see page 26 onwards
The costs of REACH have become the most hotly-debated part of the whole REACH debate, whilst the benefits
have tended to be rather neglected. REACH has been subject to more impact assessments than any other piece of
European legislation in history. Many of these assessments have been fundamentally flawed, lacking in
understanding of REACH, chemicals regulation and economics – for example the ADL and Mercer studies.
The most definitive study of REACH impacts so far was published by the European Commission with the REACH
proposal in October 2003. This study examined both the direct costs of REACH on the chemical industry, under a
range of scenarios, but also the overall costs on other industries, for example substitution costs should a chemical not
remain on the market. The key conclusions were:

• REACH would cost the chemical industry around €2.3 billion (range €1.9 – €3.2 billion) over 11 years of
implementation

• This is around €0.50 per year per EU citizen
• With impacts on other industries the total cost to industry is predicted to be €2.8 billion to €5.2 billion,
including the costs to the chemical industry, depending on the level of substitution required.

• €5.2 billion is still less than €1 per EU citizen person per year.
REACH is intended to amend the failures of the last 70 years of chemicals mismanagement. If implemented in an
effective and consistent way, REACH has potential to lead to enormous health and environmental benefits, as well
as fulfilling the reasonable demand that the use of man-made chemicals should be controlled by a system based on
information, not ignorance.
REACH also provides several promising benefits to the chemicals industry and its downstream users, for example:

• New markets for safer and more environmentally friendly products. Safer products will reduce the risk of
future liability lawsuits, which can result in enormous costs (as has happened with asbestos);

• Increased trust among consumers, employees, students, local communities and investors, leading to a more
positive business environment and improved recruitment;

• Easier introduction of new chemicals onto the market will encourage development and innovation;
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• A more predictable regulatory system which will aid future long-term planning by industry;
• Improved transparency and communication through the supply chain, which will lead to increased power and
confidence for downstream users and SMEs; and

• A responsibility on chemical producers to define safe use of their chemicals, thus reducing the liability and
workload for downstream users of chemicals.
The Dutch presidency of the EU organised, at the end of October 2004, a special meeting for Council experts to
discuss REACH impact assessment. The conclusions from this seminar did not call for further impact assessment of
REACH, but instead focused on specific issues around the REACH regulation, and the need for good information
and training on the REACH proposal, and ended:
“In line with earlier political conclusions, the necessity of the new EU regulation on chemicals is evident.
In implementing REACH it is necessary to maximize cost effectiveness for industry, in particular SMEs.”

2.4

Other important REACH debates

Industry have been calling for more prioritisation of the REACH registration process. In reality the process
is already prioritised, and it is hard to come up with credible, legally certain ways of further prioritising, other than
accelerating the registration of known vPvB and PBT chemicals, which is supported by both WWF and by
Environment Council in December 2004 (page 47).
There is also considerable pressure for exposure categories to replace exposure scenarios in the REACH
chemicals safety report. This is quite a technical discussion, but exposure scenarios are an important part of producer
responsibility in REACH, and exposure categories could weaken this responsibility (page 49).
Substitution of the most hazardous chemicals is currently very weak in REACH. Substitution is an
important tool in ensuring that public health and the environment are properly protected (Page 50). Substitution
helps reduce the negative effect of uncertainties in knowledge about chemical hazards, exposure and risk.
One of the most difficult areas of the REACH debate is that of safety information and animal welfare (page
55). Like other aspects of REACH, there has been much misinformation in this debate, with reports based on
invented requirements and unrealistic worst case scenarios. REACH already incorporates a number of other
elements aimed at reducing animal testing, including mechanisms to oblige industry to share test data, and
opportunities for industry to use data from similar chemicals, or to argue that some data is not needed. WWF
believes more should be done, e.g. through phase out of vPvB chemicals, and through increased development of
alternative methods.

2.5

WWF’s recommendations for improving REACH

Throughout the REACH debate, WWF and the other environmental NGOs have focussed on providing
reasoned and reasonable input into the policy debate. We have been very disappointed that certain other parties to
the debate, notably some representatives of industry, appear not to have taken this approach, and have been
attempting to make political capital through scaremongering.
Our proposed improvements in this paper continue in the same spirit, i.e. they are intended to be a reasonable input
into the debate, making improvements that we consider are vital. These are not extreme positions intended to be
watered down during compromises with the extreme positions expressed by certain other parties. We hope that this
is understood, and that our contribution will be taken in this vein. Some of our key improvements are as follows:

• An overarching Duty of Care, including a general obligation to substitute when possible (page 60)
• Improvements to registration, including:
• Early registration of known vPvB and PBT chemicals (page 64)
• Support for One Substance One Registration (page 62)
• Increase of safety information for 1-10 tpa chemicals; (page 62)
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• Improving the registration of chemicals in imported articles, through modifications making tonnages of
chemical calculated per importer rather than per article type (page 61).

• An independent audit of all registration dossiers (page 64)
• Improvements to evaluation, including ensuring an minimum number of random ‘spot check’ evaluations are
undertaken (page 65) and making sure that all Member States take part in evaluation (page 65).

• Amendments to the authorisation process are essential to ensure it is workable and effective, including:
• Criteria for adding ‘chemicals of equivalent concern” need to be made more flexible to ensure that expert
judgement can be used to select chemicals that need to be controlled through authorisation (page 68);

• The criteria for granting an authorisation need to be modified to ensure that the regulator is always able to
consider the availability of safer alternatives. This can be achieved through deletion of the ‘adequate
control’ route (page 70).

• A better mechanism for considering authorisation applications within the Agency, that is able to gather
useful information on alternatives, to ensure that decision making is based on the best information
available. This can be achieved by allowing the Agency to commission independent studies (page 68).

• Labelling of articles containing substances of very high concern (page 71)
• Improvements to the Agency, and to access to information, to ensure that the Agency works effectively and
independently, and to ensure the system can be trusted and tested, including:

• Strengthening the involvement of Member State experts in Agency committees, ensuring that national
expertise is used effectively, and make sure that the Agency remains independent (page 71)

• Allowing the regulator to harmonise classification and labelling of chemicals where necessary (page 72)
• Creating a flow of information about substances through the article supply chain, and a consumer Right to
Know (page 73).

• Changing the list of non confidential information, and improving the procedure for determining which
information is confidential to make it more workable and transparent (page 73).

2.6

Next Steps on REACH

The REACH regulation is being dealt with through the co-decision procedure, which means that both the
European Parliament and the Member States need to agree on its contents (page 81). It will go through two readings
in these bodies, a process which is expected to take around 2 years. During this time there is also much work
underway on developing the detail of REACH implementation – the ‘Interim Strategy’, which is intended to ensure
that guidance documents and IT systems will be ready at the same time as REACH comes into force (page 81).
There are still some impact assessments of REACH underway, including a study being done by the
consultants KPMG for UNICE and CEFIC. WWF and EEB were given the opportunity to make suggestions on how
to improve the methodology of this study as part of a ‘REACH Working Group “Further Work on Impact
Assessment”’. However our suggestions for improvement (such as ensuring the accuracy of the interviews with
industry, which act as the core of the study) were not adopted, so WWF and EEB do not support the study, and
believe that the results it will produce will not be a useful contribution to the REACH debate (page 83).

2.7
Conclusions
• See page 87 onwards
The EU review of chemicals regulation started in the first half of 1998 – it is now the end of 2004, more than six
years later. The problems of chemicals regulation are still there – with wildlife and people continuing to be exposed
to chemicals that accumulate, and to other chemicals which have little safety information. The longer it takes to get
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an effective regulatory system, the more we are all exposed. The lobbying around the REACH proposal has been
unprecedented, with many people and large resources being used by industry associations and individual companies
in (partially successful) attempts to water down the proposal.
In WWF’s view it is in the interest of everyone that rapid progress is made on improving, finishing and
implementing REACH.
REACH is a once in a lifetime opportunity to fix the regulatory system for chemicals, to ensure that the worst
chemicals are identified and phased out. Europe must rise to this challenge, in order to protect the
environment and public health across the world.
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3. Introduction
The Commission’s new REACH legislation is an important contribution to sustainable
development, ensuring a high standard of protection of human health and the environment, whilst
simultaneously encouraging industry to innovate towards safer and greener products.
WWF supports the basic framework of the REACH proposal, but considers that a number of
important improvements are needed in the detail of the proposal.
Humans and animal all over the world have been exposed to man-made industrial or agricultural chemicals.
There is now unequivocal evidence that chemicals have already caused serious damage to the health of wildlife.
Moreover, there is ever increasing evidence to suggest that certain hazardous man-made chemicals have been linked
to a rising rate in certain cancers, birth defects, genital deformities, reproductive problems and effects on children’s
brain development and immune systems. However, the full extent of the problem is unclear because adequate
toxicity data are only publicly available for a small percentage of the many thousands of chemicals in everyday
industrial and domestic use.
WWF is uniquely well placed to provide expert opinion and analysis on this global problem. For well over 10
years, WWF has led the way in cutting edge research on chemicals and was one of the first organisations to publish
evidence of the pervasive and global problem of chemical contamination.
WWF believes that the REACH proposal for the reform of EU chemicals legislation has the potential to make a
significant contribution to sustainable development. REACH could ensure a high standard of protection of human
health and the environment, whilst simultaneously encouraging innovation towards safer and greener products.
However, WWF considers that the Commission’s proposal needs to be significantly improved to achieve these
aims.
This paper is intended to provide a simple introduction to REACH, to outline a number of key issues in the
REACH debate, and to explain WWF’s priorities for improving the REACH legislation.

• Where possible, a URL is provided for accessing documents cited in this paper. The URL is listed with the
rest of the reference in Section 13, page 88.
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4. Why REACH is necessary
Industrial chemicals are essential to a modern society – from monomers to make into plastics, to pigments for
use in paint and dyes, to precursors for pharmaceuticals. However, many chemicals also have dangerous properties,
so a regulatory system has evolved to try to identify and manage these risks.

4.1

A brief history of chemicals regulation in Europe

Most regulations relating to chemicals are now made at European level, as chemicals are extensively traded.
The initial focus of European regulation was classification and labelling of chemicals (in 1967), followed by a
directive creating a system of Marketing and Use Restrictions (1976), which allowed the use of particularly
dangerous chemicals to be restricted. However, there had been no specific obligation on the chemical industry to
actually find out the risks of their chemicals – and without this information, neither of these directives could function
properly.
In most regulatory systems (e.g. pharmaceuticals, but not industrial chemicals), this lack of safety information led to
an obligation to provide such safety information on new activities/substances, followed by a later date when all
existing substances/activities would have to provide safety information. With industrial chemicals, only the first part
of this approach was implemented:

• A list of ‘existing substances’ was drawn up, listing all chemicals on the market from 1971-1981. This list has
more than 1000,000 substances on it. No safety data was required for these chemicals.

• All chemicals introduced to the market since 19th September 1981 have had to go through a ‘new chemicals’
notification procedure, requiring safety information in increasing amounts with increasing tonnages.
The are many problems with this system, including:

• More than 90% of chemicals on the market – the existing chemicals – do not need safety information before
they are sold.

• The production of new chemicals is penalised, as notification is necessary for new chemicals not old ones.
The EU made an attempt to start identifying the risks of existing chemicals through the ‘Existing substances’
regulation, in 1993, which obliged industry to deliver available safety data on the existing chemicals, and then set up
a process where the regulator could analyse this data and then investigate priority chemicals in more depth,
eventually leading to marketing and use restrictions if the regulator had enough evidence of harm. However, this
system has not worked properly, partly because of the large burden it places on the regulator, rather than on the
producer of chemicals, but mainly because of lack of safety data – see below.
Currently the EU has a web of more than 40 Regulations and Directives concerned with chemical substances – all of
these will be replaced by REACH, a single coherent system. This should make life much simpler for those producing
or using chemicals.

Myth: REACH is too long and complex
The vast bulk of the 1000+ pages of the REACH regulation is a set of detailed requirements for
safety testing, requirements that are brought forward from existing legislation. In fact it’s only the
first couple of hundred pages that are important. This is still a lot of pages – but this legislation will
replace more than 40 existing laws, so making a single, coherent, system.

4.2

Regulatory failure – the international context

Europe is not the only jurisdiction that has tried – and failed – to adequately regulate chemicals. In fact the
USA was the first to bring in the New/Existing chemicals concept with their Toxics Substances Control Act (TSCA)
in 1976. The data required for new chemicals is much more limited in the US system, and as in the EU system,
existing chemicals are “grandfathered” or given “squatter’s rights” and safety data is not required. Furthermore, in
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the US it is even more difficult for the Environmental Protection Agency to restrict an existing chemical, so they are
forced to use voluntary programmes most of the time.
Though ground breaking at the time of its introduction, it has been clear for many years that TSCA does not work,
and it is now widely criticised:
“TSCA has not proven to be a successful tool for managing existing chemicals; indeed, it has created a
situation in which new chemicals, which may be more benign, are subject to substantially more risk
management activities and reviews than older and possibly more risky ones (which are not managed at all)…
For new chemicals under TSCA, the United States requires so little information that there is a considerable
amount of scientific judgment that is used to assess them; additional test data such as that required in the
European Union (EU) is generally not available.” [1]
“Although the existing provisions of TSCA could be used more effectively by the EPA, the agency will not be
able to substantially address chemical risks to public health or the environment without major revisions to
this central chemicals management policy statute.” [2]
Canada is the first country to really start to try to address the existing chemicals problem. Their Canadian
Environmental Protection Action 1999 obliges the regulator to categorise all their 23,000 existing substances by
September 2006 [3]. This approach puts a large burden on the regulator, and is limited by the amount of data that is
available (there is no obligation on industry to generate a particular safety data set) – much of the data used will be
from computer modelling. One interesting aspect of the Canadian system is that, unlike REACH, the regulator does
assess all the data that industry provides. REACH has been written to allow the EU to share safety information with
regulators in countries such as Canada (see Article 117).
REACH is, however, the first regulation in the world to end the artificial regulatory discrimination between new and
existing chemicals – a discrimination that has no scientific basis. REACH will ask for safety data to be delivered on
“Existing Chemicals” by around 2018 – 37 years after the 1981 deadline marking the start of data requirements on
new chemicals. Is 37 years really too short a period to phase in a requirement for all chemicals on the market?

4.3

Key problem 1: A global lack of available safety information on most chemicals

As mentioned in the previous section, current regulatory systems have not obliged the chemical industry to
provide safety information on the chemicals that they have been selling for decades, the ‘Existing Chemicals’.
However, there have been obligations on industry with regard to these chemicals, for example:

• An obligation, in the legislation on Classification and labelling [4] “to carry out an investigation to make
themselves aware of the relevant and accessible data which exist concerning the properties of such
substances. On the basis of this information, they shall package and provisionally label these substances”.

• An obligation to protect workers.
• Obligations to protect consumers and downstream users.
In spite of these obligations, a large amount of evidence indicates that a large part of the chemical industry has not
investigated the safety of their chemicals. A summary of some of the research showing this problem was given in a
report produced in 2003 by the European Commission’s Joint Research Centre[5]:
… in 1984 the National Research Council (1984) in the USA estimated that only 22% of the US High
Production Volume Chemicals (HPVCs) had “minimal” toxicity data available.
…In 1990 a detailed analysis of chemicals control in the European Community showed a similar lack of
information on use and toxicity of existing chemicals (Haigh & Baillie 1992). The Haigh & Baillie report also
described the problem of the lack of information on downstream uses.
…In 1996, an international review of risk assessment of chemicals revealed the same (Van Leeuwen et al.
1996).
…A detailed analysis by the European Chemicals Bureau (Allanou et al. 1999) led to the same conclusion
with regard to the lack of information on high production volume chemicals: only 14% of the EU HPVC had
[publicly available] data at the level of the base-set (Directive 67/548/EEC, Annex VIIA), 65% had less than
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base-set and 21% had no data at all (i.e. around 85% didn’t have enough information to make even a
rudimentary risk assessment).
… The lack of data on the hazardous properties of chemicals was the driving force behind the development of
a new chemicals policy in the EU.
The key report on the European regulatory system was written by Allanou et al in 1999, for the European Chemicals
Bureau, as mentioned in text above [6]. As a result of these studies a Swedish government official stated, "most
substances on the market are in reality not covered by the current legislation" [7].
Without safety information it is not possible to classify and label chemicals, to implement the proper health and
safety measures, to identify the chemicals with the worst properties, or even to establish which chemicals are of
highest priority.
It is interesting to note that the chemical industry has a very long history of opposing regulations that require
safety information on their chemicals, dating back to at least 1972, according to documents available in the
Chemical Industry Archive (www.chemicalindustryarchive.org). Unlike other sectors (e.g. pharmaceuticals,
pesticides, vetinary medicines), the chemical industry is unfortunately still allowed to sell substances without any
safety data.
A detailed study, organised by Member State chemical regulatory authorities, has examined the accuracy of
safety data sheets, and classification and labelling of products, which are the key tools for transmitting information
on the hazards of chemicals to downstream users [8]. This ‘ECLIPSE’ study found that:

• 78% of products inspected had at least one deficiency in either safety data sheet information or classification
and labelling.

• 69% of products had deficiencies in their safety data sheets
Note that this study does not consider deficiencies due to non-availability of data.
The European Commission’s White paper on REACH states “As a result of the systematic testing of new substances
about 70% have been identified as being dangerous” [9]. It is likely that a similar proportion of existing chemicals
should be classified as dangerous, once proper safety information is available.

4.4

Key problem 2: Slow and inadequate action on problem chemicals

Under the existing chemicals system, it is the regulators responsibility to gather and analyse information on
problem chemicals, and to justify why they should be controlled, rather than industry’s responsibility to show the
safety of their chemicals.
Assembling the information on chemicals is very difficult for the regulator – a study of risk assessments
done under the existing chemicals programme found that in many cases risks to consumers had not been realised at
the start of the study, but came out as the study progressed [10].
The ineffective existing chemicals system has led to slow action on problem chemicals – and to continued
use of thousands of other chemicals where the information isn’t sufficient to decide if they are a problem or not.
On page 76, current chemical problems are examined in more depth, as case studies into the problems of
the current system, the improvements that REACH should bring, and the further improvements that would
be possible if WWF’s improvements were adopted.
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5. A brief history of REACH
Myth: REACH has been rushed out with inadequate consultation
Reality: REACH and the chemicals policy review have been subject to intense discussion since
1998, with numerous stakeholder debates and an unprecedented internet consultation

REACH has been created by a long process of stakeholder debate and discussions within the European
Commission, Member State Governments and the European Parliament. This is a brief outline of some key events:

• April 1998: Informal Environment Council in Chester, UK, expresses concerns about the chemical regulatory
system.

• November 1998: Commission publishes a report on the functioning of the four main chemicals regulatory
instruments [11].

• 24-25th February 1999: A Commission-organised stakeholder debate: “Industrial Chemicals: Burden of the
Past, Challenge for the Future”

• 26th June 1999: Environment Council concludes that there is a need for a new approach to chemicals
regulation, and calls on the Commission “to submit the policy document outlining a new chemicals strategy at
the latest by the end of the year 2000” [12].

• 13th February 2001: Commission publishes the White Paper which first outlines the REACH system [9].
• 2nd April 2001: Commission holds a stakeholder debate on the White Paper, and publishes a report of the
debate [13].

• 7th June 2001: Council backs the REACH proposal at Environment Council [14].
• October/November 2001: European Parliament debates and votes on report on White Paper, supporting the
Reach proposal [15].

• Winter 2001/02: Technical working groups on REACH, organised by the Commission with contributions
from stakeholders.

• 21st May 2002: Commission holds a stakeholder debate on the Business Impact of REACH [16], at which a
draft business impact assessment is presented and discussed – this impact assessment is then published in June
[17].

• May-July 2003: Internet consultation on the full draft REACH text.
• October 29th 2003: REACH proposal published by the European Commission [18], with an extended impact
assessment [19]. Debate moves to the European Parliament and Council.

• 21st November 2003: Commission workshop on impact assessment of REACH.
Myth: REACH is an unbalanced, pro-environmental proposal
Reality: The REACH text was negotiated sentence by sentence as a compromise between the
European Commission’s DG Environment and DG Enterprise. It was then weakened as a result of
aggressive and inaccurate industry lobbying during the internet consultation. REACH needs
strengthening for it to achieve its original aims, and in order for it to properly protect human health
and the environment.

5.1

A brief history of REACH lobbying

The EU’s chemicals policy review has been heavily debated throughout, and at the start it was unclear how
substantial the review would be. However, the lack of safety data on chemicals, combined with the problems that
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regulators were having in operating the current system, meant that the European environmental policy community –
at national and EU level – was convinced that a new system was necessary. This policy community welcomed the
REACH approach when it was presented in the White Paper, as they had been running the current system and knew
the sort of changes that were necessary.
Up until the White Paper, the Chemical industry (through its European trade association CEFIC) had
focussed most of its attention on the chemicals policy specialists, and in making unproven claims about the value of
their ‘Responsible care” system. On publication of the White Paper on REACH, the chemical industry appeared to
realise that it was not able to persuade the experts on chemicals policy of its case, so it choose a new target – and
now forcefully lobbies Member State’s Ministries of Industry, Trade and Economics.
Since the publication of the White Paper, CEFIC, the general EU business association UNICE, and their
national equivalents, have focussed on cost-based arguments against REACH. As discussed in Section 7, page 26,
this strategy involved the creation of studies with very high cost and job loss figures for REACH. Unfortunately, the
fact that these studies were later condemned by other economists did not receive the same publicity as the studies
themselves. These studies generated the publicity required to create an air of uncertainty about REACH impacts,
particularly within industry and economics ministries (and Prime Ministers).
These flawed studies were also a key tactic in mobilising downstream users against REACH, particularly
through ill-founded threats that the chemical industry would stop making large numbers of chemicals (see “Key
impact assessment issue 2 – The De-selection Hypothesis”, page 41).
The EU chemical industry also found willing partners in the USA, in particular the American Chemistry
Council (the US Chemical Industry Association) and the US Government. One of the US government’s initial
contributions to the debate was a ‘non paper’ distributed in spring/summer 2002, which was riven with inaccuracies
(see page 39) – this paper was derived from an equally inaccurate American Chemistry Council analysis. However,
this was only one element of a long running US government campaign against REACH, which included telegrams
from Colin Powell to all US Embassies in the EU calling for them to lobby their governments, and strategising
meetings with Dow Chemical managers in the US embassy in Greece. The US Government's lobbying is described
in detail in a report published by Senator Waxman [20].
At the same time, environmental and consumer NGOs in both Europe and the USA have tried to weaken the
undue influence of industry and have been campaigning in support of a stronger REACH, for example:

• In 1999, environmental and consumer NGOs agreed five key principles for EU Chemicals policy, which was
re-named as the “Copenhagen Charter” in 2000; this Charter was supported by a large number of consumer
and environmental NGOs, including EEB, Friends of the Earth, WWF and BEUC (the consumers
organisation):
“We demand from the EU review of chemicals policy:
A full right to know, including what chemicals are in products
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 safe beyond reasonable doubt.
A phase out of persistent or bioaccumulative chemicals.
A requirement to substitute less safe chemicals with safer alternatives.
A commitment to stop all releases to the environment of hazardous substances by 2020.”

• In Europe in 2003, over 22,000 citizens signed the “Declaration for a Toxics-Free future”, calling for a
strengthening of REACH [21].

• In the USA in 2003, over 10,000 citizens and 60 groups signed the “U.S. Declaration of Independence from
Hazardous Chemicals”, supporting REACH and calling for it to be strengthened [22].
Further US support for REACH has come from San Francisco, where the Board of Supervisors voted to support
REACH [23].

• More information on the history of REACH is available in “The only planet guide to the secrets of chemicals
policy in the EU” [24].
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• A brief examination of the future of lobbying on REACH is on page 85.
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6. What is REACH?
This section briefly outlines the REACH regulation as proposed by the European Commission [18]. This
section does not describe WWF’s suggestions for improvement of REACH, which are described on page 60
onwards.
REACH is designed to be an integrated approach to the control of the production, import and use of chemicals in
Europe. It intends to create a system which is based on information about chemicals, rather than ignorance, and
which ensures that useful safety information gets to those using chemicals. The REACH system is quite complex,
but so is the network of 40 or so regulations that it is replacing. Crucially, in REACH the main responsibility for
chemical safety is clearly placed on the chemical producer, not on public authorities or downstream users.
REACH can be thought of as fulfilling two key roles:

• it lays out the regulatory system that will be in place when it is fully implemented (around 2018), when all
chemicals on the market produced or imported at 1 tonne or more per annum are registered with safety data,
and there is no longer a backlog of chemicals for which there is insufficient safety information.

• it describes the phased process to overcome the backlog of a lack of safety data on chemicals – including an
11 year period for registering safety information on existing chemicals.
This section briefly outlines the scope of the provisions of REACH, and which chemicals are affected by which
provisions. Different parts of the regulation have differing scope – for example, a substance may not need to be
registered, but could be subject to restrictions if evidence of a problem emerged.
This section splits REACH into the following (based on the structure of the regulation itself):

• Definitions – what is a substance? Or an intermediate?
• Substances totally exempted from REACH – a few substances are totally outside REACH
• Registration – The process under which chemical producers will be obliged to send a registration dossier
containing safety data to a central chemicals agency on chemicals produced in quantities above one tonne per
year. This provision includes a phase in period of 11 years in order to collect this information for the ‘existing
chemicals’.

• Evaluation – Member State experts will evaluate this safety data for certain chemicals, in particular those
produced at higher volumes and those of particular concern. This may lead requests for further information to
clarify risks, or ensure compliance with the requirements; to MS deciding to propose the substance for
‘authorisation’ or ‘restrictions’; or no further action.

• Authorisation - Chemicals deemed to be of very high concern will be subject to authorisation, which first
identifies and prioritises the chemicals, and then allows industry to submit a case for their continued use.
Chemicals of very high concern are defined as those that are carcinogens; mutagens; reproductive toxins; are
persistent, bio-accumulative and toxic; very persistent and very bio-accumulative; and of similar concern, e.g.
endocrine disrupters (See page 69 for WWF’s view on ‘similar concern’).

• Restrictions – Chemicals with other properties of concern (e.g. toxic to the nervous system) may have their
uses controlled through this system.
For a much more detailed explanation of how REACH works, with many flowcharts, see the Commission’s process
description [25]. The Commission also published, in November 2004, a detailed, 42 page, question and answers
paper on REACH [26].

6.1

Definitions

REACH is concerned with the production and use of substances and preparations, and, to some extent, the use of
substances in articles. Some key definitions (taken from the text) are:

• “Substance means a chemical element and its compounds in the natural state or obtained by any
manufacturing process,…” [This paper – and much discussion on REACH – often uses the word ‘chemical’
rather than ‘substance’, but a substance can also sometimes be a mixture]
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• “Preparation means a mixture or solution composed of two or more substances” [e.g. paint]
• “Article means an object composed of one or more substances or preparations which during production is
given a specific shape, surface or design determining its end use function to a greater degree than its chemical
composition does” [e.g. a chair or computer]

• “Polymer means a substance consisting of molecules characterised by the sequence of one or more types of
monomer units….” [e.g. a plastic]

• “Intermediate means a substance that is solely manufactured for and consumed in or used for chemical
processing in order to be transformed into another substance…
(a) non-isolated intermediate means an intermediate that during synthesis is not intentionally removed
(except for sampling) from the equipment in which the synthesis takes place. …
(b) on-site isolated intermediate means an intermediate not meeting the criteria of a non-isolated
intermediate and where the manufacture of the intermediate and the synthesis of (an)other substance(s)
from that intermediate take place on the same site, operated by one more legal entities;
(c) transported isolated intermediate means an intermediate not meeting the criteria of a non-isolated
intermediate and transported between or supplied to other sites;”

• “Phase-in substance means a substance which, over the 15 years preceding the entry into force of this
Regulation, meets at least one of the following criteria:
(a) it was manufactured in or imported into the Community, or the countries acceding to the European
Union on 1 May 2004, by a manufacturer or importer and is listed in the European Inventory of
Existing Commercial Chemical Substances (Einecs);
(b) it was manufactured in the Community, or in the countries acceding to the European Union on 1 May
2004, but not placed on the market by the manufacturer or importer;
(c) it was placed on the market in the Community, or in the countries acceding to the European Union on 1
May 2004, and between 18 September 1981 and 31 October 1993 inclusive it was also placed on the
market by the manufacturer or importer and was considered as having been notified in accordance with
the first indent of Article 8 (1) of Directive 67/548/EEC, as amended by Directive 79/831/EEC1, but
does not meet the definition of a polymer set out in Directive 67/548/EEC, as amended by
Directive 92/32/EEC2;
provided the manufacturer or importer has documentary evidence of this.”
Most of these definitions are very similar to those already in use in the existing European chemicals legislation,
though some are new – e.g. phase-in substance.

6.2

Substances totally exempted from REACH

The following groups of substances are totally exempt from REACH:

• radioactive substances within the scope of Council Directive 96/29/Euratom
• substances, on their own, in a preparation or in an article, which are subject to customs supervision, provided
that they do not undergo any treatment or processing, and which are in temporary storage, or in a free zone or
free warehouse with a view to re-exportation, or in transit;

• non-isolated intermediates.
6.3

Registration

Article 5 lays out the basic requirement of registration:
“Save where this Regulation provides otherwise, any manufacturer of a substance in quantities of 1 tonne or
more per year shall submit a registration to the Agency.
1
2

OJ L 259, 15.10.1979, p. 10.
OJ L 154, 5.6.1992, p. 1.
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Save where this Regulation provides otherwise, any importer of a substance, either on its own or in a
preparation, in quantities of 1 tonne or more per year shall submit a registration to the Agency.”
It is important to note that this requirement to register applies to substances produced in Europe, substances imported
into Europe, and substances imported into Europe in preparations (mixtures of chemicals). The 1 tonne total refers to
the total amount manufactured and imported – i.e. if a chemical is imported in several preparations by one company,
REACH will use the total tonnage of the substance imported by the company.
WWF’s recommendations for the registration procedure are given on page 60.
6.3.1

Exemptions from registration

The key step that determines the scope of REACH is the registration procedure (Title II). There are three
main levels of exemption from registration, firstly a series of cases in which substances are exempted from
registration if they have specific uses, the second a list of fully exempt substances and the third being a list of
substances that are subject to more limited registration requirements:
Article 4 provides that the registration requirements shall not apply to the extent that a substance is used:

• in medicinal products for human or veterinary use within the scope of Regulation (EEC) No 2309/93,
Directive 2001/82/EC of the European Parliament and of the Council and Directive 2001/83/EC of the
European Parliament and of the Council

•
•
•
•

as a food additive in foodstuffs within the scope of Council Directive 89/107/EEC
as a flavouring in foodstuffs within the scope of Commission Decision 1999/217/EC
as an additive in feeding stuffs within the scope of Council Directive 70/524/EEC
in animal nutrition within the scope of Council Directive 82/471/EEC”
Myth: REACH will oblige industry to undertake lots of work to register chemicals like
common salt
REACH will create a single database on chemicals that the public can use - if we want this to be
usable by the public, then it needs to have data on all the chemicals we are commonly exposed to.
However, it is expected that salt would be exempt from registration under Annex III(8), which
exempts “Minerals, ores, or substances occurring in nature if they are not chemically modified
during their manufacturing, unless they meet the criteria for classification as dangerous according to
Directive 67/548”.

A limited list of substances are fully exempt from registration:

• Those listed in annex II – these tend to be food-related chemicals, such as glucose, and also other chemicals
considered safe such as water.

• Those listed in annex III – assorted exemptions including chemicals created by chemical reactions within
products, crude oil, natural gas and “Minerals, ores, or substances occurring in nature if they are not
chemically modified during their manufacturing, unless they meet the criteria for classification as dangerous
according to Directive 67/548;” – this would be expected to include, for example, common salt.

• Polymers, with one important exception:
• Manufacturers and importers of polymers must register any non-registered monomers within those
polymers if they make up more than 2% of the weight of the polymer, and are produced or imported at >1
tpa.
Substances subject to more limited registration

• Chemicals already notified under the current new chemicals system (1981) will be considered registered
under REACH.
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• If an unregistered substance is present in articles e.g. imported chairs, the draft regulation makes
distinctions between two situations, below. NB: This provision does not come into force until 3 months after
the final registration date for phase in substances, i.e. around 2018, when all existing chemicals will have
been registered. Prior to this point there is no registration obligation of any sort on an importer of articles.

• If it is intended to be released, is present in the articles at >1 tpa, and is classifiable as dangerous, then it
should be registered.

• If it is found that it is likely to be released (but no investigation of this possibility is required in advance), is
present in the articles at >1 tpa, is classifiable as dangerous and the quantity released may adversely affect
human health and the environment, then the Agency must be notified (with a simple set of information),
and they may then decide to ask for a full registration. An example of this is if an NGO finds there is a
release, they would then tell the manufacturer who then would be obliged to assess if it meets the other
criteria.

• Substances being used for product and process oriented research (PPORD) and development (e.g. a
chemical being used in the development of a new product) can be exempted from registration for 5 years,
extendable by a further 5 (or 10 if used in medicinal products). Companies will need to submit a short
notification to the agency, who will decide whether to accept the exemption.

• Substances used in plant protection or biocidal products will be considered registered for those uses
through the relevant vertical legislation.

• On-site isolated intermediates and transported isolated intermediates have a more limited registration, based
on existing information, except in the case of transported isolated intermediates manufactured or imported at
>1000 tpa, when the registration must include ‘annex V’ information – i.e. the same information as a 1-10 tpa
marketed chemical.
6.3.2

Registration requirements vary by tonnage

The registration requirements vary by tonnage produced or imported per producer/importer – they are
prioritised so that higher volume chemicals require more safety information. The following table also includes an
estimate of how many phase-in chemicals fit into each category, from a report from the Commission’s Joint
Research Centre [5].

1-10 tpa

Generally in vitro safety information (described in Annex V) (no chemical safety
report) [17,500 substances], plus all available data (NB: Companies should already
have assembled this for the current classification and labelling legislation, see page
12)

10-100 tpa

Chemical Safety Report (analysis of hazards, exposures and safe uses) and the
safety information listed in Annex V + VI [4977 substances]

100-1000 tpa

Chemical Safety Report, Annex V+VI, existing information they have for Annex
VII and a testing proposal for the provision of new information in Annex VII.
[2641 substances]
This testing proposal will be reviewed by the authorities in a dossier evaluation,
and can include e.g. justifications as to why testing is not needed.

1000 tpa and
above

Chemical Safety Report, Annex V+VI, existing information they have for Annex
VII and VIII and a testing proposal for the provision of new information in
Annex VII and VIII. [2704 substances]
This testing proposal will be reviewed by the authorities in a dossier evaluation,
and can include e.g. justifications as to why testing is not needed.

On site isolated
intermediate at
1tpa and above

Available data
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Transported
isolated
intermediate at
1tpa and above

Available data, and if produced at 1000 tpa and above, annex V (as in 1-10tpa
registration of traded chemical). [1,700 substances at 1000 tpa and above]

There is more discussion of, and information about, safety testing on page 55.
It is important to note that a chemical produced at 100 tpa and above is registered with only available data and
testing proposal for new data for annexes VII & VIII – new safety information requested in these annexes does not
need to be available at this point, and the need or otherwise for this information will be established in Dossier
evaluation.

Myth: REACH does not accept old safety tests, or “REACH requires the retesting of
chemicals”
REACH asks for information on the safety of substances, and this can include old studies - as
annex IV states: “The registrant should gather all existing available test data on the substance to be
registered”.

Myth: REACH does not accept data produced for other regulatory systems
REACH asks for information on the safety of substances, and this can include studies done outside
the EU. It’s also worth noting that many of the recommended test methods (Annex X) have been
standardised at OECD level.

REACH does not require new test data; if existing studies are available they can be used, wherever in the
world they are generated. REACH demands information on the safety of substances – but industry is able to provide
this information through old tests, comparisons with other similar substances etc, as long as they can justify this.
Industry is also able to argue that some safety information is unnecessary, for example because of the exposure
pattern of the chemical. Annex IV outlines the whole process, Annexes V-VIII outline information requirements for
different tonnages, and Annex IX has the guidelines for adaptation (reducing) the information requirements.
Annex 1 explains how industry should take the safety information they have gathered, and relate to what they
know about the uses of the chemical, in order to create a chemical safety report. Only if a substance “meets the
criteria for classification as dangerous according to Directive 67/548/EEC or Directive 1999/45/EC or is assessed
to be a PBT or vPvB” does the registrant have to assess exposure and do a risk assessment (see [4] for an amended
version of Directive 67/548/EEC, defining dangerous). In theses cases the chemical safety report will include a
description of risk management measures that should be taken to ensure each use (or group of uses) is safe. If a
chemical is not classified as dangerous, . For chemicals produced at below 10 tonnes per annum a chemical safety
report is not required, so the producer will not be obliged to establish what risk reduction measures are needed for
safe use. However, the Commission would argue that in order to comply with the general requirement to recommend
risk management measures in safety data sheets, some sort of risk assessment will be required.
One new concept in REACH is that of ‘exposure scenarios’, which is a way of grouping uses – exposure
scenarios are discussed in “Exposure categories vs exposure scenarios”, on page 49.
It is also worth noting that the registration dossiers will be submitted to the agency who will only do a
basic completeness check – there will be no detailed analysis of the information in the dossiers unless the
dossier is selected for evaluation. It is only in evaluation that any industry data and justifications will be
examined by the regulator.

Page 21

www.panda.org/detox

6.3.3

Timetable for registration

Myth: REACH will make it more difficult for companies to introduce new chemicals
Reality: The opposite is true. Producers and importers currently have to notify the regulator as soon
as they sell 10 kg/year of a chemical, supplying more safety data for high tonnages. Under REACH
companies will not have to register new chemicals until they are making 1 tonne/year, and
requirements for safety data are much reduced. In addition, in the current system a notifier must
wait 60 days before putting a new substance on the market, whilst in REACH they only need to wait
21 days.
Chemicals that are new to the European market will continue to be subject to pre-market registration,
as in the current system (in place since 1981), however the registration threshold has been increased from 10
kg/year to 1 tonne/year.
A major challenge for REACH is the phasing in of registrations for the backlog of existing chemicals,
which have so far escaped effective regulatory scrutiny. This ‘burden of the past’ is estimated to be around
30,000 chemicals, all of which have been on the EU market since before 1981. The registration of these “phase in”
chemicals will be gradual, with 3 deadlines, prioritised on the basis of tonnage produced and with accelerated
registration for carcinogens, mutagens and reproductive toxins:

6.3.4

3 years after the
entry into force of
REACH

those chemicals produced and imported at >1000 tpa, and those chemicals produced
or imported at >1 tpa and which are classified as CMR category 1 and 2.

6 years after entry
into force

those chemicals produced and imported at 100-1000 tpa.

11 years after
entry into force
(e.g. 2018):

those chemicals produced and imported at 1-100 tpa.

Prioritisation and registration

See “Prioritisation”, page 47
6.3.5

Data sharing and consortia

REACH contains extensive mechanisms to encourage and frequently force companies to share safety data
on their chemical; in the case of information from animal tests it is mandatory that it is shared. This means that in
many cases companies will share the work in producing a registration dossier, often through forming a consortium.
It is important , however, to distinguish between the mandatory Substance Information Exchange Forum used for
data sharing, and the voluntary consortia, used for Registration.
In addition, a company producing a low volume of a chemical will often find that it has already been
registered by higher volume producers by the time the low volume deadline has been reached. REACH provides a
number of mechanisms to allow a later registrant to use data from earlier registrations.
The UK Government has been proposing a strengthening of the pressure for industry to co-operate in
registering chemicals through a proposal for only one registration per chemical – this proposal is currently under
development and discussion in Council.
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6.4

Evaluation

The dossiers collected in the registration process will only be checked by the Agency for completeness; their
accuracy will not be checked at all unless they enter the ‘evaluation’ stage.
NB: On-site isolated intermediates are exempt from normal evaluation but can be subject to checking by the relevant
national authority.
Evaluation is carried out by Member State authorities, co-ordinated by the Agency, but all decisions (e.g.
requests for more safety data) must be approved through a European process, in which all Member States must agree
with the proposal, or if unanimity can’t be reached, the Commission takes the decision. This makes it impossible for
any Member State to operate in isolation.
There are three forms of evaluation:

• Dossier evaluation (testing proposals) – this is compulsory for all >100 tpa chemicals, and involves an
examination of the testing proposals for the provision of information in Annexes VII and VIII.

• Dossier evaluation (compliance check) – this is voluntary for member state authorities, and involves
checking the accuracy of the registration dossier, and whether it fulfils the legal requirements.

• Substance evaluation – The agency and member states will create a rolling plan of substances to be
evaluated in more depth, with prioritisation so that the worst chemicals are examined first. In some
cases such an evaluation will lead to further action, for example authorisation or restrictions.
WWF’s proposals for evaluation are given on page 65.
Myth: Evaluation allows individual member states freedom to impose unreasonable
requirements on industry
Reality: Incorrect, all member state decisions within evaluation (e.g. asking for more data) have to
be approved through a European process, with decisions being made by all Member States, or the
Commission if unanimous approval is not given.

6.5

Authorisation

Authorisation is a procedure for controlling the use of chemicals of very high concern. The chemicals of very
high concern, are defined as follows:

•
•
•
•

Category 1 & 2 Carcinogens, Mutagens and Reproductive toxins
Chemicals that are persistent, bioaccumulative and toxic (PBT), based on scientific criteria.
Chemicals that are very Persistent and very Bioaccumulative (vPvB), based on scientific criteria.
Chemicals that are “identified as causing serious and irreversible effects to humans or the environment which
are equivalent [to the other chemicals above]”.

• The biggest difference between authorisation and restrictions is that in authorisation all uses of a chemical
are banned except those that industry comes forward to defend, whilst in restrictions authorities
provide the justifications for banning specific uses (or in some cases production).

• Therefore, in restrictions, the regulator must find out which uses exist, and which should be restricted,
whilst considering whether safer alternatives are available in the case of important uses. In authorisation, it
is industry that states which uses it wants to continue, and it has to make a case for those uses continuing.
Authorisation also encourages producers of alternative substances to bring forward information, and in
some circumstances will force the applicant to prepare a substitution plan.
WWF’s improvements to authorisation start on page 66.
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6.5.1

Authorisation process

Not all chemicals of very high concern will enter authorisation immediately, as there will first be a
prioritisation process involving the Agency to identify those chemicals of most concern. Once chemicals have been
selected through this prioritisation process (with a consultation), they will then enter the full authorisation process. It
has been suggested that in the first years of operation of REACH the authorisation process will only process tens of
chemicals per year, but numbers will increase as the REACH procedures become more established.
A deadline will be set when use of the chemical must cease, except when industry has successfully applied
to continue use, either because they argue that the chemicals will be used under ‘adequate control’ (Article 57.2) or
that socioeconomic factors and lack of safer alternatives means that use should continue, despite a lack of ‘adequate
control’ (Article 57.3).
6.5.2

Exemptions from the authorisation system

Exemptions from the authorisation system are the same as those from registration (above), but also include:

•
•
•
•

Uses as plant protection products or as biocides.
Uses as on-site isolated intermediate or transported isolated intermediate.
Uses in scientific research or PPORD.
If the authorisation relates to a human health problem, then uses in cosmetics or food contact materials are
exempt, based on the assumption that the specific vertical pieces of legislation should cover human health
concerns.

• Substances present at low concentrations in preparations.
6.6

Restrictions process

The restrictions process is the ‘safety net’ to deal with “unacceptable risks to human health and the
environment”, through adopting restrictions on manufacture, use and/or placing on the market of a substance. The
REACH restrictions process is similar to the current marketing and use regulations.
Chemicals do not have to be registered in order to be restricted. The restrictions process can deal with
chemicals that are exempt from the registration process, and can also lead to action being taken on a ‘phase in’
chemical that has not yet been registered.
The core of the restrictions process is the preparation, by the Agency or Member States, of a dossier which
demonstrates that a risk to human health or the environment is not adequately controlled. This dossier is then
discussed within the Agency’s committees, with decisions eventually being taken by the Commission through a
Comitology procedure.
Because of the ‘safety net’ nature of the restrictions process, there are few exemptions, basically just those
concerning waste, and human health risks from cosmetics (to be dealt with by the cosmetics directive).

6.7

The Agency

REACH sets up a new European Chemicals Agency to administer the REACH regulatory system. It has
already been decided by Council that this Agency will be based in Helsinki. As explained in the REACH
explanatory memorandum [18]:
“The Agency manages the registration process, plays a key role in ensuring consistency of evaluation,
provides criteria to guide Member States’ selection of substances for evaluation and takes decisions requiring
further information on substances under evaluation. It also provides opinions and recommendations in the
authorisation and restriction procedures and has duties with regard to confidentiality”
The Agency will have a Management Board, and a number of committees, including a committee on risk assessment
and one on socioeconomic assessment (for establishing recommendations in the authorisation and restrictions
procedures), a Member State committee (for decision-making involving the Member States), a forum for exchanging
information on enforcement (with Member State representatives), and a Board of Appeal.
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It is legally impossible for the Agency to enforce REACH, due to restrictions in the EU treaty (and Constitution) –
enforcement must happen at Member State level.
WWF’s proposals for the Agency are on page 71

6.8

Information flow and access to information

REACH will generate a lot of information – however, this information will not all be publicly available, with
some information only being accessible to regulators. As far as public access is concerned, information held by the
Agency is divided into three categories:

• A “White list” of information that will always be publicly available, and which will be accessible on the
REACH internet database.

• A “Black list” of information that will never be made available, for example precise production tonnages.
• A “Grey list” of information which will only be available on application, after consulting the provider of the
information to find it if it can be disclosed.
WWF’s recommendations for the information provisions of REACH are on page 73.

Myth: REACH forces disclosure of confidential business information
Reality: REACH provides considerable protection of business information throughout. In most cases
industry will be asked before disclosure of information to a third party, and industry can then claim
commercial confidentiality. WWF believes that the current level of confidentiality is too
comprehensive, and the mechanisms for obtaining information are too burdensome..
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7. Costs and benefits of REACH
REACH is intended to amend the failures of the last 70 years of chemicals mismanagement. If implemented in
an effective and consistent way, REACH has potential to lead to enormous health and environmental benefits, as
well as fulfilling the reasonable demand that the use of man-made chemicals should be controlled by a system based
on information, not ignorance.
REACH will improve human health for both workers and consumers. In addition, REACH will provide a less
contaminated environment for the benefit of both individual species of flora and fauna, and overall biodiversity.
Such environmental improvements will also lead to cleaner food and drinking water, a reduced number of chemicals
related scandals, less costly clean-ups of contaminated land, and a reduction in other environmental expenditures
currently being paid by the general public through taxes.
REACH also provides several promising benefits to the chemicals industry and its downstream users. These
are, for example, more information on chemicals, increased consumer confidence, new opportunities for innovation,
as well as the benefits of a new transparent, homogenous and predictable legislative system.
In the following sections the costs and benefits of REACH are evaluated further. During the debate about
REACH many stakeholders have touched the question of whether it is possible to “prove” - through economic costbenefit analyses - that protection of our environment and our health is a sensible policy. Consequently, although
most benefits of REACH are not best described in economic terms, a number of national and international valuation
studies have been carried out in an attempt to describe the benefits in monetary terms, so that these could be
compared with the costs to industry of implementing REACH. However, the valuations of both benefits and costs
include numerous uncertainties and many unclear exemptions and presumptions, which renders the results less
useful in creating a clear picture of the impacts of REACH. The benefit studies generally focus solely on the benefits
related to improved human health, excluding all other benefits of REACH. However, even with this limited
approach, the economic benefits of REACH are generally shown to be much larger than the estimated costs to
European industry
The costs of REACH have become the most hotly-debated part of the whole REACH debate. The benefits have
tended to be rather neglected. This section reviews the history of REACH impact assessment, discusses some of the
results and outlines some key issues.

7.1

A brief history of REACH impact assessment
Myth: The impacts of REACH on businesses have not been extensively examined
Reality: There have been more impact assessment studies on REACH than on any other piece of
EU legislation.

The impact of REACH has been discussed for as long as REACH itself has been in existence. This is a list of
some of the key inputs into the debate – this list is not comprehensive. Many of the studies are discussed in more
detail below.

• February 2001: A brief cost benefit assessment in the White paper estimates testing costs to industry at €2.1
billion, or €0.2 billion/year for the 11 year phase in period [9].

• 21st May 2002: Commission holds a stakeholder debate on the Business Impact of REACH [16], at which a
draft business impact assessment is presented and discussed – this impact assessment is then published in June
[17]. This study concluded that the direct cost to the chemical industry would be between € 1.4 and € 7 billion,
with a best approximation of € 3.6 billion.

• 31st October 2002: The BDI (German industry association) released the executive summary of a study by
Arthur D. Little (ADL) on impacts of REACH in Germany [27]. The rest of the study was released 2 months
later, and claimed “The implementation of the ideas of the White Paper will cause a cumulated loss of gross
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added value between 0.4% and 6.4% for the national German economy according to the available model
calculations”. This study was later updated, with similar results.

• 29th January 2003: WWF and EEB publish a discussion paper, “A new chemicals policy in Europe – new
opportunities for industry”, responding to industry and US government claims regarding the cost of REACH,
and pointing out the lack of benefits assessment [28].

• 6th February 2003: The German Environment Agency UBA organise a workshop of economist to discuss the
BDI/ADL study – as the report shows [29], they were very critical.

• 29th April 2003: The French chemical industry association (UIC) and Mercer consulting launch a Powerpoint
presentation about a study of REACH costs, which claims that REACH would cause a loss of French GDP of
1.7 to 3.2%, 10 years after implementation [30]. This Powerpoint presentation was later updated, allegedly to
reflect the final REACH proposal, claiming similar impacts. The actual study itself has never been published.

• 14th July 2003: WWF publishes a report written by the renowned environmental economist David Pearce, on
health benefits of REACH, concluding that REACH could save up to €260 billion in Europe over 20 years
[31].

• 23rd July 2003: The German Advisory Council on the Environment releases a report analysing the BDI/ADL
and UIC/Mercer studies, concluding that “Considering the small scale of the costs incurred by REACH
compared to chemicals industry sales, the feared impacts on the industry as a whole are hardly plausible”
[32].

• 30th September 2003: WWF release a report written by the Science Policy Research Unit at the University of
Sussex, which examines the impacts of REACH on innovation, and critiques the BDI and Mercer studies [33].

• 29th October 2003: REACH proposal published by the European Commission [18], with an “extended impact
assessment” – see next section [19].

• 21st November 2003: Commission workshop on impact assessment of REACH.
• First half of 2004 – Negotiations between UNICE, CEFIC, DG Enterprise and DG Environment on further
impact assessment of REACH, followed by the setting up of a working group to oversee this process – see
page 83 for the latest information on this process.

• 31st August 2004 – a new ADL study is presented to the Industry Committee of the European Parliament,
which claims to examine REACH impacts on Europe. The study is heavily criticised by both parliamentarians
and Commission, with one – conservative - MEP saying that the methodology was “totally unacceptable,
useless from the point of view of MEPs or decision makers” [34].

• 13th October 2004 – The Nordic Council publishes a new impact assessment of REACH, by the American
economist Frank Ackerman. This study heavily criticises the ADL studies, stating that they are “implausible..,
based on numerous errors and exaggerations” [35].

• 25th-27th October 2004 – The Dutch Presidency of the EU hold a three day workshop on impact assessment for
Council experts [36] – as part of the preparation for this workshop they publish a summary report of 36 impact
assessments [37]. In a presentation to this workshop CEFIC quote figures from ADL and Mercer studies.
A number of these studies are discussed below, others (particularly the NGO studies) are discussed under ‘business
benefits’ etc.

7.2

The Commission’s REACH Extended impact assessment

The most definitive study of REACH impacts so far was published by the European Commission with the
REACH proposal in October 2003 [19]. This study examined both the direct costs of REACH on the chemical
industry, under a range of scenarios, but also the total costs on other industries, for example substitution costs should
a chemical not remain on the market. The key conclusions were:

• REACH would cost the chemical industry around €2.3 billion (range €1.9 – €3.2 billion) over 11 years of
implementation

• This is around €0.50 per year per EU citizen
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• With indirect impacts on other industries the cost is predicted to be €2.8 billion to €5.2 billion, including the
costs to the chemical industry, depending on the level of substitution required.

• €5.2 billion is still less than €1 per EU citizen person per year.
• Health benefits were calculated to be at least €50 billion (see below for further explanation, and there was no
calculation of environmental benefits.

• In comparison, the chemical industry spent €2.3 billion on environmental improvements relating to waste in
1999 alone, out of a total environment-related expenditure of €7.7 billion. Therefore the chemical industry
was able to deal with costs of €7.7 billion in one year without major problems, yet claim that costs of €2.3
billion over 11 years will cause massive problems. Very mysterious.
It’s also worth noting that the operating profit of the top 50 European chemicals companies in 2002 was €15 billion.
7.2.1

Health benefits estimation in Commission study

Health benefits are hard to calculate, and all results end up being an estimate. The methodology the
Commission used to calculate the €50 billion figure for health benefits is summarised clearly in the UK
Government’s consultation paper on REACH:
“The Commission based the calculations on various assumptions:

• the proportion of all disease (based on World Health organisation figures and measured in Disability
Adjusted Life Years – DALYs) due to agro-industrial chemicals and chemical pollution from diffuse sources is
between 0.6% and 2.5% in developed market economies. A conservative figure of 1.0% is therefore taken
from this range.

• the proportion of this disease that will be identified and tackled by REACH is 10%.
• 10 DALYs are equivalent to 1 life saved.
• in line with an experts’ workshop on valuing health impacts, a value per statistical life estimate of € 1 million
was adopted.

•

the positive effects on public health would start to occur 10 years after REACH starts to be implemented, and
persist for another 20 years.

The total health benefits would be in the order of magnitude of €50 bn over the next 30 years. In other words, a 0.1%
reduction in the burden of disease due to REACH would yield health benefits of €50 bn. The Commission stressed
that this was not an estimate of the benefits of REACH, but rather an illustration of their potential scale.” [38]

7.3

Industry studies
Myth: The BDI/ADL and Mercer studies of REACH impact give a good indication of the
potential impacts of REACH.
Reality: Both of these studies have been heavily criticised by economists, and have major
methodological weaknesses.

The two key industry studies in the political debate on REACH are the BDI/ADL study and the Mercer study. Both
have been heavily criticised by economists, but both are still extensively used by industry speakers and in industry
papers.
7.3.1

BDI/ADL study, Germany
st

On 1 October 2002 the BDI (German industry association) released the executive summary of a study by Arthur
D. Little on impacts of REACH in Germany [27]. The rest of the study was released 2 months later, and claimed
“The implementation of the ideas of the White Paper will cause a cumulated loss of gross added value between 0.4%
and 6.4% for the national German economy according to the available model calculations”. This study was later
updated, with similar results. The decision to initially release an executive summary without the detailed study was
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an effective way of making it difficult to criticise the study’s methodology. However, as the full study became
available the criticism mounted, in particular:

• 29th January 2003: WWF and EEB discussion paper, “A new chemicals policy in Europe – new opportunities
for industry”, points out that [28]:
“the figures predicted by the model are only valid in a static economy, where no active and innovative
response to changing conditions is expected. This is a completely unrealistic assumption”

• 6th February 2003: The German environment Agency UBA organise a workshop of economist to discuss the
BDI/ADL study – these economists where highly critical: [29]
“The estimated costs that are set for the risk assessment procedures (exposure assessment) were
considered by several experts to be far too high.”
“The experts doubted whether the disclosure of information automatically led to higher net cost
(“transparency costs”), let alone production losses.”
“Nor does the time factor (duration of registration and licensing relative to the innovation and product
lifecycle), which, under the “clouds” scenario, is supposed to account for up to 90% of production losses,
appear very plausible”
“With reference to his own study of the automobile industry, one of the experts pointed out that ADL’s
assumption of planning uncertainties caused by regulation did not in fact correspond with his own
findings.”
“the conference participants took the view that only a dynamic perspective would produce meaningful
outcomes… In contrast to the present ADL Study with its entirely static approach,”
“the ADL Study raised doubts as to the validity of the interview results not only by the narrowness of its
survey base in relation to the economy as a whole, but also by the fact that the industry representatives
interviewed were obviously poorly informed and in some cases misinformed (e.g. question of transparency
versus confidentiality). The interviewees’ assessments do not therefore always rest on sound knowledge
but, to a considerable extent, on emotional fears.”
“On the whole the discussion made it clear that a bottom-up method of the type chosen by ADL is not an
suitable methodology for arriving at absolute magnitudes via macro-economic aggregates. The data
contained in the ADL Study for losses in gross value added and for job losses resulting from the
implementation of REACH cannot be validated and cannot therefore constitute a sound basis for the
macro-economic evaluation of EU chemicals policy. Even the relative comparison of scenarios suffers
from distortions inherent in the model (data base, aggregation, standardisation) and can say little about
the significance of individual parameters and their respective characteristics.”

• On 23rd July 2003 the German Advisory Council on the Environment released a report analysing the
BDI/ADL study, concluding: [32]
“Considering the small scale of the costs incurred by REACH compared to chemicals industry sales, the
feared impacts on the industry as a whole are hardly plausible. The underlying models have fundamental
methodological weaknesses in that they systematically over-estimate the economic impacts.”
“The assumption that companies do not adapt to new market conditions and that product or process
innovation does not take place is unrealistic.”
“The study does little service to the debate on the economic impacts of REACH.”

• On 30th September 2003 WWF released a report written by the Science Policy Research Unit at the University
of Sussex, which also critiqued the BDI study: [33]
“the analysis confuses ‘innovation life cycles’ with ‘product life cycles’ and as a result substantially overestimates the costs involved.”
“[the study] assumes that production losses over a product life cycle are proportional to the extra time
taken for registration divided by the total innovation life cycle. This is a very dubious metric…Moreover, it
is highly unlikely that such a relationship exists”
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“The impact of these costs is analysed using a scaled ‘industry factor’…This introduces a substantial overestimate of the costs, as the three factors are very different, which creates difficulties in understanding
what adding ‘apples and oranges’ together means for the data… because the factors interrelate
substantially, their combined effect will be less than their addition suggests. The next step of assuming that
they will be proportional to production losses is very questionable. There is no reason to assume that this
can be directly related to percentage production losses, or to assume that it has a linear relationship to
production losses. To do so without comment or verification seriously compromises the
study….verification could be done easily by using data about changes in exchange rates or the price of
feed-stocks. Given that changes in exchange rates or feedstock prices generate costs that are likely to be
substantially higher than the costs of REACH, we may expect the BDI methodology to predict larger
production losses and even more extensive unemployment than the 2.3 million job losses of the ‘hurricane’
scenario. Since we do not observe these effects in practice, it may be assumed that the linear relationship
between changing costs and losses of production is untenable and introduces a substantial bias to overestimate the losses to industry and the economy.”
“The additional direct jump from production losses of the German economy to job losses is extremely
weak.”
The Ackerman study for the Nordic Council (see below) also includes a detailed critique of the ADL study [35].
Despite all of these studies, and the considerable criticism of the BDI study by independent economists, it continues
to be used as part of the political lobbying of the chemical industry, for example being used in a VCI (German
Chemical Industry Association) presentation at a conference in January 2004 [39]: “ADL: loss of added value to the
amount of 180 bn euros or about 3.4 million jobs”.
It is interesting to note that the BDI study tends to be used only in presentations to people who are not chemicals
policy experts – this is presumably because industry knows that the chemicals policy experts will dismiss the study.
7.3.2

Mercer/UIC study, France

On 29th April 2003 the French chemical industry association (UIC) publish the results of a study done by
Mercer consulting, which claims that REACH would cause a loss of French GDP of 1.7 to 3.2%, 10 years after
implementation [30]. This study has since been updated, but the core of the study has never been made publicly
available. The most detailed public version of the study is a powerpoint presentation – even DG Environment
officials have not been permitted to access the core study.
The limited details available have been enough to show that the Mercer study is basically using the same
methodology as the BDI/ADL study, so will be subject to the same criticisms. However, the lack of access to any
real data makes it impossible to examine it properly.
However, on 22nd June 2004, at a meeting of the working group on further impact assessment of REACH
(see page 83), a Mercer consultant gave a presentation on the study that actually included one table of real data, a list
of anonymous chemicals from an anonymous chemical company. This table provided enough information to
demonstrate the shaky foundations of the Mercer study, which is based on the assumption that REACH will force
many chemicals off the market, creating major problems for downstream users.

A photograph of table from the printed presentation is given below; unfortunately the electronic version of
the presentation circulated the following day had been censored, cutting out most of the information in the table:
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To our knowledge, this is the first time one of these tables has entered the public domain. There are a number of
interesting points:

• All the chemicals listed are being manufactured at <100 tonnes per annum, so will not need to be registered
until 2018 at the earliest. However, Mercer calculate registration costs as if they are spread over one year, not
11. Is this why 5 of them are listed as ‘arret’ – i.e. stopping production?

• There is no consideration as to whether companies producing these chemicals at higher volumes may have
already registered these chemicals by the time 2018 comes.

• Without doing a detailed analysis of test costs (but see page 58 for much lower costs from the Commission), it
is strange that a 1.2 tpa type 2 intermediate (an on site isolated intermediate) requires registration costs of
€31,000 Euros when REACH specifies that only available information needs to be supplied (Article 15).

• What is going on with the last chemical visible on the table? It is being produced at less than 1 tpa, so would
not need to be registered, yet it is claimed that it will go off the market due to registration costs?

• A later email from Mercer stated “This methodological page was unfortunately not updated for my
presentation yesterday and considered hypothesis from our the previous study. Concerning the "130 kg"
production volume, the cost of tests of 155 K€ is simply due to 11000 T of the intermediary b11 on line below
us in the process. Considering the new hypothesis, there no impact anymore.” Mercer has since refused to
provide any evidence that the data used in their ‘new hypothesis’ is accurate or reasonable.
It is unfortunate that Mercer have not made the basis of their study publicly available – but from the little
information we have, it would seem that the Mercer study has foundations of sand, and is even worse than the BDI
study. It is rumoured that the French government have done an in depth analysis of the Mercer study and were
highly critical – unfortunately this analysis is not currently in the public domain.
In spite of the extensive criticism of the Mercer report and its lack of transparency, it is still being used in
political lobbying, particularly in lobbying people without a background in chemicals policy. A good example of this
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is its use by CEFIC in their presentation to the European Parliament’s Economic and Monetary Affairs Committee in
March 2004 [40]:
“the Mercer study for France issued in April 2003 and revised after the publication of the draft legislation
proposal estimates a potential impact on French GDP between 1.7% and 3.2% more likely to be 1.7% for job
losses ranging from 360 000 to 670 000 in 2012. As these effects may reasonably be assumed to result in
similar effects in other EU-countries it is clear that REACH risks causing a negative effect on the European
economy.”
CEFIC and UNICE also used both Mercer and ADL studies in their presentation to a workshop on impact
assessment of REACH held by the Dutch presidency of the EU on 25th October 2004.
7.3.3

CEFIC - The 20/80 divide

Myth: “the bulk of the costs will be borne by the fine and specialty chemical sector that
consists mainly of SMEs. This sector accounts for just 20% of the total chemical industry
manufacturing output but will have to bear over 80% of the costs”
Reality: A detailed analysis by the European Commission’s joint research centre of testing needs for
REACH concluded that the producers of the highest tonnage chemicals would bear the most costs,
not those who produce lower volume chemicals, which is CEFIC’s claim.

CEFIC itself has not done a macroeconomic study of REACH impacts, but they frequently use the BDI and
Mercer studies, as mentioned above. However, one important claim that they do make frequently regarding the
impacts of REACH has been challenged in a detailed analysis by the European Commission’s Joint Research Centre:
“Moreover, the bulk of the costs will be borne by the fine and specialty chemical sector that consists mainly
of SMEs. This sector accounts for just 20% of the total chemical industry manufacturing output but will have
to bear over 80% of the costs.” ‘REACH: Approach of the European Chemical Industry to an effective new
chemicals policy for Europe’ CEFIC, May 2004 [41]
“The testing requirements and thus the costs depend on the produced quantity of a substance. In the most
likely scenario, the total testing costs are distributed with 15%, 23%, 26% and 36% for substances produced
in quantities of 1 – 10, 10 – 100, 100 – 1000 and > 1000 tonnes/year, respectively. The claim by CEFIC that
the fine and specialty chemical sectors producing chemicals in low tonnages accounting for 20% of the total
chemical industry manufacture will have to bear over 80% of the direct costs of testing and administration
(CEFIC 2003) cannot be supported by the present analysis.” ‘Assessment of additional testing needs under
REACH’, European Commission Joint Research Centre, September 2003 [5]

7.4

Member State studies

Many Member States are now undertaking impact assessments of REACH. Some of these studies are paying
more attention to benefits than earlier studies, whilst other studies have more doubtful methodology. The Dutch
presidency organised a three day conference on impact assessment at the end of October 2004 – see below. A couple
of Member State and regional studies are outlined below.
7.4.1

UK draft regulatory impact assessment

One study that is worth mentioning is the UK draft regulatory impact assessment of REACH [42], which was
published in March 2004 as part of a consultation document on REACH [38]. Key features of this study include:

• Direct costs of REACH on for the UK would be around £500 million over 11 years, assuming no innovation
in testing methods.

• A ‘break even’ analysis shows that REACH would need to prevent only 18 occupational cancer deaths per
year to break even with the direct costs. An alternative calculation method found that REACH would need to
reduce 0.4-1.5% the number of (non-asbestos) occupational cancer deaths in order to break even. Note that
these estimates ignore all the other health, environmental and business benefits of REACH.
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• This study does, however, have deficiencies, in particular it includes case study reports with no reality check –
see section 7.9 on page 40.
7.4.2

Nordic council “True costs of REACH” study

This study, written by the American economist Frank Ackerman, re-examines the direct costs of REACH, and
discusses the indirect cost and dissects the many errors in the ADL study [35]. Key conclusions included:

• “This study provides a bottom-up recalculation of the expected costs of the current (October 2003) version of
REACH, estimating an 11-year total direct cost of €3.5 billion.

• A proposed variant, “REACH Plus,” would restore some features of a previous version of REACH, while
increasing the total direct cost only to €4.0 billion.

• The annual cost is around 0.06% of the chemical industry's sales revenue.
• Two standard economic models imply that total (direct plus indirect) costs should be no more than 1.5 – 2.3
times the direct costs. Economic analysis confirms that costs of this magnitude are unlikely to harm European
industry,”

• “Price changes of the same magnitude as the costs of REACH are commonplace in industry, and do not
prevent profitable operation. The spot price of crude oil varies by a greater percentage in almost every week,
while the EU-15 price index for all intermediate manufactured goods varies by a greater percentage in almost
every month”
7.4.3

Dutch impact assessment meeting, October 2004

The Dutch presidency of the EU organised, at the end of October 2004, a special meeting for Council
experts, in order to discuss REACH impact assessment. As part of the preparation for this meeting a study of 36
impact assessment related publications was produced by external consultants [37].
The conclusion from this seminar focused on specific issues around the REACH regulation, and the need for good
information and training on the REACH proposal [36], with the final remarks being:
“In line with earlier political conclusions, the necessity of the new EU regulation on chemicals is evident.
In implementing REACH it is necessary to maximize cost effectiveness for industry, in particular SMEs.”
It is worth noting that the workshop outcome did not call for further impact assessment of REACH.
Unfortunately a press release [43] from the Dutch government misrepresented the workshop conclusions, claiming
that the workshop had “judged the costs for business to be too high”

7.5

Impacts of REACH on business

7.5.1

Some costs of the current system

The current regulatory system generates significant costs for industry – most of which are hidden in other costs,
or emerge unexpectedly. For example:

•
•
•
•
•

Costs of human resources in the chemicals industry managing ignorance.
Costs of workers ill-health in terms of e.g. insurance payment and absenteeism
Costs of chemicals products being subject of negative debate and bad public image.
Unexpected costs related to new scientific evidence of hazards related to hitherto untested chemicals.
Costs of unexpected accidents and liability cases caused by lack of information and erroneous risk
management.

• Cost of complying with different safety rules in different countries.
• Costs of unpredictable new national or international restrictions on the production and use of specific
chemicals

• Unnecessary costs of exaggerated risk management caused by lack of knowledge on specific hazards.
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• Costs of current constraints to research and innovation
• Costs to companies being hit by unpredictable hostile campaigns run by different citizens groups or NGO’s
• Costs of voluntary testing of untested chemicals.
7.5.2

Some benefits of REACH

REACH brings a substantial number of benefits to business, including: [28]

• New markets for safer and more environmentally friendly products;
• Safer products will reduce the risk of future liability lawsuits, which can result in enormous costs (as has
happened with asbestos);

• Increased trust among consumers, employees, students, local communities and investors, leading to a more
positive business environment and improved recruitment;

• Easier introduction of new chemicals onto the market will encourage development and innovation;
• A more predictable regulatory system which will aid future long-term planning by industry; and
• Improved transparency and communication through the supply chain, which will lead to increased power
and confidence for downstream users and SMEs.

• A responsibility on chemical producers to define safe use of their chemicals, thus reducing the workload
and liability for downstream users of chemicals.

• Safer use of chemicals within businesses, reducing costs due to illness and absence from work.
Some of these benefits are discussed in more detail below:
7.5.2.1

Improved information, access to information and information flow

In the current regulatory system there is a lack of available safety information on chemicals, which makes it
more difficult for downstream users to be confident how a chemical should be used, and what alternatives are
available. If a downstream user chooses (knowingly or unknowingly) to base their income on chemicals that have
not been properly tested, they must live with the unpredictability that follows emerging science and new knowledge
on chemicals as well as the fact that it will not be possible to establish the proper level of risk management.
The current system puts few obligations on the chemical producers, so moves the burden of either dealing
with ignorance or testing the chemicals on to the downstream users of chemicals. A downstream user can only
provide his customer with qualified information about the chemicals in his products, if he has received this
information from his own supplier, or alternatively if he has tested the chemical on his own account.
In addition, in the current system chemical producers often have only limited knowledge of what their
products are used for. This makes it more difficult for producers to effectively serve their customers, and reduces the
potential for innovation, which is often strongest in supply chains with high levels of up- and down-stream
communication.
7.5.2.2

Improved consumer and investor confidence

Surveys have shown that the public are concerned about chemicals, and that 69% said yes when asked:
“Could you tell me if you would you be prepared to pay one Euro more per year for everyday household products if
it made the chemical industry identify and phase out the most harmful chemicals” [44]. As mentioned earlier, around
€1 per EU citizen per year is the Commission’s estimate of the direct & indirect cost of REACH to industry.
The present system of poor regulation creates mistrust in the chemicals industry among consumers, workers,
local communities and investors. In the last decades chemical products have caused increasing insecurity and
negative public debate in society. This is not desirable for the chemicals industry, or for downstream users of
chemicals.
CEFIC’s own image survey has shown that 81% of Europeans believe that the chemical industry should face
tougher controls.[45]. At the same time, CEFIC are also concerned at the reduced number of students studying
chemistry [46].

Page 34

www.panda.org/detox

More than half a companies market value derives from intangible assets, including a companies reputation
[42], so concerns about chemical safety can make a real impact on the performance of a company’s shares.
The most vulnerable companies are those that are at the end of the supply chain, closest to the ordinary and
professional consumers, such as retailers and consumer goods manufacturers. This is why these companies tend to
be most supportive of REACH, particularly if they have been running a proactive chemical policy, and have found
how difficult it is to do this with the current regulatory system, e.g. companies such as Marks and Spencer’s, Ikea
and H&M.
7.5.2.3

A simpler, more predictable, and more transparent regulatory system

The current system for regulating chemicals is extremely complex and unclear, but REACH will replace
more than 40 directives and regulations thus creating a simpler and more coherent system. Many international
companies use much administrative time in working out how to deal national rules and legislations in all those
countries in which they operate, in order to be able to operate legally everywhere. REACH will create a new large
EU market with homogenous legislation on the production and use of chemicals. This will be an improvement for
international companies, and make it easier for smaller companies to export.
This legislation will create a level playing field across an EU of 25 countries and more than 450 million
consumers – putting the EU in a strong position to take the lead in setting new global chemicals safety standards,
with EU companies gaining ‘first mover advantage’.
REACH will also improve access to safety and use information about chemicals, which will increase
predictability related to e.g. accidents, risk management measures, and reduce ad-hoc restrictions on specific
chemicals. Moreover, REACH will establish a clear framework for the future chemicals policy, which should persist
for decades. Thus, REACH will enable better long term planning in chemical companies with less time wasted on
chemicals of little concern and more knowledge about how to handle chemicals of greater concern.
7.5.2.4

Producer responsibility, leading to increased security for downstream users

The system of exposure scenarios under REACH (see page 49) means that downstream users will be told, by
chemical producers and importers, what are the safe handling conditions for the substances they buy. As long as the
downstream user is using the chemicals within the described scenario, and following the producer’s instructions,
they responsibility for any problems should be with the producer of the chemical, not the downstream user. As
mentioned on page 43, there is a rapid and straightforward process described in the legislation for downstream users
to inform producers of new uses/exposure scenarios that they want covered, and the chemical producer must then
establish the safe conditions for this use.
This extension of producer responsibility may be one of the key reasons why chemical producers do not like
REACH – they do not want this increased responsibility and the consequent increase in potential liability.
7.5.3

Innovation and REACH

The European Commission extended impact assessment notes a few of the many benefits that REACH will bring
to innovation [19]. For example:

• for new chemicals the testing threshold has been raised from 10 kilograms per year to 1 tonne per year
• substances manufactured for product and process orientated research are exempt from registration for a period
of 5 years (renewable for an additional 5 years)

• there is now a level playing field for new and existing chemicals, rather than existing chemicals being
favoured.
However, innovation is about a lot more than this, as is discussed in a detailed study done for WWF by the Science
Policy Research Unit at the University of Sussex [33]. One of the key conclusions of this report is that:
“many of the main provisions of REACH will tend to promote innovation both within the EU chemicals sector
and more widely especially by encouraging the replacement of older, more risky and less sustainable
chemicals with newer alternatives, and by changing the direction of innovation towards safer and less
damaging chemicals.”
This report also points out that the relationship between innovation and regulation is often over-simplified, and there
are many examples of regulations that have assisted innovation. For example, research has shown that
Page 35

www.panda.org/detox

pharmaceutical companies in countries where regulations has been more geared to protecting local markets like
France, have been less innovative. Where regulations are designed to maximise safety (as in the UK and the US), the
pharmaceutical sector has been a major success story.
REACH will ensure that there is an increased flow of safety information up and down the supply chain, and it
will make it more difficult to use chemicals with the most hazardous properties (for example those that cause cancer
or accumulate in our bodies). These two elements will create increased markets for safer chemicals and less
polluting chemicals. The REACH system should also gain a reputation around the world as a way of obtaining safer
chemicals with good safety information – this should increase trust in the sector and will benefit EU exporters.
Finally, a factor often forgotten in analysis of REACH is that consumers will still be buying products. If a
consumer has been buying chairs containing a flame retardant that is to be restricted, the consumer will still carry on
buying chairs – they may be made by a different manufacturer (maybe a more innovative one), but they will still be
buying them, and putting in money at the end of the supply chain, which will then flow up to all the other parts of
the supply chain.

7.6

Health benefits of REACH

Today, all European citizens are exposed to a cocktail of many different chemicals from many different
sources (see page 76 for examples of problem chemicals). Hazardous chemicals are found in the working
environment as well as in food, water, clothes, building material, toys and many other ordinary consumer products.
Chemicals may cause or worsen diseases such as e.g. cancer, allergies, asthma and reproductive disorders.
Chemicals may also lead to e.g. reduced IQ, behavioural disorders, altered DNA, and disturbance to the functions of
the nervous system, immune system and hormonal system.
As mentioned earlier, both the European Commission (page 28) and the UK (page 32) have done indicative
calculations on the health benefits of REACH, though both admit that is very difficult to obtain a definitive figure.
For example, what is the value of an uncontaminated foetal environment – free of PCBs, flame retardants and
whatever chemicals we find next? Do we have to wait until we can prove a health effect and put an economic value
on it before we can value such a benefit?
Other studies have also come up with figures:

• The renowned environmental economist Professor David Pearce, estimated the health benefits of REACH in a
study for WWF UK [31]. He concluded that the health benefits of the REACH regulation outweigh the
predicted costs, with benefits of up to €260 billion, even after taking into account the costs to businesses of
implementation.

• The social costs of allergy in Europe – in terms of health care and absenteeism – have been estimated to be
€45 billion per year [47]– it would be hoped that REACH would be able to make some sort of impact on this
figure.
7.6.1

Occupational health benefits

Chemicals are a significant problem for occupational health, as has been pointed out by the European Agency
for Safety and Health at Work [48]:
“Dangerous substances are found in many workplaces. Around 16% of workers in Europe report handling
hazardous products and 22% are exposed to toxic fumes and vapours for at least a quarter of their working
time.
Exposure to dangerous substances can occur anywhere at work, on farms, in hairdressers’ shops, in motorvehicle repair shops, in hospitals, at chemical plants.
Dangerous substances can cause many different types of harm. Some cause cancer, others can affect the
ability to reproduce or cause birth defects. Other substances may cause brain damage, harm to the nervous
system, asthma, and skin problems. The harm done by dangerous substances can occur from a single short
exposure or by the long-term accumulation of substances in the body.
Dangerous substances contribute significantly to the 350 million working days lost through occupational ill
health and to the suffering of over 7 million people who are victims of occupational illness. The considerable
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costs to business from the ill health and disability to workers include sickness absence costs and lost
productivity.”
Thus, although there already is Occupational Health and Safety legislation to control chemicals, evidence from ill
health statistics and experience from existing chemical schemes indicates gaps in the current control regime. Quite
apart from the mortality rates, morbidity rates at these levels represent a high proportion of the totality of work
related ill health and therefore the number of work days lost.
REACH has the potential to improve this situation, for example through:

• Improving information flow on the properties of chemicals, including the creation of web-based database
of chemical safety.

• Ensuring that more safety information is available on chemicals, which will undoubtedly result in more
hazards being discovered, which workers are not currently being properly protected from.

• Providing clearer direction to downstream users as to what risk management measures are needed.
• Encouraging the substitution of the worst chemicals, particularly those subject to authorisation, with safer
alternatives, thus reducing worker exposure to such chemicals.

• Responding more rapidly to new information on the health impacts of chemicals. REACH should make
the response to new research more rapid and efficient. Producers will have to evaluate the way in which this
new information will impact on their exposure scenarios, and then inform their customers of any necessary
change in risk management. This will be very important as more is understood about immune system and
nervous system toxicity.
The European Trade Union Confederation has called for a strengthening of REACH in order to ensure that
occupational health benefits are maximised [49]. Many of their demands are similar to those of the environmental
NGOs, including Duty of Care, substitution in Authorisation and increased information on low tonnage chemicals.
7.6.2

German figures on occupational health costs of chemicals

One of the best sources of data on current health costs of occupational exposure to chemicals is the German
industrial employers’ liability insurance associations (Gewerbliche Berufsgenossenschaften), who have the
responsibility to pay out pensions to industrial workers (not public sector workers) who have been shown to be ill as
a result of workplace exposures, for example to isocyanates or certain hairdressing products. For example, since
1988 thousands of hairdressers in Germany have been sensitised by one ingredient of acidic perm lotions, glyceryl
monothioglycolate. This sensitisation meant that many could no longer work in the industry.
A detailed analysis of the German health data [50] concluded that, by adjusting figures from Germany to a 15 state
EU:

• Epoxy resin-related worker compensation would cost €18,5 million per year in EU 15
• Isocyanate-related worker compensation would cost €21.5 million per year in EU 15
• If worker compensation costs for skin diseases and asthma (excluding isocyanate) are calculated, the cost
would be:

• In Germany alone, including estimated 10% contribution from public sector workers: €275 million per
year.

• Therefore in EU 15: €1.38 billion Euros per year – “For days lost, you would have to reckon about the
same sum again”
These results are particularly striking when compared with the direct costs of REACH over 11 years – only €2.3
billion, or less than two years worker compensation costs for skin diseases and asthma in the calculation above!

Myth: There are no worker health problems caused by chemicals these days.
Reality: Figures from the German worker health insurance organisation show that many millions of
euros per year are paid out to workers injured by exposure to chemicals. If scaled up to EU level,
these costs are well over €1 billion Euros per year.
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7.7

Environmental benefits of REACH

To date there have been few attempts to quantify the potential environmental benefits of REACH in
monetary terms, though the Nordic Council’s study on PCBs is a useful start (see below). The potential benefits are
enormous. Notwithstanding the incalculable damage to wildlife, there is also a direct link from contamination of our
environment to contamination of our food and drinking water resources. Today, all European citizens have several
hundred different man-made chemicals accumulated in their bodies (see page 76 for more information on
contamination). These chemicals originate from products that we come across in our daily lives, but also from
contaminated food, water, air, and exposure of the skin to hazardous chemicals. These exposures are expected to be
lowered by REACH.
With regard to the benefits for wildlife, although chemicals are known to have affected numerous avian and other
wildlife species, it is impossible to quantify the potential benefits of REACH. However, a report by RPA [51] for
DG Environment, has looked at some case studies of individual chemicals which have already gone through the
existing regulatory procedure to see what difference could have been made had REACH already been in place. It
concludes that had REACH been in place, the damage from the use of each of the case study chemicals could have
(and most probably would have) been reduced earlier. Key advantages of REACH over the current system were:

• by assessing the properties of substances, and thereby making information available more quickly, REACH
has the potential to identify a hazard before (substantial) damage occurs, rather than waiting for monitoring
(which is slow and under-funded) to provide evidence of harm;

• it provides a basis for quicker regulatory action for the most hazardous substances (through accelerated risk
management and authorisation).
There is considerable evidence of damage to wildlife from chemical exposures and even more indications of
widespread diffuse contamination [52]. It is clear that many chemicals, such as those that are persistent and
bioaccumulating, continue to have long term impacts in the environment for many years after they are banned. This
makes it all the more important to be able to identify these chemicals and to get releases to the environment under
control as soon as possible.
Finally, REACH will reduce the more direct environmental expenditures related to e.g. clean-up of contaminated
land, disposal of contaminated materials, waste management, and other environmental restoration costs. The
example of PCBs shows the massive amount of money such clean ups can require:
7.7.1

Nordic Council study on costs of PCB cleanup

One of the most notorious examples of chemical pollution is the case of PCBs, persistent chemicals that
were used in transformer fluids, electrical capacitors and building materials. There use began to be banned around
the EU in the 1970’s, but their persistence means that they continue to contaminate our bodies and the environment.
The EU has legislation to oblige Member States to destroy the PCBs which are in use – but this clean up costs
money.
A study done for the Nordic Council of Ministers has examined the actual and predicted costs of PCB cleanup in
Sweden, then derived figures for the EU as a whole [53]:

• Actual costs in Sweden of PCB cleanup are expected to amount to € 320 - 550 million between the years 1971
and 2018.

• Taking these figures up to the EU 25 makes a total cleanup cost of €15 billion in the same period.
• It is important to note that these costs do not take account of the impacts of the PCB contamination on wildlife
or people – for example the impact of the proven link between PCB exposure in the womb and intellectual
deficits in children.
The authors conclude “Assuming that the REACH regulation (a proposed new EC chemicals legislation) is adopted
and that one medium or five smaller chemical missteps, but similar to the PCB-misstep, could be avoided, society
would save at least € 7 billion, apart from savings from avoiding health damages and irreversible effects on
biodiversity and ecosystems.”
We already know that there are other PCB-like chemicals, such as brominated flame retardants and perfluorinated
chemicals, that are contaminating the world – how much will it cost to clean up these chemicals. What will be the

Page 38

www.panda.org/detox

next problem chemical? REACH should help to identify the next problem chemical more rapidly than the current
system – and an effective authorisation system should accelerate the phase out of such chemicals.

7.8

Impacts of REACH outside the EU

Many vague and inaccurate claims have been made on supposed trade impacts and economic impacts of
REACH outside Europe. These claims are generally based on inaccurate interpretations of REACH.
In reality, it is clear that REACH will have considerable benefits for the rest of the world, as the problem of
chemical pollution knows no boundaries, and an effective solution is required by everyone. Some specific global
benefits of REACH include:

• An input into development of a better global system for chemicals. The EU has already stated that it
wishes to use the new EU system as part of its input into the new UNEP strategic approach to international
chemicals management

• An input into the development of other regulatory systems for chemicals. Other jurisdictions are also
facing the problem of how to deal with the lack of data on existing chemicals. It is clear that the Canadians are
very interested in the information that REACH will generate, whilst many experts and NGOs in the US are
looking to Europe to provide the push the US to start reforming its current, ineffective, system.

• Improved information on chemical safety, available free across the world. The information generated by
the EU system will be freely available on the internet, in the form of a chemicals database, incorporating
safety information which will eventually cover all the chemicals on the market in the EU, including simple
summary pages for all chemicals, including some information on safe use. This information will be invaluable
to developing nations to help them improve chemicals control within their countries. This will not just affect
governments, but also companies, unions and individuals.

• Clear information on what can be sold in Europe. By using chemicals registered under REACH, and used
in accordance with any restrictions or authorisation, companies will be able to export their products to Europe
without any problems from REACH. In addition, such products are also likely to be safer to produce and use,
helping the workforce in countries outside Europe.

• An opportunity to follow the EU Health, Safety and Environmental lead. Parts of the EU system can be
borrowed by poorer countries, e.g. by following EU decisions on problematic chemicals, and through moving
to safer chemicals and techniques as they are developed.
7.8.1

REACH and the WTO

Those who oppose REACH claim that it is violation of WTO rules. However, the European Commission has
repeatedly denied this, and argued that REACH was written with WTO rules in mind. For example, in October 2004,
the Commission released a detailed response to the concerns which had been raised at a WTO Technical Barriers to
Trade meeting in Summer 2004 [54].
Support for the Commission’s position comes from the fact that the criticisms given tend to be very vague, often
focussing on simplistic analysis of the tonnage-based system for registration of phase in substances, which is
explained in “Prioritisation and REACH” on page 47. More support for REACH’s WTO compliance comes from an
analysis produced by FIELD for WWF UK [55].
One of the most absurd allegations made by the US about the WTO compliance of REACH is the claim that
“We are concerned that the Commission’s proposal imposes an approach that could undercut progress
achieved to date under these other programs, such as the OECD Screening Information Data Set (SIDS)
program and the U.S. High Production Volume (HPV) Chemicals Challenge Program” [56]
These claims have been comprehensively dismissed by the US NGO Environmental Defense, which has extensive
experience of both of these programmes, in a letter to the US Government [57]:
“In our view, the concerns raised in paragraphs 37 and 38 of the U.S. comments are not only irrelevant under
the Technical Barriers to Trade Agreement, but also are simply not credible based on our extensive
experience with the U.S. HPV and OECD SIDS Programs”
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“Not only does REACH provide for more-extensive data on a wider array of chemicals, it also provides for
both evaluation of those data and for action with regard to chemicals that are found to be toxic. Neither the
OECD SIDS program nor the U.S. HPV program has comparable features.”
“We note with dismay that most concerns raised by the U.S. government regarding REACH continue to be
comprised of assertions that are either unsubstantiated generalities or factually erroneous (or both). In light
of the evident inability of existing U.S. laws to fill data gaps on the vast majority of chemicals in commerce
(including those produced in Europe that are sold in the U.S.) or to take timely and appropriate action to
protect public health and the environment even after a problem is identified, attempts by the U.S. government
to derail REACH are a grave disservice to America's public health and environment.”
7.8.2

The US input to the impact assessment debate

As mentioned in section 5.1 on page 14, the US Government is opposed to a strong REACH, in collaboration
with the US chemical industry. The first public example came in spring/summer 2002, when a US Government ‘non
paper’ starting circulating in the EU, which included some strong criticisms of the Commission’s White Paper. One
of the most striking was the claim:
“Examination of just four commercially important chemicals on the authorization list shows that $8.8 billion
worth of downstream products are at risk for bans or severe restrictions under the new system.” [58]
On further investigation, it was confirmed that this figure came from a paper by the American Chemical Industry
Association (the “American Chemistry Council”, ACC), and assumed, through a major distortion of the
authorisation system, that import of US computers into the EU would be banned. The non-paper and its inaccuracies
are analysed in detail in a paper by WWF and EEB, published in January 2003 [28].

7.9

Key impact assessment issue 1 - Accuracy

Impact assessment is supposed to be reflecting future reality, but this is very difficult – if not impossible – to
do correctly. After all, if economics were totally predictable and controllable then we would not need to have any
more recessions.
In ‘Cry Wolf’, a study done by the International Chemicals Secretariat for WWF [59], a number of case studies are
given to illustrate the problems of previous impact assessments. It concludes that:
“cost estimates from specific interest groups within industry generally overestimates predicted compliance
costs and underestimates innovation potential… also regulators tend to overestimate costs to industry,
although the overestimates are not as systematic or as large as those presented by industry”
One of the examples given is the case of controlling ozone-depleting CFCs, where CEFIC claimed that the policy
would result in:
‘"very large" costs leading to "redesign and re-equipping of large sectors of vital industry...,smaller firms
going out of business...and an effect on inflation and employment nationally and internationally”’
These impacts did not happen.
Some common deficiencies in REACH impact assessment – particular in those studies presented by industry – are as
follows:

• A failure to understand REACH. In many, many cases the impact assessments are full of mistakes and
misunderstandings as to the nature of REACH. These mistakes sometimes reflect what was in the internet
consultation text of REACH, rather than the REACH regulatory proposal of October 2003, whilst at other
times they reflect common misunderstandings of the system, for example claiming that downstream users will
have to register chemicals.

• A lack of reality checking and challenging in interviews. There has been a huge amount of misinformation
about REACH over the last few years, so if a producer or user of chemicals is interviewed about the impacts
of REACH it is likely that their response will reflect this misinformation. Unless these responses are
challenged in the interviews by someone who understands the reality of REACH requirements, you will end
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up with a garbage in-garbage out situation, where the results of the impact assessment are more of a poll on
the effectiveness of REACH lobbying than a useful indication of future impacts.

• Distortion due to unrealistic claims of deselection. Many downstream users have been told by chemical
producers that they will loose a high percentage of chemical inputs – section 7.10 below for discussion of this
issue. This then means that they will predict heavy loses themselves if they are interviewed about REACH,
which creates huge and unrealistic “dread factor” among downstream users. This effect is visible in the case
studies in the ERM report [42] for the UK government’s draft regulatory impact assessment:

• A paper mill “an assumption that about 20 percent of chemicals that they currently use will be withdrawn,
and that investments will need to be made to find substitutes”

• A car company “The company is assuming a maximal withdrawal of about 10 to 15 percent of chemicals
that it currently uses, and it is this that is anticipated to cause the greatest difficulties”

• ERM appear to make no attempt to reality-check any of the case studies.
• A lack of a realistic baseline. Many studies seem to work from the basis that there is no chemicals legislation
at the moment. In reality there is a baseline – for example companies must classify and label all their
substances and preparations, they must produce safety data sheets, they must do risk assessments for worker
safety under the chemical agents directive. At the moment they must often use inadequate data to do these
assessments, but they must still do them. Any study that views these activities as somehow additional due to
REACH is misleading. It can also be argued that the baseline of any study should actually be a fully
implemented and enforced current system, rather than the partially enforced system that is currently present in
most countries.

• Inaccurate analysis of testing needs. Some analyses of REACH registration costs assume that industry
currently has no safety data at all on the chemicals it is producing (e.g. the Dow Chemical presentation at the
European Chemical News REACH conference in December 2003). If this is the case, one might ask how they
satisfy their insurers about the liabilities from their products. Other analysis assume that full safety
information is required on 1-10 tpa chemicals, when a much reduced data set is required. Most analyses ignore
the opportunities for adapting the testing requirements, (see section 6.3.2, page 20). Many studies also ignore
the fact that industry is obliged to share test data, thus reducing costs for individual companies.

• An assumption that registration takes place over one or five years rather than over 11. If a company
manufactures of imports less than 100 tonnes per annum of a phase in chemical they will not need to register
it until 11 years after REACH comes into force (at least 36 years since they came on the market), however
many analyses spread these registration costs over only one or five years, to make them look larger.

• An assumption that key parts of REACH don’t function. When a substance is registered, it is registered
with exposure scenarios relating to the uses that the producer is aware of. Producers then have an obligation to
update these exposure scenarios should a downstream user inform them of a new use. However, many
analyses by downstream users ignore this, and assume that downstream users will have to keep doing their
own chemical safety reports. It is not credible that a textile producer, for example, will not be able to rely on a
exposure scenario from their chemical supplier, as long as the chemical supplier is aware that such uses exist.

7.10

Key impact assessment issue 2 – The De-selection Hypothesis

The deselection hypothesis is based on the idea that REACH will lead to the loss of many chemicals from
the market, due to registration costs making production uneconomic, rather than because they have particularly
hazardous properties. If this were to happen, it is argued, there would be massive disruption of downstream industry.
Parallels are sometimes drawn with the biocides and pesticides regimes, which have resulted in a
considerable reduction in availability of active ingredients. However, the data requirements for such substances are
much higher than those of the industrial chemicals covered by REACH, and many of the withdrawn pesticides do
have hazardous properties, so this comparison is not a useful one.
There are two elements to deselection –the cost of registration, and the flexibility of the supply chain to absorb
any extra cost:
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• Cost of registration. As mentioned in the previous section, industry studies tend to exaggerate the costs
associated with registration; by creating high registration costs such studies then encourage chemical
producers to state that they will cease producing substances. Typical distortions will include:

• Registration costs much higher than those calculated for the Commission by independent
consultants

• Ignoring tiered data requirements, in particular exaggerating data requirements for 1-10 tpa chemicals.
• Ignoring the 11 year phase in period for existing chemicals, with 1-100 tpa chemicals not being
registered until 2018 at the earliest.

• Ignoring or underestimating data sharing, as other companies in Europe are likely to also be registering
the same chemical, resulting in sharing of information costs

• Flexibility of the supply chain. Studies will then tend to make unrealistic interpretations of the impact of a
small price change in a substance (even assuming this price change is correct) on the demand for the
substance. Deficiencies include:

• Ignoring the normal variable costs in chemical production, such as exchange rates, oil and other
feedstock prices. These variable costs are continuously affecting the cost of producing chemicals, often to a
large degree. It is likely that these costs will generally dwarf any REACH-related costs. A more
sophisticated study could use these well known variabilities in costs to model the predicted changes due to
any REACH-related cost change.

• Ignoring the economic laws of supply and demand. It is unrealistic to suggest that the failure to produce
one chemical because of a slight increase in its price would cause a massive financial loss at a downstream
user, if the EU has a functioning market economy (which presumably the EU has). If there is a demand,
there will be a supply. If one company stops producing a substance, there are plenty of other chemical
companies in Europe and beyond.

• Ignoring normal turnover of chemicals and formulations. There is a constant turnover of chemicals and
formulations year on year. For example, if a formulation is re-formulated every 5 years, there will be two
routine reformulations within the phase in period of REACH, so any necessary reformulation can happen
as part of these routine reformulations, rather than an extra REACH-related reformulation being required.
The situation is different when the chemicals concerned do have hazardous properties, and may, for example, be
subject to authorisation. Key factors in this case include:

• Substitution of chemicals with hazardous properties is a good thing, and one of the aims of REACH. If a
substitute is not readily available then the laws of supply and demand will still make it sensible for a company
to register such a chemical.

• If a chemical enters authorisation system then a company can apply for an authorisation, and this application
will be granted if there are socio-economic grounds for its continued production.
Both BDI and Mercer studies predict very high deselection, which is one of the ways that they generate such large
impact figures. However, given the huge deficiencies in the BDI and Mercer studies, it is safest to take the
Commission figure as the best guess so far – at least the Commission understand how REACH works, which is more
than can be said about BDI and Mercer. The Commission have estimated that 1-2% of chemical substances, 0.5% by
market value, will be withdrawn from the market as a result of REACH [19].
The de-selection hypothesis is also discussed in “The True Costs of REACH” [35], where the economic realities are
clearly described:
“Will REACH result in the loss of a chemical that is essential to the production and profits of downstream
users?
If the chemical industry stops selling a chemical that is essential to downstream users because it is not worth
paying the costs of testing and registration under REACH, then the chemical is underpriced.
If it is valuable to downstream users and there are no viable substitutes, it will be profitable for the users to pay
a little more for the chemical -- which in turn will make it profitable for the chemical industry to continue
production of the chemical.
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If the downstream users, or their customers, cannot afford to pay the very small cost increases due to REACH,
then the chemical in question cannot be of great economic value to the downstream users or their customers.”
It is also worth noting that the REACH registration deadlines refer only to production and import of chemicals.
There is nothing in the Commission’s REACH proposal that would stop a company continuing to sell a chemical
after the registration deadline. All a producer – or distributor – will have to do is build up a stockpile prior to the
registration deadline.

7.11

Key impact assessment issue 3 – Time to market
Myth: REACH will cause delays in products coming to market
Reality: REACH speeds up the coming to market of new substances, whilst existing substances will
stay on the market whilst they are being registered. The only delays that could possibly occur are
due to real health and safety issues, in particular a new use of a chemical of very high concern that
is already subject to authorisation.

Some industry groups have claimed that REACH will cause delays in time to market – for example UNICE in
many presentations (e.g. at an EEB Conference in March 2004), and the ADL/BDI study, in which time to market
changes lead to immense costs by a strange calculation process. However, it is very difficult to find justification for
these claims:
Delays in registration?

• Under the current regulatory system, someone who notifies a New Substance must wait 60 days before they
are allowed to put the substance on the market at >1 tpa, or 30 days <1 tpa.

• Under REACH, a producer or importer of a new substances can start production or importation three weeks
(21 days) after submitting a registration dossier (Article 19). This is faster than the current system.

• Under REACH, a producer or importer of an existing substance (a phase-in substance) can continue to market
until the registration deadline (e.g. REACH + 11 years if the manufacturer/importer produces <100 tonnes per
annum). Since the substance never leaves the market, there will be no delay in time to market.
Delay due to a new use?

• It is in the interests of a chemical producers to support a wide range of uses of their product, and they are
obliged to support all the uses that they are aware of. In addition, the lower the hazard of the chemical, the less
detailed any exposure scenarios will be. This means that in the vast majority of situations a downstream user
would just be able to use a chemical.

• If the downstream user decides that the use is not covered by the producer’s exposure scenarios, then they can
notify the producer with sufficient information to allow him to prepare an exposure scenario, who must then
incorporate this substance into their chemical safety report within 1 month (Article 34). Any delay in this
situation would be negligible.

• If the downstream user does not wish to provide information to their supplier about the new use, then they
must do their own chemical safety assessment – the time taken to do this will vary. It will be very
straightforward if sufficient information is available to establish the safety of the new use. However, if it is not
clear that the new use is safe, then additional investigation may be required – you would expect any
responsible company to do this investigation anyway.

Delay due to authorisation?

• The authorisation process will only apply to those chemicals with the worst properties, and will initially only
be activated for a prioritised group of these chemicals.
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• If a company is already using a chemical subject to authorisation, they will be able to apply for an
authorisation when the chemical is selected for action. They can continue using the chemical during this
application process.

• If a company wishes to start using a chemical that is already under authorisation, they will have to apply for
an authorisation – this will cause a delay, but this is because the company wishes to create a new use of a
chemical of very high concern. They may be able to use a letter of access to use parts of a previous applicants
application, in which case the delay will be reduced. In WWF’s view, existing uses of chemicals of very high
concern should be being phased out wherever safer alternatives are available, and news uses should not be
allowed except in very exceptional, perhaps life-saving situations. Therefore we would view this delay in
coming to market as part of the process of encouraging companies to use safer chemicals.

7.12

Key impact assessment issue 4 – Jobs and competitiveness

Many of the industry studies (e.g. BDI and Mercer) include claims about job losses due to REACH. Given
the fact that both the microeconomic and macroeconomic components of these studies have been heavily criticised,
it’s clear that the figures produced by these studies should not be taken seriously.
Clearly the jobs issue is a serious one for everyone, but it is important to ensure that any claims of job losses due to
REACH, or other environmental regulation, are based on good evidence. The environmental economist, Professor
David Pearce, has highlighted the lack of impact on employment of environmental legislation, concluding that
‘there is little evidence that environmental regulations have significant effects on employment…we know of no
evidence to suggest that firms relocate in response to environmental regulation. Other costs are far more
important to locational decisions than regulatory compliance costs.” [31]
It is important to ensure that industry lobbying on REACH is not used as a proxy for other industry problems. One
very vocal industry is the textile industry, who are claiming that REACH will have a huge impact on them. As
mentioned above (Section 7.9), many of these claims are based on inaccurate interpretations of REACH. However,
there is no doubt that the textile industry in Europe is in difficult times – but this is due to a removal of trade
barriers, not REACH, with similar problems emerging in the USA:
"Since the US started releasing categories of clothing from quotas under the Uruguay Round [WTO]
agreement over the past three years, US textile and clothing makers have already lost 344,000 jobs, about 30
per cent of their total US employment. The removal of the rest of the quotas next year may accelerate that
trend." [60]
Clearly the EU textile industry will need to change in order to face the challenge of lower cost producers. Rather
than harming this change, REACH can actually assist, by moving the supply chain in Europe towards safer
chemicals, and allowing European textile producers to compete better on safety and quality. This is, after all, the
standard way in which high wage economies compete with low wage ones.
Competitiveness tends to be presented by industry lobby groups as synonymous with less regulation. However, this
is not really how the world works. In fact, if the competitiveness of EU countries is compared, it is the Nordic
countries (who tend to already have precautionary chemicals policies) that score particularly highly – as a recent
report by Accenture for the European Policy Centre put it “the remarkable achievement of the Nordic example in
combining strong economic performance with social cohesion and sustainable development” [61]. This conclusion
was supported by the league table in the World Economic Forum’s “Global Competitiveness Report 2004-2005”
[62], in which the Nordic countries (Finland, Sweden, Denmark, Norway) took four of the top six places!
REACH will encourage innovation, and will give EU countries a first mover advantage in working with a
comprehensive chemicals regulatory system – this will add to European competitiveness, not reduce it.

7.13

Key impact assessment issue 5 – SMEs

Many people express concern over the impacts of REACH on SMEs. Clearly, SMEs are generally more
vulnerable to new regulations than larger companies, as they have fewer staff than these larger companies. However,
REACH does have number of components that make it more SME-friendly, including:
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• The vast majority of SMEs are users of chemicals, not producers. A user of chemical must already assess the
risks of the chemicals they use, in order to conform to health and safety requirements. REACH will ensure
that the bulk of this assessment work is done by the chemical producer, thus reducing the work required by
downstream users.

• It can be calculated that less than 0.3% of SMEs are involved in chemical production. UEAPME, the
European Association of Craft, Small and Medium-sized Enterprises, represents 7 million SMEs in the
EU1, whilst CEFIC claims that the chemical industry comprises about over 25.000 enterprises, 98% of
which have less than 500 employees, which makes 24,500 chemical enterprises2. Note that the definition of
SME is <250 staff, so those companies with between 250 and 500 staff should be removed from this
24,500 figure.

• Deregulation of the notification of new chemicals will assist those SMEs that produce low volume new
chemicals (<1 tpa), who will be exempt from registering under REACH. The extension of process and
production orientated research and development exemptions will also benefit their development of new
products.

• SMEs that do produce chemicals tend to produce them at lower volumes. The 11 year phase in deadline for
producers of chemicals at <100 tpa will mean that many SME chemical producers will not have to register
chemicals until many years into the REACH system, giving plenty of time to plan ahead.

• The obligation to share safety data will mean that in many cases SME chemical producers will be able to use
safety data that has been generated by bigger producers, who may also have already registered the same
chemical at an earlier deadline.

• SME users of chemicals will be able to oblige their suppliers to assess their use and the supplier will have to
supply (and be responsible for) the risk management measures needed.

• SMEs, like other companies, will receive better quality information on safety and properties of the chemicals
they are using, thus enabling them to use them more safely, and making it easier to see what alternatives are
available.

• REACH will simplify the regulatory system, superseding more than 40 existing laws, which will make it
easier for SMEs to know their responsibilities and where they can go to get help.
Numerous studies of the environmental performance of SMEs have found that they can save considerable amounts
of money on waste management etc it they are given free or low cost consultancy assistance. This experience
suggests that more projects of this sort would be useful, and they could also incorporate consultancy on REACH
compliance, and Health and Safety advice for dealing with hazardous chemicals. Such projects could be organised at
local, regional, national or European level, and the chemicals agency and national competent authorities would have
a role in creating clear and easy guidance and answering questions. This is one important argument for ensuring that
all EU Member States have a well resourced chemicals competent authority, that can provide this assistance in the
local language and in a way that takes into account local conditions.

7.14

Key impact assessment issue 6 – New Member States

Ten new Member States joined the EU in May 2004, and concerns have been expressed as to how companies in
these countries will respond to REACH. The European Commission is currently undertaking a study on REACH
impacts in New Member States (see page 83). Some of the main issues and concerns are:

• Authorities in the New Member States will have problems implementing REACH.
• In many ways New Member States actually have an advantage in implementing REACH. All the countries
have just had to bring in the current regulatory system, so have staff who are very familiar with the
regulations, and they have often created dedicated chemical agencies to organise the work. In contrast,
many existing Member States spread responsibility for chemicals through a number of departments and
agencies, which can make things a lot more complicated.

1 See http://www.ueapme.com/EN/ueapme_inshort.shtml
2
See http://www.cefic.org/factsandfigures/level02/profile_index.html
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• Given that many elements of REACH are based on the existing system, the recent experience of
introducing the current system will be very useful.

• The new Member States have been excluded from the development of REACH
• Ministers from the then Accession states have been participating (though not able to vote) in Council
meetings since before the REACH proposal was published; they have also been observers in the
Parliament.

• All votes on the REACH regulation, both in Parliament and Council, are taking place after accession.
• New Member states have chemicals “competent authorities” for the current chemicals legislation, and
officials from these competent authorities have been participating in the EU-level competent authority
meetings discussing the current & upcoming regulatory systems for some years.

• Industry in the New Member states will not be able to cope with another new chemicals regulatory system.
• It is undoubtedly true that industry has been in upheaval during the accession process, as new regulations
were brought in and new systems created. However, this also means that industry in the New Member
States has been recently examining its chemical use, working out which chemicals were on the EU’s
Existing Chemicals list, which were going to have to be notified as new chemicals etc. This means that
many will have a head start over companies in the old EU, who have not had to do this for many years.

• Many companies in the New Member States are SMEs – the previous section outlines the way in which
REACH makes things easier for SMEs, for example the long registration deadlines for low volume
producers.

• New Member States have special trading patterns that will cause problems with REACH. For example,
some New Member States have traditionally had strong trading links with countries to the east, and these
could be disrupted by REACH.

• These trading links do still exist and can be important. However, all of this trading is already having to
follow the existing regulatory system – e.g. any new chemicals being imported (e.g. from Russia) must be
notified, imported chemicals and preparations should be classified and labelled etc. Therefore the impact of
REACH on this trade are likely to be similar to the impacts on other extra-EU trade.

• To find out what’s next for impact assessment of REACH, see page 83.
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8. Other important REACH debates
8.1

Prioritisation and REACH
Myth: Registration is not prioritised
Reality: (i) Registration data requirements are prioritised by tonnage produced, with no registration
or less data required for some chemicals used as intermediates. Also industry is able to justify
providing less information based on uses which lead to less exposure.
(ii) The registration of the phase in substances (the backlog) is prioritised by tonnage – a common
proxy for exposure - and those chemicals with CMR properties must be registered first. Given the
lack of safety data on many phase in chemicals, any system that tried to further prioritise based on
known toxicity data would not manage to deal robustly with the chemicals with inadequate hazard
data for prioritisation

The REACH system will need to deal effectively with 30,000 substances, and so it will obviously need to
have a range of methods of prioritising. A number of stakeholders, particularly on the industry side, are arguing that
REACH should be more prioritised. However, there are severe problems in implementing any more prioritisation
than is already in REACH:
8.1.1

Prioritisation within the REACH proposal

REACH already incorporates a considerable amount of prioritisation, in particular:

• The timing of registration of existing chemicals is prioritised according to hazard (known CMRs must be
registered in the first batch) and production volume, with chemicals produced at >1000 tpa being registered
first & 1-100 tpa chemicals being registered last. Production volume is often criticised as a prioritisation
method, with ‘risk-based’ prioritisation being promoted. As discussed below, this approach is not possible due
to ignorance on chemical hazards and uses – whilst production volume has a number of key advantages,
including:

• Production volume is easy to measure, and is legally predictable – a company knows when it has to
register, and can’t use legal challenges to delay this.

• Production volume is a well establish proxy for exposure, which is why the US voluntary chemical testing
programme and the OECD HPV programme have initially focussed on high production volume chemicals,
and why data requirements in the current ‘New Chemicals’ system are modified by production volume.

• High production volume chemicals are also likely to have more safety data, so will be easier to register
than medium production volume chemicals, so allowing more time for the latter makes sense.

• The data requirements for registration are tiered by production volume, and chemicals that are only used
as intermediates require a lot less safety data for registration. In addition, registrants are able to use exposurerelated arguments to reduce the amount of safety data they supply (see section 6.3.2, page 20). They are also
allowed to use read-across and grouping, which will enable safety data from other chemicals to be submitted.

• Production vs Marketing: Some stakeholders are suggesting that REACH registration should just be
restricted to ‘marketed’ chemicals, i.e. those that are used only as intermediates – or which are exported
outside Europe – should not be included. Such a system would not protect workers adequately, nor would
it protect the public and environment from unexpected discharges and accidents. In addition, promoting the
production and export of chemicals unregistered in reach would not be a responsible position for Europe to
take.

• REACH registration data requirements vs ‘Core Data Sets’: Some stakeholders are arguing for a
radical reduction in the safety data requirements in REACH. It is clear that such an approach would not
adequately protect human health and the environment. A detailed examination of the testing annexes,
performed by Member State experts under the Dutch Presidency, concluded that more safety data was
needed, not less – particularly for the 1-10 tpa chemicals [63].
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• Substances in articles are not registered until after all other chemicals have been registered (e.g. 2018),
and polymers do not have to be registered at all.

• Substance evaluation will be prioritised, with the Agency developing criteria for this prioritisation (Article
43a)

• The selection of substances to enter the authorisation procedure will be prioritised by the Commission
and on the recommendation of the Agency
WWF accepts these proposals for prioritisation, though we would also want any known PBT or vPvB prioritised for
the first registration deadline, along with the CMRs. This approach was supported in the Environment Council
debate on REACH on 20th December 2004 [64]:
“On priority setting in the Registration, the importance of examining further options in this field was stressed, in
particular by addressing substances of very high concern at an early stage…, delegations considered it
appropriate to explore a possible extension of priority setting in the registration phase with the inclusion of
potential PBTs and vPvBs.”
8.1.2

Potential for further prioritisation within REACH.

There is much lobbying for ‘more prioritisation’ in REACH, though there is a remarkable lack of worked-out
proposals. Most of the debate is focussing on registration, on both its timing and the data requirements, but the
proposals tend to ignore the prioritisation that already exists in REACH, and skims over the immense workability
issues with such proposals:

• For most chemicals there is not enough safety information to decide their hazard properties accurately.
If the known highest hazard properties were registered first, with registration delayed for the others, then
producers of chemicals with little safety data would be rewarded, and the hazards posed by these chemicals
would not be rapidly discovered or controlled.

• One way around this would be to categorise all chemicals without sufficient hazard data as high hazard, for
example as Class 1 carcinogens, thus prioritising them for the first registration group. However, such an
approach would be unlikely to work, as it would generate a mass of registrations at the start, and many in
industry would be unhappy with their chemicals being considered as carcinogens in the mean time.

• Industry is likely to dispute any preliminary decisions based on the likely risk posed by chemicals (e.g.
created by industry’s ECETOC model or a QSAR-based system), thus creating a legal nightmare when
any registration deadlines are enforced. Unlike production volume and CMR properties, there will
inevitably be judgement and uncertainty in any prioritisation process. Therefore, instead of a clear registration
timetable there will instead be legal challenges from companies claiming that the regulator is wrong to
accelerate registration of their chemical.

• It is likely that most companies will not want their chemicals to be on the list of accelerated registrations,
as this will in effect be a list of ‘substances of concern’, which could have all sorts of market
consequences.

• There is even less information available on exposure to most chemicals, and there are not even
standardised procedures for collecting and verifying such information – see page 61 for more discussion
of the problem of exposure information.

• It is also questionable whether industry would really benefit from the registered chemicals being restricted
at the registration stage (as would happen in a true exposure-based system), and the resultant need for a
process of re-registration in the event of changes in exposure and uses.

• The registration process in the current proposal is economically predictable for the chemical industry,
and focuses first on those chemicals with the most data available. SMEs in particular, which are more
likely to be producing chemicals at low volume, will be damaged by the uncertainty that would arise from a
more complex process. Rather than being able to plan for a registration 11 years after REACH comes into
force, SMEs would have to prepare for the possibility that their chemical might have to be registered after 3
years, depending on the outcome of the prioritisation process.

• A prioritisation process based on regulatory judgement would increase the burden on the regulator,
though the opportunity for legal challenge would benefit the legal profession.
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8.1.3

Prioritisation in the real world

Prioritisation also features highly in many of the WTO-based criticisms of REACH, but again, the problems
remain the same, as outlined above. The ignorance on the properties of existing chemicals can only be achieved
through a phased collection of data, and tonnage, though not perfect, is still the most workable method of phasing
the collection of data on these chemicals.
It is interesting to note that the idea that industry should submit available data, with the regulator prioritising
chemicals for further examination, is not a new one. It is in fact the basis of the existing chemicals regulation, which
has proved that this approach does not work – why would anyone want REACH to repeat the failures of the current
system?
8.1.4

Why does CEFIC push prioritisation so strongly?

CEFIC – and other industry groups – have been repeatedly calling for greater prioritisation of REACH, and
often claim that REACH is not prioritised at the moment (which is not the case, as explained above).
One strange inconsistency in their approach was highlighted at the “Chemlargment 2004” conference in
Vienna on 23rd September 2004. The CEFIC speaker called, as usual, for more prioritisation. A question then came
from an official from the Austrian Ministry of the Environment – If prioritisation was so important to CEFIC, why
had they not provided any amendments suggesting how to do it? The CEFIC speaker’s response was that they had
drafted amendments, but it was very difficult to do substantial changes to the legislation, so they did not distribute
them. This CEFIC failure to provide constructive input on what they claim to be a priority issue was particularly
surprising given that Member State experts were focussing their REACH discussions on registration, including
prioritisation, during September and October 2004.
However, it is possible that the “prioritisation” argument is more an attempt to undermine REACH than a real policy
proposal. This view was given added weight with the emergence in mid - October of a CEFIC document entitled
“Legal aspects of REACH and the proportionality principle: A plea for prioritisation”[65]. This document, which
appears to be a briefing paper for their lobbyists, includes a remarkable section entitled “Excessive bans because of
non registration”, which challenges one of the cores of REACH – namely that chemicals will have to be registered if
they are to remain in production:
“The registration requirement will lead to a double ban on production and marketing of new and existing
substances that are not registered:
…many “existing” substances that have been used safely for decades might be banned just because the
information is incomplete or not available…REACH also foresees a system of sanctions…
Do: ensure that the registration system becomes a pure database, with no banning of substances, and with
deterrence based on administrative sanctions in case of non-compliance”
In summary, CEFIC’s aim seems to be to remove “no data, no market” from REACH, and instead create a system
where companies can continue to sell “existing” substances even if they are not registered and do not have safety
data available. The chemical industry has been fighting since the 1970’s to avoid providing safety information on the
chemicals they sell – it looks like CEFIC is continuing this fight, and the “prioritisation” message may be part of
their lobbying strategy to achieve this aim.

8.2

Exposure categories vs exposure scenarios

One of the more obscure debates over REACH relates to the way the use-related aspect of a registration
dossier is analysed and presented. The REACH proposal outlines the ‘exposure scenario’ approach in Annex 1:
“Exposure scenarios shall be developed for manufacture in the Community, manufacturer’s and
importer’s own use, and all identified uses. An exposure scenario is the set of conditions that describe how
the substance is manufactured or used during its life-cycle and how the manufacturer or importer controls,
or recommends downstream users to control, exposures of humans and the environment. These exposure
scenarios may be as wide-ranging or specific as necessary.”
Exposure scenarios have a number of key features:
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• They are very flexible:
• If a chemical is non hazardous, then an exposure scenario could be very broad (‘use in products for
consumers’), as simple risk management measures can control the risks in a broad range of situations.

• If a chemical is very hazardous, exposure scenarios will need to be narrower, to ensure that adequate risk
management can be defined (e.g. workplace: xx must be worn when handling; final product: less than x%
free monomer should be present etc).

• They allow a chemical producer to provide a user with good risk management information, without the user
telling the producer the precise use. For example, a producer can specify ‘migration from coatings should be
under x’, without the user having to define the type of coating or its use.

• They ensure producer responsibility. The chemical producer is able to decide how wide to draw the exposure
scenarios, by balancing the need to provide adequate (but not unnecessary) risk management to downstream
users with their likely wish to support as many uses as possible through each exposure scenario. In any case,
the producer will be legally responsible for the exposure scenarios and for defining the risk management
measures – this is a key way in which REACH creates producer responsibility.
Some industry stakeholders are claiming that an exposure (or use) categories approach would be simpler. Under this
approach the regulator would have to devise (or endorse) a list of exposure categories, which producers would then
use. Although this is, at first sight, simpler than the exposure scenarios system, it does have considerable problems,
including:

• As it is the regulator that defines the use categories, there is a danger that some responsibility will be passed
onto the regulator and away from the producer

• Exposure categories are inflexible, not reflecting the properties of the chemical concerned and the precise uses
it is being put to, and could lead to inadequate – or excessive - risk management.
One simplified use-related risk assessment approach is promoted by ECETOC, an industry-funded toxicology
research organisation. Under the exposure scenarios approach there is nothing to stop a producer using the ECETOC
model to devise exposure categories and risk management measures for their product. However, crucially, this will
have been a decision by the producer to do their exposure scenarios in this way, and the producer will remain liable
for any problems.
There is more discussion of exposure scenarios on page 65.

8.3

Substitution – a vital tool in regulation of chemicals

The most important part of the REACH debate for environmental NGOs is the role of substitution in
REACH, and the need for this component to be strengthened, particularly in the authorisation system (page 70). This
section discusses the importance of substitution, and the reasons why the application of conventional risk assessment
fails to properly protect human health and the environment.
8.3.1

Hazard, Exposure and Risk – a brief explanation

A great deal of the debate on chemical regulation tends to revolve around the three words hazard, exposure and
risk. Here’s a brief explanation of the terms and their significance – they are all examined in more detail below:

• Hazard is the intrinsic properties of a substance, for example whether it is explosive or toxic (e.g.
carcinogenic or causes long term developmental effects).

• Most hazards will only be discovered after some sort of testing.
• Exposure is the actual amount of a substance that someone or something is exposed to.
• Assessment of exposure should include multiple routes of exposure – for example, you could be exposed to
a phthalate from PVC flooring, from some foods and from having a hospital treatment involving PVC
tubing. A proper assessment of exposure to a substance would calculate all exposures.

• Risk is a combination of hazard and exposure to determine whether harm will actually occur.
• Risk assessment is therefore totally dependant on the quality of hazard and exposure data.
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• Risk assessment requires a great deal of assumptions to be made – some of these are outlined below.
The sections below discuss the issues around these three terms and how they are measured, estimated or otherwise.

Myth: REACH is mainly based on Hazard, not Risk
Reality: Most of REACH is risk based. Registration dossiers contain a risk assessment (the
chemical safety report), on which the risk management of the substance is based, the restrictions
process is risk based and the authorisation process employs a risk-based prioritisation process to
determine which substances are controlled first. At the moment a company can continue using a
chemical of very high concern if a risk assessment shows that its use will be ‘adequately controlled’.
The selection of candidate substances for authorisation is hazard based, and there are certain
restrictions based on intrinsic hazard, such as the restriction of CMRs in substances and
preparations sold to the consumer – this is part of the current regulatory system.
It is incorrect to claim that registration is hazard based, as tonnage is a proxy for exposure and there
are many opportunities to modify the requirements based on exposure (see page 22)

8.3.2

Hazard assessment.

On advantage of hazard data is that it reflects intrinsic properties of a chemical, so it is a set of fixed,
scientifically measurable facts. For example, it is fairly easy to establish whether a chemical is corrosive, or
explosive, and there are well established tests to establish whether a chemical is likely to cause cancer (is
carcinogenic).
However, life is not as simple as this, and a hazard assessment will always be an estimate. Below some key reasons
for this are outlined:

•
•
•
•
•

You can never test for everything.
In reality we are exposed to mixtures, not individual chemicals
The timing of a chemical exposure can make a huge different to the effect
Our knowledge of hazards is constantly changing
We – and wildlife – vary in individual susceptibility to chemicals

8.3.2.1

You can never test for everything

There are a multitude of potential hazardous effects, from corrosivity to the ability to cause subtle effects on
immune system performance. In some cases there are well established methods of testing for the effect, in others test
methods are still under development. When doing a hazard assessment of a chemical a balance is always struck
between the fact that the more tests you do, the better information you will have and the reality that each test costs
money (and in some cases requires the use of animals).
For example, in REACH, the 20,000 or so low volume substances (<10 tpa) require much less hazard
information. This is a balance that the Commission has proposed, based on the fact that, in general, there will be less
exposure to such chemicals. However, if a worker is exposed to 1 tonne per year of a chemical in a factory, it doesn’t
matter how much total production is – the potential for harming the worker will be the same.
Hazard assessment always focuses first on easier, well established tests (melting point, boiling point,
solubility, acute toxicity, persistence, bioaccumulation) and only goes on to more complex tests (chronic toxicity etc)
in special circumstances (e.g. higher production volumes). As discussed below, we do not even have test methods
for many of the most sensitive toxicity endpoints, such as immune system disruption. And some tests, like that for
neurodevelopmental effects, are only very rarely carried out, despite the fact that chemicals with such properties may
affect behaviour and intelligence.
Hazard assessment will always be a compromise between cost and thoroughness, but this fact is often
ignored when the results of a risk assessment are reported.
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8.3.2.2

The timing of a chemical exposure can make a huge different to the effect

The effects of a chemical don’t just depend on how much chemical you are exposed to, but when you are
exposed. This is particularly true during development of the body, which is why a pregnant woman has to be so
much more careful about the chemicals she is exposed to – including chemicals such as alcohol and pharmaceuticals
(e.g. the example of thalidomide). Testing for such effects is difficult and expensive.
8.3.2.3

In reality we are exposed to mixtures, not individual chemicals

The hazards of chemicals are almost invariably assessed individually. But this is not reality – in the real
world we are all constantly exposed to a complex cocktail of chemicals. Chemicals that are already contaminating
our bodies (as shown in WWF’s biomonitoring [66]), chemicals from our surroundings and chemicals from our
diets. Hazard assessment ignores this reality, as the complexity is too difficult to measure and assess.
Single substance assessment tends to under estimate the toxic burden because research shows that many
chemicals, such as oestrogen mimics, act in an additive way – that is, each chemical adds to the effects of the
previous one [67]. Toxicology has also long recognised that some toxins can have greater than additive effects when
an organism is exposed to them – this is called synergism [68].
One of the most surprising examples of the impact of mixtures is the effect that drinking grapefruit juice can
have on the activity of a number of pharmaceuticals. It has been found that grapefruit juice contains a number of
components that inhibit one (or more) of the enzymes that the body uses to break down chemicals [69]. For
pharmaceuticals which are broken down by this enzyme, this can lead to a different blood concentration that that
expected, resulting in side effects. This effect led to the removal from over-the-counter sale of the antihistimine drug
terfenadine (‘Triludan’) in the UK in 1997 [70].
8.3.2.4

Our knowledge of hazards is constantly changing

Our knowledge of toxicity is changing all the time. A chemical can be non toxic one year, and toxic the next
– in reality, when we talk about ‘toxicity’ we are really talking about ‘currently estimated toxicity’
A risk assessment could be done today which says that the exposure of the population to chemical X is not
high enough to create a risk. However, with new science, in 2007 the knowledge about its toxicity might have
increased, and the regulator would realise that the people’s exposure was high enough to create health problems.
This scenario has happened many times in many debates about chemicals, for example with PCBs and human health,
or alkylphenols and environmental effects.
Many aspects of the body are so complex that we are only starting to understand them. This is true for
crucial processes such as brain development and the working of the immune system. Good quality toxicity data for
these endpoints are rarely available in the risk assessment process. It is only once we understand how these systems
work that we can really start to evaluate how chemicals impact on them.
A key advance in establishing the toxic effects of chemicals is the biomedical revolution, which is providing
ways of measuring the impacts of chemical in more detail than every before, by monitoring which genes are
activated in cells. It is clear that this technique will revolutionise toxicology, leading to the identification of many
more problem chemicals [71].
8.3.2.5

Individual susceptibility

We are all different – we all have genetic variations. Some of these variations can affect our responses to
chemicals – some people might not be able to break down a chemical as fast as others, others might be more
sensitive to its effects. The knowledge of these variations is increasing, as a result of our advances in genetic
sequencing and other advances related to the biomedical revolution.
The pharmaceutical industry is already devoting a great deal of money to this area, as it provides a way of
minimising side effects. As more individual susceptibilities are discovered – and is individuals find themselves to be
susceptible – the chemicals regulatory system will come under a great deal of pressure, as examined in Friends of the
Earth’s “Crisis in Chemicals” reports [71, 72].
Wildlife will also vary in individual susceptibility to chemicals – as well as varying by species. Much less is
currently known about this variability, but we will learn more.
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8.3.3

Exposure assessment – useful but unreliable

So, if hazard assessment is full of uncertainty, what about exposure assessment – the process of evaluating
how much of a chemical someone is exposed to? One might think that this was easy, but the reality is very different.
A paper from the US NGO Environmental Defense [73] discusses the issue in depth (see also page 61). There are a
large number of problems, for example:

• There is no set of standardised international methods for assessing exposure, as there are for hazard.
• The precise details of how a chemical is used is usually commercially confidential.
• You can’t generalise exposure. If workers in one factory, with one set of procedures, are exposed to a level of
a chemical, this does not mean that workers in another factory will have the same exposure.

• There is immense ignorance about the level of exposure to most chemicals. A number of recent examples have
shown how little industry knows about exposure to its chemicals (there are many, many more examples in the
literature), for example:

• Recent research has shown extensive contamination of food in the USA [74] and indoor air in Canada [75]
by brominated flame retardants – a surprise to everyone. Food was found to be contaminated with DecaBDE, a chemical that is still in use in the EU and US.

• Recent research examining phthalate metabolites in urine in the US has provided a huge amount of new
information as to which phthalates people are exposed to – for example “females of all ages had
significantly higher concentrations of the reproductive toxicant MBP [monobutyl phthalate] than did males
of all ages” [76].
8.3.4

Risk assessment – apparently scientific, but often flawed

Risk assessment is the process by which hazard data and exposure data are combined to provide an
assessment of the risk of that exposure. It is often portrayed as the most ‘scientific’ approach, but in reality it
combines the uncertainties of hazard assessment, as presented above, with those of exposure assessment, to create an
equally or more uncertain risk assessment.
Risk assessment can give a good approximation of the ‘truth’ in simple situations. For example, a corrosive
chemical may have very predictable, easily measured behaviour when it touches human skin. However, even in this
case complexities can arise if the person has already got some sort of damage to their skin (e.g. wound, allergic rash
etc), or has particularly sensitive skin (e.g. they are a baby, or have some sort of genetic feature which weakens their
skin’s response to a corrosive agent).
8.3.4.1

What’s the problem if a risk assessment shows it is safe?

The simple answer to this question is – does the risk assessment really show it is safe? A risk assessment will
always do most of the following:

•
•
•
•
•

Ignore exposure to mixtures
Assume that current knowledge on hazards is perfect
Ignore possible impacts on complex systems of the body
Make unreliable assumptions as to exposure levels
Ignore individual susceptibilities.

This may not be such an issue for a chemical that we are exposed to briefly as adults – but it is a major issue with
any chemical that is going to contaminate our bodies for years (e.g. a chemical that is persistent or bioaccumulative),
or to which we are exposed to during development (e.g. an endocrine disrupter).
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Myth: A risk-based approach will always protect human health and the environment – basing
regulations on hazard is unscientific
Reality: Risk assessment always requires a set of assumptions, for example that we are not
exposed to mixtures (untrue), that we have perfect knowledge of effects on health (untrue), we
understand and are considering all exposures to the chemical (untrue).
Hazard assessment looks more at the properties of the chemical, so is not dependant on poor
quality exposure information. It can be used to provide a way of dealing with chemicals with
particularly problematic properties, for example those that will contaminate our bodies for years (e.g.
a chemical that is persistent or bioaccumulative), or which could have impacts on development (e.g.
an endocrine disrupter).

8.3.5

How to manage uncertainty in chemicals regulation

So hazard, exposure and risk calculations are all subject to considerable uncertainty. However, companies
must manage chemicals, as must regulators. The key issue is how much the uncertainties of the process are reflected
in the management of chemicals, rather than accepting the claim “The risk assessment shows it’s safe, so there’s no
problem”.
One strategy for coping with this problem is to identify hazard properties that introduce greater uncertainty
in the risk assessment. Chemicals with these properties are particularly difficult to deal with through a conventional
risk assessment approach. Chemicals with these ‘unacceptable hazards’ are then dealt with more strictly, to improve
the chance that risk management measures will really offer long term protection. REACH already includes a start at
this approach, the authorisation system. The properties of very high concern – CMR, vPvB, PBT, endocrine
disruption – are all ‘unacceptable hazards’ which are difficult or impossible to risk assess safely using existing
conventional methods. The key question is what to do next…..
8.3.5.1

Risk management under uncertainty – substitution in authorisation

In the view of WWF and many others, the best way to deal with chemicals of very high concern is to
substitute them with safer alternatives whenever they are available – safer alternatives that do not have properties of
very high concern, or other toxicity problems.
WWF – and others – therefore do not accept that the authorisation process under REACH should allow
continued use of a chemical of very high concern just because a companies’ risk assessment claims that its use will
be “adequately controlled”. As discussed above, the uncertainties in risk assessment mean that it should not be used
to claim that the use of a chemical of very high concern is safe.
8.3.5.2

Support for substitution

The role of substitution in general chemicals regulation and use, and more specifically in REACH, has been
supported by many different organisations and individuals, for example:

• The UK’s Royal Commission on Environment and Pollution in their study “Chemicals in Products:
Safeguarding the Environment and Human Health” stated [77]: “We recommend that the UK government
adopt substitution as a central objective of chemicals policy.”

• The OSPAR Convention For The Protection Of The Marine Environment Of The North-East Atlantic
hazardous substance strategy [78] states that : “the objective of the Commission with regard to hazardous
substances is to prevent pollution of the maritime area by continuously reducing discharges, emissions and
losses of hazardous substances, with the ultimate aim of achieving concentrations in the marine
environment near background values for naturally occurring substances and close to zero for man-made
synthetic substances… .the principle of substitution, i.e. the substitution of hazardous substances by less
hazardous substances or preferably non-hazardous substances where such alternatives are available, is a
means to reach this objective”

• Over sixty top independent scientists from across Europe, working in the field of hazardous man-made
chemicals, have signed a WWF Declaration on chemicals, health and environmental protection [79], which
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states that “for both vPvBs and EDCs, where safer alternatives are judged to be available, there should be a
requirement to use such alternatives.”

• The UK Government presented a paper on “Authorisation and the role of substitution” to Environment
Council in July 2004 [80], which stated “The concept of substitution – that chemicals of most concern
should be systematically replaced by safer alternatives – is supported by the UK”.
One of the most recent statements of support for substitution comes in a joint position negotiated by Greenpeace, the
UK Business Association (CBI) and the UK Chemical Industries Association (CIA):

• “We share the view that a requirement within the authorisation procedure to substitute substances of very
high concern if an acceptable alternative that does not fall into the very high concern category is available
has the potential to drive innovation to the benefit of business, human health and the environment.” [81]
8.3.6

Substitution in practice

Substitution is not a new or unusual concept. Companies are constantly substituting chemicals, though not
always for environmental or health reasons – for example, it may happen because a substitute is cheaper or more
effective.
A number of detailed reports have examined substitution in practice, including publications from Greenpeace [82]
and a study done for DG Environment by Ökopol [83], which examined 10 case studies and summarised key barriers
and drivers for substitution:

• “Legislation is found to be one of the most powerful drivers in many cases, often inducing substitution as a
side-effect even where it is not explicitly addressed as the main goal

• Another strong driver can be serious public concern about perceived chemical risks.
• In the absence of such robust drivers, short term economic considerations are often the main barrier, and
• A general tendency of downstream users prevails to stick to well-established conventional substances, rather
than undergoing any risks with respect to quality and liability by experimenting with less hazardous
substitutes.”
This study clearly indicates the role of legislative pressure, such as authorisation, in moving industry to safer
alternatives. It also concludes that there needs to be safety information on alternatives – which REACH will supply –
and a process to compare alternatives to the current chemical. WWF considers that our amendments to the
authorisation process to enable the Agency to commission studies of safer alternatives would assist in this process
(see page 68).

8.4

Safety testing and REACH

One of the most difficult areas of the REACH debate is that of safety information and animal welfare. Like
other aspects of REACH, there has been much misinformation in this debate, with reports based on invented
requirements and unrealistic worst case scenarios. A study published by Friends of the Earth in 2002 contains an indepth analysis of this issue [84]. WWF’s DetoX campaign has also produced a short fact sheet outlining WWF’s
position on animal testing and REACH [85].
REACH already incorporates a number of other elements aimed at reducing animal testing, including
mechanisms to oblige industry to share test data, and opportunities for industry to use data from similar chemicals,
or to argue that some data is not needed (see page 20). In addition, REACH registration takes a phased approach
over 11 years, focussing first on those chemicals which should have the most existing data (>1000 tpa), and
providing time for the development of alternative non-animal test methods for use in establishing the safety of lower
tonnage chemicals.
It’s also important to note that for the 1-10 tpa chemicals (around 2/3 of the phase in chemicals), the safety
information required is almost entirely from non-animal tests (see below). Many early predictions of the animal
testing impacts of REACH ignored this fact, even though it was clearly stated in the White Paper in 2001.
However, WWF believes more should be done. WWF supports the UK/Hungarian proposal for one
registration per chemical, which should ensure that all test data is shared. We have also supported joint position
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papers with animal welfare groups [86] and animal rights groups [87], for example asking for test plans to be made
available for public comment, to allow third parties to reveal safety data they have, or to challenge the need for a
particular test.
WWF also consider that chemicals that are bioaccumulative and persistent should be phased out (through
authorisation), regardless of their toxicity. This approach is supported by the British Union for the Abolition of
Vivisection’s (BUAV), who in their ‘Regulatory Smokescreen’ report [88], point out that the current system allows
industry to undertake repeated animal tests in order to create uncertainty about the toxic effects of their products (as
happened with tobacco). As they state:
“The precautionary principle must operate and in cases where there is evidence to suggest toxicity,
bioaccumulation or persistence, regulatory decisions should follow without delay. For example, if a chemical
accumulates in breast milk or crosses the human placenta, it should be assumed that this is hazardous to the
human foetus and the chemical should be controlled accordingly.”
There is also a need for increased resources for development and validation of alternative tests – REACH will
provide a powerful motivation for innovation in this field. New techniques such as expression profiling present a
massive opportunity for new test methods. However, validation of new methods is being delayed by industry
secrecy, with many companies unwilling to release the results of animal studies that have already been carried out.
Chemicals testing makes up a very small minority of animal testing in Europe, and innovation in this area has the
potential to have major positive impacts in other safety testing regimes.
The rest of this section outlines three important aspects of safety testing and REACH

• What safety information is really required for a low tonnage chemical?
• How much will it cost to provide safety data?
• What opportunities are there for using alternative, non-animal methods?
8.4.1

What safety information is required for a low tonnage chemical?

Annex V describes the safety information required for a chemical produced or imported at 1-10 tonnes per annum
– this is also the data required for a transported isolated intermediate produced at over 1000 tonnes per annum. The
three tables below summarise this annex, with notes.

• In annex V there is also column explaining when each test does not need to be carried out.
• It is also possible to use annex 9 to avoid the need to provide certain information, as mentioned on page 20.
• This table also lists in grey italics the three tests that were removed after the internet consultation on REACH
in Summer 2003.
PHYSICO-CHEMICAL PROPERTIES

NOTES

o

Basic information on chemical properties; chemical
companies should already have this information

5.1.
State of the substance at 20 C and
101,3 kPa
5.2.

Melting/freezing point

As above

5.3.

Boiling point

As above

5.4.

Relative density

As above

5.5.

Vapour pressure

As above

5.6.

Surface tension

As above

5.7.

Water solubility

As above

5.8.

Partition coefficient n-octanol/water

5.9.

Flash-point

5.10.

Flammability

As above

5.11.

Explosive properties

As above

5.12.

Self-ignition temperature

As above

For predicting bioaccumulation
Basic information on chemical properties; chemical
companies should already have this information
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5.13.

Oxidising properties

As above

5.14.

Granulometry

As above

TOXICITY TESTS
6.1.
Skin irritation or skin corrosion
The assessment of this endpoint shall comprise the
following consecutive steps:
(1) an assessment of the available human and animal data,
(2) an assessment of the acid or alkaline reaction,
(3) in vitro study for skin corrosion,
(4) in vitro study for skin irritation.
6.2.
Eye irritation
The assessment of this endpoint shall comprise the
following consecutive steps:
(1) an assessment of the available human and animal data,
(2) an assessment of the acid or alkaline reaction,
(3) in vitro study for eye irritation.
6.3.
Skin sensitisation
The assessment of this endpoint shall comprise the
following consecutive steps:
(1) an assessment of the available human and animal data,
(2) Murine Local Lymph Node Assay (LLNA).

6.4.
6.4.1.
6.4.2.

Mutagenicity
In vitro gene mutation study in bacteria
In vitro cytogenicity study in mammalian cells

ECOTOXICOLOGICAL TESTS
7.1.
Aquatic toxicity
7.1.1. Short-term toxicity testing on Daphnia
The registrant may consider long-term toxicity testing
instead of short-term.
7.1.2. Growth inhibition study on algae
7.2. Degradation
7.2.1. Biotic
7.2.1.1. Ready biodegradability

NOTES
Non-animal test; important for occupational and
consumer health.

Non-animal test; important for occupational
consumer health.

The LLNA is a ‘refined’ animal test which has
recently been validated at OECD level. It is
currently viewed as the best way to discover if a
chemicals will have sensitising properties
The LLNA is not needed if:
* the substance is corrosive, very toxic or irritant in
contact with skin; or
* the substance is a strong acid (pH < 2.0) or base
(pH > 11.5); or
* the substance is flammable in air at room
temperature.
* If classification for skin sensitisation is possible
from the results of the first step, the following step
may be omitted and the registrant shall classify the
substance as skin sensitising
Non-animal test – first step in predicting if chemical
is mutagen or carcinogen
Non-animal test that helps to verify
carcinogenic/mutagenic properties
NOTES
A very initial indication of toxicity in the aquatic
environment, using water fleas (Daphnia).
Initial indication of chronic toxicity in aquatic
environment
Information on whether the chemical breaks down
in the environment?

• In addition “Any other relevant physicochemical, toxicological and ecotoxicological information that is
available shall be provided.”.
As can be seen from the table above, the toxicity information provided on 1-10 tonnes per annum chemicals is very
limited, and much of the information required is routine information that any company producing these chemicals
should have anyway.
The Commission has decided that as there are so many chemicals produced at these low volumes, there should be
low safety requirements (for more comment on this see page 62). Whilst WWF accepts the merits of this argument
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(though of course it has implications, as discussed in the section on hazard assessment on page 51), we do consider
that the three tests that were deleted after the internet consultation should be re-instated.
8.4.2

How much will it cost to provide safety data?

The cost of providing safety information will be dependent on precisely how much safety information is
already held by industry. Given that companies have been manufacturing the existing chemicals since before 1981,
and exposing their workforces and customers to them, one would hope that in most cases industry would have a
good set of safety data already, particularly once data is shared through the REACH system.
A study by the Commission’s Joint Research Centre has estimated different testing costs, based on estimates of data
availability, expert assessment of what data will be required and some use of computer-based methods [5].
Important notes:

• This study does not include any development of new in vitro tests, which will be likely to happen in reality –
see next section.

• The study is based on the internet consultation text, so includes the three tests for 1-10 tpa chemicals that have
been deleted in the final text, though WWF wants to re-introduce them.

• The study does not include the administrative costs of creating a dossier, chemical safety report etc. Note that
the REACH proposal does not require a chemical safety report for 1-10 tpa chemicals.

• All figures refer to the cost of generating safety information to match the requirements of the relevant tonnage
band – when there is more than one producer these costs will be shared. In many cases, a low volume
producer will find that their chemical has already been registered by a high volume producer, so they must just
share the data.
Test costs per substance, in Euros
Scenario

1 – 10 tonnes
per annum (tpa)

10 – 100 tpa

100 – 1000 tpa

> 1000 tpa

Minimum test
needs

€8,600

€40,500

€128,000

€185,000

Average test needs

€12,100

€73,100

€163,000

€208,000

Maximum test
needs

€16,400

€152,000

€244,000

€278,000

By incorporating the REACH registration deadlines, these costs can be calculated per year. This calculation
includes no discounting, though this would normally be calculated when considering such investments, and it would
have the effect of reducing the cost:
Test costs per substance per year, in Euros
Scenario

1 – 10 tpa, over
11 years

10 – 100 tpa, over
11 years

100 – 1000 tpa, over
6 years

> 1000 tpa, over 3
years

Minimum test needs

€ 782

€ 3,682

€ 21,333

€ 61,667

Average test needs

€ 1,100

€ 6,645

€ 27,167

€ 69,333

Maximum test
needs

€ 1,491

€ 13,818

€ 40,667

€ 92,667

It is also worth noting that it has been clear since the White Paper on REACH was published in February
2001 that safety information would be needed on existing chemicals, so it would be reasonable to add 5 or 6 years to
the time available to generate dossier, which would make 8-9 years for >1000 t and 16 or 17 years for 1-100 tpa
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chemicals. Alternatively, one could challenge industry with the argument that it was clear in 1981 that the existing
chemicals system was not a ‘blank cheque’ to produce older chemicals without safety data. In this case an extra 25
years should be added to the figures in the table above, with the final REACH registration deadline 36 years after
1981.
8.4.3

What opportunities are there for using alternative, non-animal methods?

No-one denies that more work needs to be done on developing alternative, non animal methods. There is an
urgent need for more funding in this area, and also a need for collaboration from all parties, including the chemical
industry, who have a tendency to keep vital toxicity data secret when it is needed for validating alternative methods.
There is an active debate on which alternative tests are ready for use within REACH, with the British Union
for the Abolition of Vivisection publishing a report arguing that many tests can be replaced [89], whilst the
Commission’s Scientific Committee on Toxicity, Ecotoxicity and the Environment strongly disagreed with these
claims [90].
It is clear that new scientific techniques, such as expression profiling, do offer massive opportunities for
creation of powerful alternative methods. As discussed in two reports from Friends of the Earth [71, 72], these
techniques, and others, from the ‘biomedical revolution’, are likely to revolutionise toxicology, providing better and
faster analysis of the toxic properties of chemicals, and identifying new toxic properties, such as damage to the
immune system. However, research on these tests is now predominantly focussing on validation, rather than
attempting to identify new problem chemicals.
REACH is already designed to be able to adapt to new non-animal (in vitro) and computer based (QSAR) tests, with
two key provisions:

• Annex IX on adaptation of testing requirements includes a specific section on in vitro tests, which allows
validated in vitro tests to replace other tests.

• Article 133 specifies that during the first review of REACH, which will occur 6 years after the Agency comes
into existence (Article 114(3)), the information requirements in annex V for chemicals produced at 1-10 tpa
should be reviewed, bearing in mind availability of in vitro and computer-based testing methods (QSARs). It
is therefore quite possible that Annex V will be modified several years before any 1-10 tpa phase-in chemicals
are registered.
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9. What improvements are needed in REACH?
This section describes the improvements that WWF believes are needed to ensure that REACH properly
achieves its objective of ensuring a high level of protection for human health and the environment. This section is
inevitably more technical than the others, but this is necessary in order to be clear what we are proposing.
Much of the content of this section was included in the WWF policy paper “WWF Priorities for Improving
REACH”, produced in May 2004 [91]. It does not include specific wording for amendments as these will be
provided in a separate paper.

9.1

Introduction

Throughout the REACH debate, WWF and the other environmental NGOs have focussed on providing
reasoned and reasonable input into the policy debate. We have been very disappointed that certain other parties to
the debate, notably some representatives of industry, appear not to have taken this approach, and have been
attempting to make political capital through scaremongering.
The following proposed improvements continue in the same spirit, i.e. they are intended to be a reasonable
input into the debate, making improvements that we consider are vital. These are not extreme positions intended to
be watered down during compromises with the extreme positions expressed by certain other parties. We hope that
this is understood, and that our contribution will be taken in this vein.
We are suggesting amended text for many of our improvements, as we consider that this is often the clearest
way of suggesting the type of change we believe is required. In other cases we just describe what we would wish an
improvement to achieve.
The REACH proposal is large and complex, so other WWF priorities may emerge during the coming months
– this is not a final position paper, but rather an attempt to reflect our current views.

9.2

Duty of Care

The registration requirements of REACH do not apply to a considerable number of chemicals and uses, for
example those chemicals used at less than 1 tonne per annum. Moreover, due to phase in deadlines it will be many
years before all the existing chemicals will have to be registered. A legally-binding duty of care on all chemical
producers and users, making them responsible for the safety of their products is needed to fill this gap. This duty of
care should require industry to ensure safety for all their chemicals in all uses, and oblige them to make available, on
request, sufficient supporting information.
In addition, we consider that the Duty of Care offers an opportunity to promote substitution within the chemical
supply chain, for example through text such as:
… When selecting substances for production and use, manufacturers and downstream users
should select the safest available substance.

Similar requirements exist in other legislation, for example, Council Directive 98/24/EC on the protection of the
health and safety of workers from the risks related to chemical agents at work, it is stated in article 6 that:
“2. … substitution shall by preference be undertaken, whereby the employer shall avoid the use of a
hazardous chemical agent by replacing it with a chemical agent or process which, under its condition of
use, is not hazardous or less hazardous to workers' safety and health, as the case may be.”
Similarly, Council Directive 90/394/EEC on the protection of workers from the risks related to exposure to
carcinogens at work, states in Article 4:
“1. The employer shall reduce the use of a carcinogen at the place of work, in particular by replacing it, in
so far as is technically possible, by a substance, preparation or process which, under its conditions of use,
is not dangerous or is less dangerous to workers' health or safety, as the case may be”.
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9.3

Registration

Registration is a key foundation of REACH. It is essential to ensure that decisions on the regulation and use
of chemicals are based on knowledge not ignorance. It’s not possible to prioritise or make decisions on chemicals
without information. REACH finally provides the opportunity to oblige the chemical industry to provide safety info
on products they have been selling since before 1981.
9.3.1

Prioritisation in registration

We consider that tonnage bands are the best way to bring chemicals into the registration system, combined
with prioritisation of particular hazardous properties (CMR, PBT, vPvB).
9.3.1.1

Prioritisation with exposure information

A more complex exposure-driven approach would merely add a layer of uncertainty and unworkability, and
is fraught with difficulties in terms of getting reliable data. The Commission has already incorporated consideration
of exposure in its rules for adaptation of testing – we do not consider it is wise to go further than this.
There has not been sufficient examination of the considerable difference between the quality of information
available on exposure vs that available on hazard. Richard Denison of the US NGO Environmental Defense has
summarised the problems as follows: [73]:
A chemical’s potential hazard is inherent – hazardous properties don’t change depending on how a chemical
is used, where or how it enters the environment, or other factors that vary with time and place. Just the
opposite is true for exposure, which changes depending on how a chemical is produced, used, transported,
and discarded. Conditions that determine exposure can and often do differ enormously for every setting and
point in time that a chemical is present. And even if a “snapshot” of current exposure were able to be
assembled, the next new use or activity leading to a release would alter the exposure picture.
Hazard data are relevant (i.e., necessary though not sufficient) in characterizing risk whatever the use of a
chemical, so they are useful in understanding any and all potential uses of or exposures to a chemical -- and
hence what kind of exposure-reducing efforts may need to be taken.
Extensive international consensus exists as to how to test a chemical for hazardous properties. Detailed
government-sanctioned procedures, guidelines, criteria and standards are already in place for conducting
hazard tests, for assuring the quality and reliability of the results, and for determining whether the results
constitute evidence of a particular hazard. Moreover, these measures allow that results are reproducible and
can be independently verified. In contrast, virtually none of these mechanisms are in place to assure that
exposure information is complete and accurate. Debates over what constitutes adequate exposure assessment
and how to address the “moving target” nature of such information are far from resolved, and governmentsanctioned procedures do not yet exist.
For the vast majority of chemicals, exposure data simply are not publicly available, making it largely
impossible to judge the quality of such data or to verify their accuracy. Very little of the information relevant
to determining exposure – such as the extent of use of chemicals in products, or workplace exposure
monitoring data – is currently required to be generated, let alone reported to government or made publicly
available. As a result, access to the information needed to assess chemical exposures is largely the property of
industry, which has strong incentives to characterize exposures as “low.”
This paper [73] from Environmental Defense also cites a number of examples from the OECD HPV programme of
the low quality of exposure information that has been presented by industry.
9.3.1.2

Prioritisation and available data or QSAR

As mentioned earlier (page 48), WWF considers that prioritisation on existing data or QSARs will create a
legal minefield, with a considerable workload for the regulator.
For example:

• For most chemicals there is not enough safety information to decide their hazard properties accurately.
If the known highest hazard properties were registered first, with registration delayed for the others, then
producers of chemicals with little safety data would be rewarded, and the hazards posed by these chemicals
would not be rapidly discovered or controlled.
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• One way around this would be to categorise all chemicals without sufficient hazard data as high hazard, for
example as Class 1 carcinogens, thus prioritising them for the first registration group. However, such an
approach would be unlikely to work, as it would generate a mass of registrations at the start, and many in
industry would be unhappy with their chemicals being considered as carcinogens in the mean time.

• Industry is likely to dispute any preliminary decisions based on the likely risk posed by chemicals (e.g.
created by industry’s ECETOC model or a QSAR-based system), thus creating a legal nightmare when
any registration deadlines are enforced. Unlike production volume and CMR properties, there will
inevitably be judgement and uncertainty in any prioritisation process. Therefore, instead of a clear registration
timetable there will instead be legal challenges from companies claiming that the regulator is wrong to
accelerate registration of their chemical.

• It is likely that most companies will not want their chemicals to be on the list of accelerated registrations,
as this will in effect be a list of ‘substances of concern’, which could have all sorts of market
consequences.

• A prioritisation process based on regulatory judgement would increase the burden on the regulator,
though the opportunity for legal challenge would benefit the legal profession.
9.3.2

One substance one registration (OSOR)

The Commission has provided a number of mechanisms to encourage – and in the case of vertebrate data,
force – data sharing within the registration procedure. However, WWF considers that there is merit in examining
whether it would be possible to oblige one registration per substance (OSOR), as is being suggested by the UK and
Hungary [92], and which is getting considerable support in the Council process.
Advantages of a one registration per substance approach include a reduction in the administrative burden by
reducing the number of individual registrations, more accurate information in the market as the dossier will need to
be agreed by all manufacturers and importers, quicker processing of registration packages, and easier access to the
information on any one substance by downstream users and other interested parties.
However, it is very important that any change in the REACH proposal of this nature does not dilute the
individual responsibility of producers and importers for the chemicals they are producing or importing. For example,
the REACH text ensures that a producer of a chemical must accept responsibility for producing exposure scenarios
for downstream users in their supply chain. This responsibility needs to be retained, as it is a crucial mechanism
within REACH to create individual responsibility for producers, and to provide increased security for downstream
users of chemicals. Provided these responsibilities are clearly retained, WWF supports the concept of one
registration per chemicals.
9.3.3

Ensuring sufficient hazard data is available

Industry should be required to provide sufficient toxicity data on all their chemicals in order to enable good
risk management decisions to be taken, with regard to both environmental and human health. In particular, it is
crucial that enough information is provided to identify those chemicals of very high concern.
There is a clearly identified concern that the information required for the chemicals produced at 1-10 tpa is
inadequate, and will be insufficient to identify which would meet the criteria of very high concern or those which
might pose a risk to human health. Unfortunately, REACH text has been significantly weakened as compared to the
internet text, with 3 tests removed, and the obligation to produce a Chemical Safety Report deleted for these
chemicals.
A study of REACH data requirements by the “NewS” project clearly indicates the problem [93]:
“Our comparison of the data requirements in REACH to the classification and labelling criteria shows that
for substances produced in less than 10 tonnes, there will not be enough information to apply any of the
classification or authorisation criteria under consideration here (i.e. acute mammalian toxicity, acute aquatic
toxicity, skin irritation, eye irritation, skin sensitisation, carcinogenicity, mutagenicity, reproductive toxicity,
PBT or vPvB”
This study also points out how this lack of classification information could lead to REACH not requiring many of
the 1-10 tonne substances to have safety data sheet:
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“For the low volume substances no [chemical safety report] is required…producers are obliged to produce a
safety data sheet for classified substances….this requirement is limited to substances that should be classified
according to directive 67/548. However, the test requirements for these substances provide so little data that
it will not be possible to determine whether or not a substance should be classified and labelled”
Therefore, for many 1-10 tonne chemicals there will be no obligation to produce a safety data sheet as there will be
inadequate information to decide if they should be classified. This problem re-emphasises the importance of
requiring a chemical safety report for such chemicals, to ensure that suppliers examine hazards and exposures and
communicate safe uses to downstream users. Without such basic information, it will be difficult to for downstream
users to implement appropriate risk management measures to protect workers or consumers who are in direct contact
with these chemicals, e.g. additives in cloth dyes or cosmetics.
WWF therefore proposes to amend Article 13 to reintroduce chemical safety reports for chemicals produced in
volumes of between 1 and 10 tonnes; and amend Annex V to re-introduce the 3 tests which were present in the
internet consultation text, specifically a chronic algal toxicity test, a test of biodegradability and a second in vitro
mutagenesis test.
Note that the re-introduction of these three safety tests was supported by a Dutch Presidency workshop of Member
State experts, though this workshop also called for a fourth additional test, for acute toxicity [63].
WWF also maintains that there is a need to ensure that all relevant existing data is brought forward on all REACH
chemicals, which would include all toxicity data beyond those end-points that must be covered by the registration
requirements. Such a provision would ensure the collection and use of the in vivo acute toxicity data that German
chemical companies should already have produced for all chemicals that they produce at 1 tonne or more per annum,
as part of a voluntary commitment. This has been roughly estimated by the Commission’s Joint Research Centre to
include 40% of 1-10 tpa chemicals [5]. Note that this data is currently held within industry – it is not accessible to
the regulator under most circumstances – REACH must ensure that such vital data enters the public domain.
There is also a need to ensure that the information requirements for isolated intermediates are adequate to ensure
proper risk management. Once these substances are isolated from the reaction vessels and transported either on site
or to several different sites, then significant exposure may occur, such that the health and environmental effects of
isolated intermediates should not be overlooked. Moreover, it should also be recognised that REACH is the only
legislation that can be used to obtain data on the properties of chemicals.
9.3.4

Substances in articles

The REACH proposal for dealing with registration of substances in articles is not robust enough to ensure a
high level of protection of public health and the environment. We consider that the weakest component is the
tonnage limit of 1 tonne chemical per article type. This will create a legal nightmare in any attempt at enforcement,
as importers will be able to divide their imports into numerous article types (red chairs, blue chairs, chairs with arms
etc all separately), and argue that the 1 tonne threshold is not being breached by any individual article type.
We consider that public health and the environment would be better protected if the registration threshold
for chemicals in imported articles were calculated per importer rather than per article type, as occurs with substances
and preparations – an importer of preparations must register an import of 1 tonne or more per annum of substance,
regardless of how many containers they use to bring it in, or the shape of these containers. Our solution will also
remove the obligation for importers to assess the likelihood of release, and the likely toxicity, of the chemical
concerned, both of which would be very difficult requirements for an importer.
Such a provision would effectively oblige importer to inform their suppliers that they should only use
chemicals registered under REACH, or, in exceptional circumstances, that they must register a chemical. Given that
the substances in articles procedures will only come into force once phase in registrations are completed for all
substances – i.e. around 2018 – then industry will have plenty of time to adapt to this situation. It is clear that the EU
registration database, globally available on the internet, will then contain the vast majority of chemicals needed, as
any producer manufacturing articles in Europe will be using registered chemicals.
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9.3.5

Low volume chemicals and nanotechnology

WWF is concerned that chemicals produced in low volumes may not be adequately controlled by REACH.
For example, we note with interest the proceedings of the workshop on nanotechnology held by the European
Commission’s DG Health and Consumer Affairs in March 2004, [94] which included the following
recommendation:
There is a case for re-examining and, if justified, lowering the current 1 ton per annum threshold in existing
national (cf., e.g., UK) and Community (cf., REACH) regulatory frameworks on the registration and
documentation of manufactured and imported, intermediate and finished engineered nanomaterials and
products of nanotechnologies—in particular engineered nanoparticles, engineered nanotubes, and engineered
nanofibers—because the manufacturing and imports of given nanoproducts may represent a very low mass
per annum and because, as a rule of thumb and in the absence of a coating that would make the surface inert,
toxicity of nanoparticles tends to increase as size decreases;
A similar recommendation is made in the UK Royal Society’s recent report on the subject (commissioned by the UK
Government) [95]:
We recommend that chemicals in the form of nanoparticles or nanotubes be treated as new substances under
the existing Notification of New Substances (NONS) regulations and in the Registration, Evaluation,
Authorisation and Restriction of Chemicals (REACH)… As more information regarding the toxicity of
nanoparticles and nanotubes becomes available, we recommend that the relevant regulatory bodies consider
whether the annual production thresholds that trigger testing and the testing methodologies relating to
substances in these forms should be revised under NONS and REACH.
We would therefore suggest that this issue needs further examination. One option could be a very simple registration
of chemicals produced at <1 tpa, for example producer/importer, CAS number, structure, tonnage. Industry could
also be obliged to notify if the substance would be classed as a nanomaterial, which might then result in further
regulatory requirements. This simple registration would allow authorities to monitor, and if necessary investigate,
any potential concerns arising from chemicals produced or imported at low volumes, whether nanomaterials or not.
If such basic information is not gathered, regulators will have little or no facts available as to the extent of use of
nanotechnologies, nor about who is producing them – a situation which could lead to real problems in the future if
safety concerns arise.
9.3.6

Auditing of registration data

There is currently no mandatory evaluation of the quality and content of the registration dossiers, as the
Chemicals Agency will only check for completeness (Article 18(2)). Given that a recent evaluation by Competent
Authorities of Member States found that only 31% of safety data sheets were fully accurate (see page 12), WWF
considers it vital that an audit is required in order to ensure the accuracy of registration dossiers.
It has been suggested that such an audit could be voluntary. However, the major disadvantage with this approach is
that those companies that most need their registrations audited will be those least likely to pay for a voluntary audit.
9.3.7

Prioritisation of substances meeting authorisation criteria

The first deadline for registration of phase-in substances (3 years) covers only CMR-substances in Category
1 and 2 (Article 21 (1) (a)). This first registration stage should also cover known PBTs, vPvBs and other substances
of very high concern. These substances can then be channelled into the authorisation scheme as soon as possible.
WWF would also suggest that there should be action on the collection of data on vPvB and PBT properties of all
chemicals, to allow a greater number of chemicals to be prioritised through such a mechanism – chemicals with
these properties can then proceed rapidly into the authorisation process. This could be achieved through the alreadyexistent PBT working group:
The Commission’s PBT working group should be mandated to strive to identify chemicals meeting
the vPvB and PBT criteria from not only the >1000 tpa chemicals, but also from the 1-1000 tpa
chemicals.
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9.3.8

Chemical Safety Report - obliging producers to communicate uses they advise against

It could be argued that if a use is omitted from an exposure scenario then a downstream user should treat this
as a use that is advised against. However, this is clearly not always going to be the case, and is not a clear way of
indicating problems to downstream users. We would therefore suggest that provision be made to encourage the
registrant to list specific uses, and exposure scenarios that they advise against, by including guidance on users.
9.3.9

Chemical Safety Report - exposure scenarios vs exposure categories

As part of the ongoing debate on exposure (see earlier point), a number of stakeholders are criticising the
Commission’s requirement for producers to support exposure scenarios, and are instead arguing for a system based
on exposure categories. WWF considers that the use of exposure scenarios is to be preferred, as this provides a
flexible method of dealing with chemicals with different hazardous properties, and ensures a maintenance of
industry responsibility. For example, for a chemical with low toxicity, a producer would specific very broad
exposure scenarios, whilst for a very toxic chemical, exposure scenarios would have to be narrowly defined, in order
for the producer to be able to accept responsibility for these scenarios.
It is worth noting that the exposure scenarios approach is flexible as regards how industry derives these
scenarios. For example, if a producer decides that they have confidence in a specific approach (e.g. ECETOC) they
will be able to use it, but the responsibility will remain with the producer. This is in contrast to a system where the
regulator defines a number of exposure categories, which will create a system that is inflexible and runs the risk of
transferring responsibility away from the producer and on to the authorities.

9.4

Evaluation

WWF has a number of proposals for improving the evaluation process.

• An explanation of the evaluation process as laid out in the REACH proposal is given on page 23.
9.4.1

Random spot-checks

Although much evaluation effort should be prioritised, random spot checks will help ensure that dossiers are
of a general high quality, and will help guard against the risk that substances that should be examined in more depth
are not due to poor quality (or deliberately misleading) dossiers. This could be achieved by ensuring that registration
dossiers are being compiled in accordance with this legislation, a certain percentage of dossiers, not less than 5%,
selected at random, will be subject to dossier evaluation. The agency will select such dossiers, and distribute them
equitably amongst Member States Competent Authorities, who shall then perform a compliance check as specified
in this article, with verification of both 1a) and 1b). Any lessons learnt from this random evaluation (or from other
dossier evaluations) should be communicated by the Agency on at least an annual basis, to assist in improving the
quality of future registration dossiers.
We also consider that some further thought needs to be given to enforcement provisions for inadequate dossiers, to
ensure that industry has the maximum motivation to produce high quality registration dossiers.
9.4.2

Ensuring Member States participation

WWF is concerned that the present text would allow some countries to undertake no evaluations at all. It is
proposed that the Chemicals Agency will develop guidance on prioritisation of substances for evaluation, but there is
no minimum number of substance evaluations that must be undertaken.
WWF considers that Member States should be required to carry out a minimum annual number of
evaluations of the safety data and assessments provided by industry on chemicals. This would enhance quality
control, the prioritisation and review of problematic substances, and would also ensure that the Member States’
authorities have the resources for this important work, as some finance ministries are unwilling to resource
‘voluntary’ EU-related activity.
9.4.3

Ensuring a rapid response to new information

To ensure that Member States can decide to do a substance evaluation if new information emerges, whether
the substance is on their rolling plan or not:
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A Member State may at any time add new substance(s) to their rolling plan should information
emerge which leads to a potential concern regarding risk to human health and the environment.
They must notify the Agency of their intention to add the substance to their rolling plan. Should
more than one Member State notify the agency regarding the same substance, the first Member
State to notify the Agency should be appointed to evaluate the substance.

9.4.4

Evaluation of intermediates

The Commission text requires a very high burden of evidence on a Member State before they are allowed to
ask for more information on the safety of intermediates. Where a Member State competent authority can present
evidence indicating that there is likely to be an inadequately controlled risk arising from the use of an on-site
isolated intermediate, the competent authority of the Member State in whose territory the site is located should be
allowed to ask for more information.
9.4.5

Reporting of evaluation activity

To ensure that all Member State activities on evaluation are properly reported, the Agency should publish
the evaluation of dossiers and substances on its web-site without delay.

9.5

Authorisation

Authorisation is a new procedure introduced in REACH – it has no direct equivalent in existing chemicals
legislation. It is intended to provide an effective way of regulating the use of chemicals of very high concern. A brief
summary of the authorisation procedure in the REACH proposal is given on page 23.
In WWF’s view the authorisation process must provide a high level of protection of human health and the
environment, whilst also promoting innovation towards safer chemicals. WWF believes that improvements to the
Commission’s proposal are needed to ensure that an effective and workable authorisation system is in place.
The key improvements needed are as follows:

• The criteria for adding ‘chemicals of equivalent concern” needs to be made more flexible to ensure that
expert judgement can be used to select chemicals that need to be controlled through authorisation (page 68);

• The criteria for granting an authorisation need to be modified to ensure that the regulator is always
able to consider the availability of safer alternatives. This can be achieved through deletion of the
‘adequate control’ route (page 70).

• There needs to be a better mechanism for considering authorisation applications within the Agency,
that is able to gather useful information on alternatives, and will ensure that decision making is based on
the best information available. This can be achieved by allowing the Agency to commission independent
studies (page 68).

• Exemptions need to be re-examined (page 67)
A case study showing the impact of WWF’s improvements to the authorisation procedure is given on page 76.
9.5.1

Aim of authorisation

During the finalisation of the REACH proposal within the European Commission, during a period of
considerable industry lobbying, the aim of authorisation (article 52) was changed from:
“The aim of authorisation is to ensure that the risks from substances of very high concern are properly
controlled or that these substances are replaced by suitable alternative substances or technologies.”
To:
“The aim of this Title is to ensure the good functioning of the internal market while assuring that the risks
from substances of very high concern are properly controlled or that these substances are replaced by
suitable alternative substances or technologies.
The aim of ensuring the good functioning of the internal market is an aim which runs through all EU legislation and
which is not specific to this, or any other Title within this regulation. It is quite clear that the aim of authorisation
relates to the protection of health and the environment rather than the protection of the internal market. Therefore
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WWF proposes a re-phrasing of the aim of authorisation in order to ensure that substances of very high concern are
replaced by suitable alternative substances or technologies where available, or that such alternatives are developed
where they are not already available.
WWF is alos emphasising the importance of substitution of the worst chemicals.
9.5.2

Exemptions of certain uses and emissions from the authorisation procedure

WWF is very concerned that the authorisation procedure exempts a large number of uses from consideration
in authorisation (Article 53), including on site isolated intermediates and even transported isolated intermediates.
The proposal also allows the Agency to create exemptions for further uses (Article 55(2)).
In addition, the Commission is not able to consider a number of uses and emissions of substances when it is
considering applications for authorisation (Article 57(2)) and industry is not obliged to cover these uses and
emissions in their applications (Article 59 (6)).
WWF considers that blanket exemptions from the authorisation procedure should not be allowed, because
allowing de facto exemptions is, in effect, to allow authorisation without any case-specific evaluation of the benefits
or drawbacks of such exempted uses, or of potential alternatives. This removes two vital elements that the
authorisation requirement was intended to introduce, namely transparency of decision-making and justification for
allowing continued use. If there were valid reasons for a particular use, or category of use, of a substance to be
“exempted”, then surely these reasons would be substantive enough for these uses to pass through the full scrutiny of
the authorisation process and receive authorisation. In such a case, authorisation could surely be very swiftly dealt
with.
In addition, it is important that authorisation applications do consider the risks in full to human health and
the environment, even where emission limits exist. For example, Integrated Pollution Prevention and Control (IPPC)
is not a suitable instrument to deal with persistence and bioaccumulation where many small but widely dispersed
emissions can be re-concentrated via the food chain, so the exemption in Article 57(2)(a) should certainly be deleted.
Regulation by emission limit values is not a suitable means for dealing with chemicals of very high concern and
cannot ensure a high degree of protection for human health and the environment, particularly PBT and vPvB
substances.
WWF would propose that the exemptions proposed in Articles 53, 55(2), 57(2) and 59(6) are reexamined with a view to ensuring that authorisation is able to deal properly with the need to assess
and control the use and emission of chemicals of very high concern.
In our view most of these exemptions should be removed.

9.5.3

Process of authorisation – regulatory initiative

We are very concerned that the authorisation process appears to only permit the Agency to initiate the
process of adding a chemical to Annex XIII (article 55(3)). Although Member States can produce dossiers of
substances that they wish to be added to this annex (article 56(4)) the Agency is not obliged to act on them (article
56(7)). This means that the current text will not allow either Member States or the Commission to initiate the
authorisation procedure.
We strongly believe that there should be a mechanism available to allow both Member States and
the Commission to initiate the authorisation process, rather than leaving this solely in the hands of
the politically unaccountable Agency.

9.5.4

Process of authorisation - consultation procedure

The proposal introduces a substantial delay in the process of identification of substances of very high
concern (candidates for Annex XIII) by providing for an internet consultation which is unlikely to yield any
fundamentally new information.
The procedure in Article 56 should already provide for the preparation and expert peer review of technical
dossiers in support of inclusion of substances on Annex XIII. Member States will, as part of the 30 day period
allowed under this procedure for deliberation, undoubtedly consult with industry and probably with other interested
parties, such that any fundamental errors in underlying data sets (which might otherwise lead to incorrect assignment
to Annex XIII) should be identified and corrected. The addition of a 3 month period of open internet consultation,
while unlikely to add any further critical information or insight to the evaluations, will inevitably delay the process
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of identifying substances of very high concern. This delay of 3 months will be compounded by the need thereafter
for the Agency to evaluate all information received in response, irrespective of how useful or relevant this
information may ultimately be.
9.5.5

Process of authorisation – improving information available for decision making on safer
alternatives.

Concern has been expressed about the difficulty of making decisions about the availability of safer
alternatives within the Agency committees. In our view it is crucial to allow the Agency committees more flexibility
in information gathering, so that, where appropriate, a committee could commission independent consultants (or
experts from member states) to report on potential substitutes. This additional information would then be available
for use by the Agency committees when they decide the merits of an application for authorisation. It must be
remembered that Member States experts are already having to make decisions on availability of safer alternatives
within the current existing chemicals regulatory system, for example when deciding to restrict the flame retardants
penta and octa-BDE.
The procedure that we are proposing is as follows:
1) A company will submit a dossier as their application for authorisation of a use. All dossiers would be
required to contain a report on socioeconomic impacts, availability of substitutes and a substitution plan.
(i.e. As in Article 59, except that article 59.5 is incorporated into 59.4).
2) The Agency advertises the existence of this request for authorisation in order to collect information from
third parties on availability of substitutes (as in Article 61 (2)).
3) The Agency committees then examine the dossier, and the information received from third parties. Based
on this information the Committees have two choices (as in the REACH text):
a) They decide they have sufficient information, and they make a decision (to step 7, below)
b) They decide they need more information.
4) If more information is required, the REACH text only allows the committees to request more information
from the applicant (Article 61.3); WWF would suggest that this is not sufficient, and two other options
should be available:
a) A decision to ask for more information from the third parties who have submitted information as a
result of Article 61(2)
b) A decision that more information is needed on substitutes, in which case the Committee(s) will
employ a consultant or request a member state to investigate in order to get an assessment of the
chemical and its alternatives. (The agency should develop guidance on this assessment process,
which should be time limited, e.g. 5 or 6 months). Such studies should be funded by a general levy
on all applications for authorisation, not a fee on the specific application.
5) The Agency committees should be free to use the information generated in 4) for other applications for
authorisation for the same substance, or to use the process in 4) to gather information relevant for
multiple applications.
6) Once more information is obtained, the Agency committees reconsider the application, returning to step
3.
7) The Agency committees uses the information available to make their draft opinion. This information can
also be used to set a review date for the authorisation, based on the knowledge available on the level of
development of alternatives. Therefore the decision to authorise is not set in stone (as with the current
legislation) but becomes part of a process that can be revisited.

• NB: The Agency committees already have 10 months in which to draft their decision, so it should be possible
to complete a study as described in 4(b) above within this time period, so there is no need to change any of the
timelines proposed in the Commission’s text.
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The flow chart below, based on the Commission’s REACH flow charts, illustrates these changes.

9.5.6

Scope of authorisation – chemicals of similar concern.

In the final weeks of development of the REACH proposal within the Commission, the criteria for adding
additional substances to authorisation were modified from requiring them to be “giving rise to a similar level of
concern” as the chemicals meeting the specified criteria, to a requirement that such chemicals “are identified as
causing serious and irreversible effects to humans or the environment which are equivalent to those of other
substances listed…” (Article 54(f)).
This very high burden of evidence, which requires the need to show that a potential addition to the
authorisation process is actually causing serious and irreversible effects will mean that pre-emptive action can not be
taken on a chemical that is accumulating in the environment and might reach a level of concern in the future. It will
open the way for legal challenges from industry to any attempt by the regulator to add chemicals to authorisation
through this route. This will have major implications for dealing with vPvB and PBT chemicals which do not
perfectly meet the criteria, and for acting on endocrine disrupters and other chemicals of very high concern that will
emerge in the future.
For example, authorisation would be an effective way of dealing with the problems of a chemical such as Deca-BDE
– see page 78, and endocrine disrupters, see page 77. The entry of chemicals into authorisation must therefore be
made flexible enough to deal with these chemicals.
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9.5.7

Scope of authorisation - provide a tool to meet commitments under the Water Framework
Directive (WFD)

Chemicals identified as priority hazardous substances in Annex X of Directive 2000/60/EC should be
brought under strict control as this Directive stipulates that emissions must cease. It seems clear that REACH will be
the only legislation that would be able to deal with diffuse sources of these chemicals. In order to reach the objective
of a cessation of emission, the ‘adequate control’ route to authorisation must be removed.
9.5.8

Scope of authorisation – protection of workers and public health

Workers representatives are concerned the authorisation process will not currently deal with the considerable
health risk posed by the worst sensitisers, for example potent respiratory sensitisers. WWF considers that
authorisation should be examined as a potentially effective method of controlling the use of such substances.
9.5.9

Review date for all applications for authorisation

It is reasonable that all authorisations issued be temporary, because periodic review will allow (and
encourage) adaptation to technical progress (e.g. consideration of new information on hazards, exposure, socioeconomic benefits and availability of alternatives). WWF recommends that all authorisations should be time-limited,
and subject to review at least every 5 years. Without regular review periods, the momentum for the innovation of
safer alternatives will be lost.
9.5.10 Authorisation and substitution - removal of adequate control route
Authorisations should only be granted when there is no safer alternative, an over-whelming societal
need for the chemical exists, and measures to minimise exposure are in place. The availability of a safer
alternative alone should therefore be grounds to refuse authorisation.
The draft legislation continues to allow industry to carry on using (gain an authorisation for) chemicals of
very high concern. Industry can either claim an adequate control of the risk or if they can’t do that, then an
authorisation can still be granted if the socio-economic benefits outweigh the risks.
It is very difficult to ensure chemicals are properly controlled during their entire life cycle, and even good
control measures can result in appreciable exposures. The aim must be to eliminate exposure to substances of very
high concern, because for many of these substances, such as carcinogens, there may be no safe level. Moreover, for
persistent and bioaccumulative chemicals, and endocrine disrupting chemicals, there may be additive effects due to
the total burden of exposure to harmful chemicals. Therefore, there is a clear case for measures that seek to
eliminate, rather than to control, exposure. This can be best delivered by substitution, and although substitution was
one of the stated central objectives of the Commission’s White Paper [9], the opinion of the European Parliament
[15], and the Conclusions of the EU Council of Ministers [14], it is not properly implemented within the REACH
text.
WWF considers that the intrinsic properties of the chemicals that are designated as chemicals of very high
concern mean that their risks cannot be adequately controlled, unless exposure is eliminated. This can only
reliably be achieved by stopping the use of such chemicals, and using safer alternatives instead.

• See page 50 for more discussion of why substitution is an important part of risk management.
Therefore,

• WWF considers that the availability of a safer substitute should, by itself, be grounds for the regulators to
refuse to authorise the use of such chemicals.

• WWF defines the word ‘available’ in a similar way as it is defined in the IPPC Directive - an alternative
which is reasonably accessible and that has been developed on a scale which allows its implementation as a
substitute, under economically and technically viable conditions

• A safer substitute would be one that was judged not to meet the criteria for chemicals of very high concern
and which had an acceptable acute toxicity profile.

• In cases where suitable alternatives do not currently exist, and the socio-economic benefit accrued to society
genuinely outweighs the risks, then WWF considers that a time limited authorisation could be granted, albeit
linked with a timetabled substitution plan. The preparation of such a timetabled plan for substitution should be
a general requirement applicable to all authorisations
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9.5.11 Automatic review of authorisation following a failure of quality standards
If quality standards or environmental objectives are not being met, then WWF considers that this should lead
to a mandatory review of authorisations.
9.5.12 Compulsory substitution plans
Substitution plans should be compulsory. This would ensure consistency with the improvements proposed in
9.5.10 and ensure that substitution plans are produced for all applications for authorisation.
9.5.13 Protecting vulnerable groups
WWF notes with interest the REACH amendments being promoted by the European Public Health
Association Environmental Network[96], which are focussed on ensuring protection for vulnerable groups, such as
children and the elderly, through ensuring their needs are better considered in risk assessment in REACH, and in the
authorisation and restrictions processes.
9.5.14 Labelling of articles containing substances of very high concern
We maintain the view that, as a matter of principle, chemicals of very high concern should not be used in
articles. However, in cases in which use of such chemicals in articles is authorised, or the substance concerned has
not yet passed through the authorisation process, we consider it very important that the articles containing these
substances of very high concern should be clearly labelled.

9.6
The Agency
• A summary of the role of the Agency in the REACH proposal is given on page 24.
WWF does not support the view that the REACH system should be further centralised. The Commission proposal
will create a very powerful Agency, which does not, in WWF’s view, require further strengthening.
This Agency will already be able to ensure harmonisation of evaluation procedures across Member States, and
further centralisation of this process will endanger the development and retention of Member State competence in
chemicals assessment, and create a risk that the quality of decision making will be affected. Member State expertise
will be essential for assisting businesses with REACH implementation and in enforcing the REACH system.
WWF are also very concerned about the implications of any shortfalls in Agency resourcing. A poorly-resourced
agency would be legally obliged to continue to accept registrations, but would not have the capacity to undertake
many other tasks (e.g. Authorisation), thus the public and the environment would not be adequately protected.
9.6.1

Deadlines for publication of information

The current text does not give the Agency a deadline to publish information on the public database, which
could mean information not entering the public domain due to delays. There is a need to ensure that there is a
deadline for the Agency to publish information in its public database, for example, within 30 days of receipt.
9.6.2

Ensure effective Member States participation in Committees

The current text would enable the Risk Assessment and Socio-Economic Analysis Committees to become
disconnected from the national regulators. This could lead to difficulties in getting acceptance of the committees'
conclusions by the Member States Committee, which could thus delay the regulatory decision-making.
A better option would be to require national experts from each Member State to serve on the Risk Assessment
Committee, and on the Socio-Economic Analysis Committee. This would help to build on and develop the capacity
for toxicology, risk assessment, and environmental economics in the Member States. The Agency and its
Committees will have to deal with many chemicals and dossiers, which requires a design allowing for greatest
effectiveness. However, it is also important to ensure democratic participation, and a structure that remains
independent from co-option by any one large force, be it a Member State or another stakeholder.
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It is vital that the changeover from the current regulatory system to REACH is as smooth as possible, and that
REACH uses the existing regulatory expertise to the full. For this to occur, it is essential that no amendments are
made to REACH which would remove the right of Member States to nominate their experts to Agency committees.
The Commission and Member State experts are already discussing how to create a smooth transition between the
expert committees that work on the current chemicals regulation and the committees of the Agency [97]. Without a
smooth transition, hard to replace expertise will be lost, and the protection of human health and the environment, and
the workability or REACH, will suffer.
9.6.3

Ensure full and proper socio-economic analysis (SEA)

WWF considers that the list of elements that must be taken into consideration in the socio-economic analysis
(SEA) are one-sided and focus too much on the direct and indirect business costs. This is not a basis for informed
decision-making, and would steer the Agency in the wrong direction in developing guidance. The text should
highlight the need to consider the potential benefits to the industries that provide cleaner solutions, and to industries
that would benefit from potential restrictions, as well as the impact on vulnerable groups of not restricting the
substance. Therefore, WWF considers there is a need to amend ANNEX XV list of possible elements of a socioeconomic analysis.

9.7

Classification and labelling

The system of classification and labelling of chemicals is vital for many other pieces of legislation, including
worker safety, chemical transport and accidents. It is therefore essential that REACH does not reduce the level of
protection in this area.
9.7.1

Harmonisation by regulators

There is no reason to limit the possibilities for authorities to do harmonised classifications of substances on a
case by case basis. Moreover, the classification of preparations determines whether a CSA must be made (article 29),
so it is important that authorities have a possibility to check these classifications. Otherwise dangerous substances in
volumes up to 30 % may be passed on to downstream users as ingredients in preparations without information to
downstream users about their presence and without authorities being able to check if the classification is correct.
Experience in the Commission Classification and Labelling Group has shown that there can be important differences
in interpretation between Member States and Industry on a much wider range of endpoints than shown in the draft
text of Article 112. The use of the Safeguard clause in recent years and the exemptions made for Sweden, Austria
(and Norway) in the earlier Accession Treaty cover the full range of possible endpoints. Discussion of specific
classifications of individual substances is an important basis for the development of sound criteria. Limitations in the
scope of Annex I can hinder development of a common harmonised list covering supply and use and transport
endpoints following implementation of a Global harmonised System as adopted under Agenda 21.
The restrictions proposed in Art. 112.1 are unnecessary as the requirements of Art. 112 are sufficient to limit
proposals for harmonised classifications to ones with important downstream legislative consequences without having
the drawbacks of a more general limitation on Member States rights to make such proposals.
9.7.2

Resolving differences in industry classifications

The authorities should have the final decision on classification if industry disagrees, to ensure that the
classification and labelling inventory is as usable as possible. This means the Agency should determine the
information to be included in the inventory.
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9.8

Information and transparency

Transparency will be a vital element of an effective REACH system, both to ensure that everyone is able to
make informed decisions on the chemicals they use, and to enable monitoring of the effectiveness of the regulatory
system.
9.8.1

Information flow through the supply chain – substances and preparations

Consumers should have access to the main information document on substances and preparations flowing
from REACH.
9.8.2

Information flow through the supply chain - articles

The REACH proposal currently ensures information flow through the supply chain for chemical substances
and preparations. However, this flow of information fails as soon as a chemical enters an article. Downstream users
of this article have no information on the chemicals it contains, nor do they have any right to obtain this information
from their supplier.
For example, company X uses dye preparations to dye a piece of fabric, then sell this fabric to company Y that
produces a chair. This chair is then sold to consumers by retailer Z. Company X receives safety data sheets of the
preparations they purchase, but companies Y and Z have no information at all. If a retailer Z has concerns about
particular chemicals and wants, for example, to avoid certain chemicals, they will find that their supplier Y has no
obligation to tell them anything, and in fact will not possess such information. Similar problems will occur if a
consumer asks retailer Z about a the presence of a chemical in a product.
WWF considers that it is vital that the information flow does not stop when a chemical enters an article. Therefore
we consider that a solution is needed for this problem. Key elements of such a solution should include:
An obligation for companies that create articles to pass on information on the chemicals and
preparations they contain to their customers on request.
An obligation for companies that supply articles to obtain and communicate information on the
chemicals and preparations they contain to their customers on request.
A right for consumers to be told (on request) whether specific chemicals are in the products they
buy.
Consideration should be given to whether some sort of standardised “article safety information”
should flow down the supply chain to assist this process.

9.8.3

Procedure for determining confidentiality of information

The proposed procedure for access to, and public availability of, chemical safety information is cumbersome
and ineffective, requiring a complex procedure when a piece of information is requested, rather than a requirement
that industry request confidentiality when information is submitted to the agency.
There should be a presumption of access to information. To oblige authorities to consult the registrant,
potential registrant, downstream users, applicant or other party concerned each time a request is submitted is likely
to overburden the decision-making system. In the current text the procedure to access such information involves up
to five steps in order to allow industry to claim confidentiality and to appeal. This could easily take up to six months
for one piece of information about one chemical.
This suggested amendment would ensure that industry would have to enter their claims for confidentiality
with the information they are passing on to the authorities. This claim can then be evaluated by the authority
immediately, or at the latest once a request for the information has been received. This will substantially reduce the
complexity of the procedure for providing information, and will ensure that requests for information can be
answered in good time.
We also consider that there is a need for further examination of the precise test that will be used to determine
whether a piece of information is considered to be confidential, as the current text (Article 115(2)). is very weak
“which he considers to be commercially sensitive and disclosure of which might harm him commercially”. We wish
to ensure that the Agency is able to challenge such claims from industry, rather than just accepting any claim that is
made [98].
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It is worth noting that the Existing Substances regulation includes a provision for information to become nonconfidential if it has been disclosed to a third party “If the manufacturer or importer should himself later disclose
previously confidential information, he shall inform the competent authority accordingly”. REACH includes no
provision of this kind.
9.8.4

List of non-confidential information

The list of ‘never confidential’ information in the REACH proposal is not sufficient. The public and
downstream users will not be guaranteed sufficient information to make their own judgements about risks and
alternatives. Public access to all toxicity, fate, exposure, use categories and risk assessment data should be ensured.
Thus, the full registration dossier and the chemical safety report for each chemical should be publicly available, as
should information on total production/import volumes, at least on a banded basis. This information should be made
available and put on a publicly accessible database on the internet within a specified time period.
The name of the registrant is necessary in order to remove any barriers to data-sharing and enforcement. In
addition, civil society would expect companies to be publicly responsible for the chemicals they produce, and
subject to public challenge (as has happened in the case of brominated flame retardants, for example).
In addition, the current Existing Chemicals regulation specifies the following items of always non-confidential
information, which are not currently listed in the REACH proposal

• the name of the manufacturer or importer
• the summary results of the toxicological and ecotoxicological tests, in particular data on carcinogenity,
mutagenicity and/or the substance's toxicity for reproduction

• The REACH proposal specifies “the result of each toxicological and ecotoxicological study”, which could
be interpreted as being more restrictive.

• any information which, if withheld, might lead to animal experiments being carried out or repeated needlessly
It would be unacceptable for REACH to increase the secrecy of the chemical regulation system, so clearly these
items must also be made available in the REACH system.
We consider that there needs to be more examination of this important issue, in particular considering experience in
other processes, e.g. the US HPV programme, where public access to, and resulting comment on, detailed
information on test plans, categorisation proposals and study summaries has resulted in considerable improvements
to the dossiers and plans [99].
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10. Case studies of REACH, including the effect of WWF’s improvements
This section gives a few examples of the way in which REACH will work in reality, and also looks at some of
the problems that WWF hopes that REACH will help solve.

10.1

Chemical producers - case studies of registration and associated processes.

The aim of this section is to give a couple of simple, illustrative examples of what REACH means for a
chemical producer. This section is not intended to be comprehensive – if you want a comprehensive guide, use the
Commission’s REACH process description [25], or the legislation itself.
For simplicity, this section looks at two chemical producers – one with a chemical being produced at 1500
tonnes per annum, the other with a chemical being produced at 90 tonnes per annum. In each case the impacts of
WWF’s proposed changes are mentioned. It starts with a summary of current requirements.
10.1.1 Current requirements for Manufacturers and importers of chemicals
As summarised in the REACH process description [25], such companies must currently:

• comply with any restrictions on marketing and use of substances and preparations (restrictions as set out in
directive 76/769/EEC will be taken over by REACH in Annex XVI);

• classify and label substances and preparations that are placed on the market according to Directive
67/548/EEC and Directive 1999/45/EC;

• prepare safety data sheets (SDS) for substances and preparations (requirements in Directive 91/155/EEC will
be taken over by REACH in Art. 29 and Annex IA);

• conduct risk assessments and reduce risks for any chemical agent occurring at the workplace (Directive
98/24/EC on chemical agents at work).
Of course, any company marketing or importing a new chemical at over 10 kg/year must currently notify it to the
competent authorities, with safety data.
10.1.2 REACH requirements for a producer of phase in chemical X at 1500 tpa

• A company producing or importing a phase in chemical at >1000 tpa must register the chemical by REACH
implementation + 3 years

• Prior to registering, they should pre-register by REACH + 1.5 years, which will allow the company to join a
substance information exchange forum (SIEF) which will facilitate the sharing of safety data between
producers and importers of the chemical.

• The registration dossier should include the information required in Annexes 5 and 6, and test plans for
obtaining the information in annexes 7 and 8. It should also include a chemical safety report, which will then
be used to produce the extended safety data sheet which they will pass to their customers.

• The registration dossier will be sent (electronically) to the agency, who will do a computer-based
completeness check. The agency will then transfer the non-confidential information on to their website.

• Later, the test plans will be evaluated by the Member State authority who will suggest which tests should be
done – this proposal will then be agreed by all other Member State authorities, and the company must then do
these tests, or obtain the results if another organisation has already done them.

• The registration dossier may later be evaluated by a Member State authority who will check that the
legislation has been conformed with; a Member State could also decide to examine all the registrations for a
substance (substance evaluation) to see if there are problems that need addressing – any conclusions would
have to be agreed by all other Member State authorities.

• NB: The company can continue producing or importing the chemical throughout this period
Impacts of WWF suggested changes

• WWF is proposing (page 64) that the registration dossier would be audited by a third party prior to its
submission to the Agency, in the same way a company’s accounts are audited.
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10.1.3 Producer of 90 tpa of chemical Y

• A company producing or importing a phase in chemical at 1-100 tpa must register the chemical by REACH
implementation + 11 years

• Prior to registering, they should pre-register by REACH +4.5 years, which will allow the company to join a
substance information exchange forum (SIEF) which will facilitate the sharing of safety data between
producers and importers of the chemical.

• The registration dossier should include the information required in Annexes 5 and 6. It should also include a
chemical safety report, which will then be used to produce the extended safety data sheet which they will pass
to their customers.

• The registration dossier will be sent (electronically) into the agency, who will do a computer-based
completeness check. The agency will then transfer the non-confidential information on to their website.

• The registration dossier may later be evaluated by a Member State authority who will check that the
legislation has been conformed with; a Member State could also decide to examine all the registrations for a
substance (substance evaluation) to see if there are problems that need addressing – any conclusions would
have to be agreed by all other Member State authorities.

• NB: The company can continue producing or importing the chemical throughout this period
Impacts of WWF suggested changes

• WWF is proposing (page 64) that the registration dossier would be audited by a third party prior to its
submission to the Agency, in the same way a company’s accounts are audited.

10.2

Solving chemical problems with Authorisation

WWF believes that improvement of the authorisation procedure in REACH is a key step in ensuring that
REACH really does result in a high level of protection for human health and the environment, through identifying
and phasing out the worst chemicals.
10.2.1 Sources of information on chemical problems
A number of reports have highlighted some of the major problems with our current use of chemicals, problems
that WWF hopes REACH, in particular authorisation, should be able to begin to solve. For example:

• The European Environment Agency report “Chemicals in the European Environment: Low doses, High
stakes?” [100] highlights the health and environmental concerns from our exposure to chemicals, including
the role of low dose effects.

• Another European Environment Agency report “Late lessons from early warnings: the precautionary
principle 1896-2000” [101] examines case studies of regulatory responses to problems such as Asbestos,
PCBs and CFCs, highlighting the way in which early warnings from science were not followed by adequate
regulatory action. One of its conclusions is clearly relevant to the REACH impact assessment debate:

• “The costs of preventive actions are usually tangible, clearly allocated and often short term, whereas the
costs of failing to act are less tangible, less clearly distributed and usually longer term, posing particular
problems of governance. Weighing up the overall pros and cons of action, or inaction, is therefore very
difficult, involving ethical as well as economic considerations, as the case studies illustrate.”

• The UK Royal Commission on Environment and Pollution, in their report “Chemicals in Products:
Safeguarding the Environment and Human Health” [77] make clear the extent of the current problem, and
conclude that certain exposures to chemicals are unacceptable:
“Where synthetic chemicals are found in elevated concentrations in biological fluids such as breast milk and
tissues of humans, marine mammals or top predators, regulatory steps [should] be taken to remove them from
the market immediately.”

• A number of WWF reports & studies have shown the extent of chemical contamination:
• The “Causes for Concern” report review the evidence of wildlife contamination and effects caused by
industrial chemicals [52].
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• The “Compromising our Children” report examines the evidence that chemicals are harming the
development of children [102].

• WWF’s biomonitoring reports show the wide variety of chemicals the contaminate our blood – for
example the blood of MEPs [66], and an examination of chemical levels in three generations of some
families in the UK [103]. This latter contained some worrying results:
“children can be more contaminated by higher numbers and levels of certain “newer” chemicals than their
parents or even their grandparents, despite being exposed to these chemicals for only a fraction of the time.
These “newer” chemicals include brominated flame retardants (used in sofas, textiles and electrical
appliances) and perfluorinated chemicals (used in the manufacture of non-stick pans, coatings for takeaway
food packaging and treatments for carpets, furniture, clothing and footwear)”

• Action against problem chemicals is reviewed in another WWF UK report, “Still Dirty: A review of action
against toxic products in Europe” [104]

• Other NGOs have also produced reports on the problems of chemical contamination, including:
• Greenpeace have analysed the wide range of chemicals that can be found in house dust [105]
• Greenpeace have also highlighted the presence of hazardous chemicals in rain [106].
• Friends of the Earth have highlighted the way that scientific advances flowing from the biomedical
revolution are beginning to make it easier to determine the toxic effects of chemicals, and to identify
people who are particularly susceptible. [71, 72]. These techniques are going to be a challenge to chemicals
regulation, and it is important that REACH is flexible enough to deal with this challenge, e.g. through
increasing the flexibility of the procedure to add chemicals to authorisation (see page 69).
10.2.2 The special case of endocrine disrupters
As WWF outlined in a briefing on Endocrine disrupters and REACH in 2002 [107], chemicals with
endocrine disrupting properties have been shown to cause many adverse effects in animals, ranging from effects on
reproduction and brain development, to structural deformities, immune system deficits, and cancer. Humans are also
threatened. This briefing outlined the rationale for the incorporation of endocrine disrupters in the authorisation
system, and the need to replace these chemicals by safer alternatives.
Such an approach was supported in an article by two eminent scientists in the endocrine disruption field, Richard
Sharpe and Stewart Irvine, in the British Medical Journal in February 2004 [108]:
“Human exposure to environmental synthetic chemicals has changed considerably in the past 70 years. This
period has witnessed major changes in our diets lifestyle, and social practices, some of which may behaving
profound effects on human health. If environmental chemicals are exerting adverse health effects in humans,
these are likely to be small in relation to those caused by our dietary and lifestyle changes, although these
factors may interact.
Moreover, proving that environmental chemicals do—or do not—cause health problems in humans against
this changing background is challenging. Nowhere is this truer than in evaluating the impact of maternal
exposures in pregnancy that may affect health of the fetus in later life. This is unquestionably the greatest
concern, and we believe that alternative precautionary strategies must be adopted, which seek to eliminate or
minimise unnecessary risks to the fetus, even in the absence of clear proof of harm. Some of these steps can be
taken by individuals—for example, lifestyle changes in women seeking to become pregnant (stopping smoking,
reduced use of cosmetics and body creams). Reducing exposures by reducing release of chemicals to the
environment, however, requires action by industry and government.”
WWF supports the need to “eliminate or minimise unnecessary risk to the foetus”, and believe that authorisation is a
key route to achieve this. This requires enough flexibility in the authorisation system to allow all chemicals of very
high concern to be dealt with (see page 69), and an authorisation system that is designed to substitute problem
chemicals, whenever safer chemicals are available (see page 70).
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10.2.3 Authorisation case study – “Deca”
Decabrominated diphenylether – or ‘Deca-BDE’ or ‘Deca’ is used as a flame retardant in products such as
furniture and electronics. Two similar chemicals, Penta-BDE and Octa-BDE, have recently been banned for most
uses in Europe, through the ‘Existing Chemicals’ process, as they were accumulating in both wildlife and people,
and there were signs of worrying properties.
Like Penta and Octa, Deca also persists in the environment, but industry claimed that it would not
contaminate wildlife and people. However, Swedish researchers then found Deca in birds of prey , and it has since
been found to contaminate wildlife and people [109] – and food in the USA [74].
10.2.3.1 Deca in the current regulatory system

The concerns about Deca led to it being prioritised within the ‘Existing Chemicals’ system, resulting in
many years of analysis by Member State experts. In the current “Existing Chemicals” regulatory system it is up to a
Member State competent authority to identify the uses of Deca, and the availability of safer alternatives, before
decisions are made on restricting uses. Given that Deca is used as a flame retardant, the presence of safer alternatives
is particularly important. However, it is not easier for the regulator to find out about safer alternatives - it is the users
of a chemical who are best placed to say where it is used. The new authorisation process provides a method by
which it is the users who apply for continued use of the chemical – a far more efficient process.
In WWF’s opinion, there are two main difficulties in the current debate on Deca:

• It has been claimed that the accumulation of Deca in wildlife and humans, along with the current information
on Deca’s toxicity, is not enough to oblige controls on Deca at this stage. WWF disputes this claim in our
submission [109] to the competent authorities meeting in Dublin in May 2004 which discussed Deca.

• If Deca’s use is to be restricted, it will be very difficult for the regulator to establish whether safer alternatives
are available in all applications.
The REACH authorisation process had the potential to address both these problems, if improved as WWF are
suggesting.
10.2.3.2 Deca in REACH

• Selection of substances for authorisation. Deca is contaminating humans and wildlife, even polar bears in
remote locations, yet it does not fulfil the REACH vPvB criteria, due to unusual bioaccumulation. It would
therefore need to enter authorisation through the ‘equivalent concern” route, but it is doubtful that “serious
and irreversible harm” could be demonstrated at this stage. Therefore, with the current REACH text Deca
would not be able to enter the authorisation system. As outlined on page 69, WWF considers that removing
the requirement for ‘serious and irreversible’ harm to be demonstrated is essential to ensure that authorisation
provides effective protection.

• The adequate control problem. WWF considers that as Deca is contaminating wildlife and people, it should
be phased out wherever safer alternatives are available (see page 70). However, as it stands, industry will be
able to apply for authorisation arguing ‘adequate control”, and if they win this then they must be given an
authorisation, regardless of the existence of alternatives. Some argue that industry will be put off from
applying for authorisation because of the expense, but in reality the chemical producers have already shown
themselves to be willing to expend large amounts of money to protect their chemicals (see below), so would
be likely to carry spending money to gain authorisations.

• Deca as an example of Industry lobbying: In the case of Deca, the industry has funded the creation of the
Bromine Science and Environment Forum, which operates from the Brussels office of the global public
relations company Burson Marsteller. The NGO Corporate Europe Observatory stated in a recent report
[110]:
“Despite its name, the Bromine Science and Environmental Forum (BSEF) is not a scientific body, nor an
environmental NGO. It is a corporate front group created by PR firm Burson-Marsteller on behalf of the
world’s four largest bromine producers who fear a ban on their toxic products. …
[BSEF] has 6 lobbyists accredited at the European Parliament, including Burson-Marsteller heavyweight
Lawrie McLaren.
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BSEF has a remarkably aggressive, zero-tolerance strategy towards critics exposing the impacts of toxic
bromine products. In a May 2003 letter on behalf of the BSEF, the law firm Harbottle & Lewis urged
newspapers and television broadcasters not to cover the warnings against BFRs issued by WWF and other
environmental groups. The letter advised the media to consult Lawrie McLaren on issues related to BFRs
and ended with the following blunt notification: "We should state for the record that our clients will be
monitoring future press and media coverage on the issue of BFRs, and will not hesitate to pursue all
remedies available to them should there be any incorrect or inaccurate statements in relation to BFRs that
adversely affect our clients’ businesses."

• Identifying whether alternatives are available. The applications for authorisation will tell the regulator
exactly where Deca is used. The application may also give some information on alternatives, but this is likely
to be incomplete. Better information may come from other third party submissions to the consultation on the
authorisation, but this is likely to be insufficient in difficult cases such as Deca. As outlined on page 68, in
WWF’s view it is vital that the Agency committees have the right to commission an independent consultant or
Member State authority to weigh up the collected information, and any additional information, in a month
study which can then be used to ensure that the Agency committees have the best information available when
they make their decisions.

• Dealing with all sources of exposure. Chemicals such as Deca are persistent pollutants, so all sources of
release contribute to exposure. It is therefore essential to ensure that emissions from all sources can be
considered in authorisation, so a number of exemptions must be removed from the Commission proposal (see
page 67).

10.3

Access to information and Right to Know

It is crucial that REACH leads to an improvement in the information available about chemicals. However, as
shown in this case study, the current REACH text has severe deficiencies in this area.
10.3.1 Case study – finding out about a new problem chemical
New scientific research is published in a reputable journal showing that chemical Z can imitate the female
hormone and disrupt hormonal systems. An environmental NGO decides to try and to find out more about this
chemical, in view of the potential environmental and health impacts of this chemical. There are two things they need
to find out in order to proceed – who produces the chemical, and where the chemical is being used:
10.3.1.1 Who produces chemical Z?

The NGO goes to the REACH internet database, and sees that five companies have registered the chemical –
but in each case the name of the producer of the chemical is not listed, as this is not listed as publicly available
information in REACH (Article 116).
The NGO must now write to the Agency requesting this information. The Agency will then write to the five
companies (there is no deadline for the Agency to do this), who then have 30 days to claim that the information is
commercially sensitive (Article 115). If they claim this, then the Agency must decide whether to accept this
argument (there is no time limit given for this) – if the Agency decides the information should be made available, the
company has a further 15 days to appeal, then the Agency’s board of appeal has 30 days to decide on this appeal.
So according to the REACH text, the NGO could have to wait 75 days plus unspecified Agency processing time –
and even then the information request might be refused – allowing the company concerned to produce this chemical
of concern without needing to be publicly accountable for it.

• With WWF’s amendments the name of the company registering the chemical will be part of the REACH
internet database (see page 74), so would be immediately available to all. This will ensure that companies take
responsibility for the substances that they are manufacturing or importing.
10.3.1.2 Where is chemical Z being used?

From the information on the REACH database, the NGO is able to get a general idea of how chemical Z is
used – for example, maybe it is a flame retardant. With this information the NGO can guess potential uses – e.g.
Furniture and electronics. They select a number of retailers and producers to write to – “Do you use chemical Z in
your products?”
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The REACH text gives the retailers and producers no obligation to answer the NGO question, but some will
try. For example, a furniture retailer asks their sofa supplier – but the sofa supplier has no idea, as they only buy in
the sofa components and assemble them, and articles have no chemical information flow in REACH. The sofa
supplier may be able to get some information from further up the supply chain – but no-one up the supply chain will
have any legal obligation to provide this information, so are only likely to do it if the sofa supplier is an important
customer. The question from the NGO can only be answered by the companies that use substances and preparations,
as these will have some chemical information.
In the end the NGO will have very limited information – a few answers from a few suppliers. It is unlikely that
the regulatory process will deal with chemical Z for many years – industry will first claim that the first research is
poorly done, then that safety levels are fine, then that the chemical does not meet authorisation criteria etc. Maybe
after 5 years something might start to happen, even with REACH in place – and the lack of ‘right to know’ in
REACH would have prevented consumers making more rapid decisions on the chemical, and prevented NGOs (or
academic researchers) from finding out how the chemical was used.

• With WWF’s amendments, retailers and product manufacturers would be able to get the information
necessary to answer the question, as their suppliers would be obliged to pass over the information (see page
73). The retailers and product manufacturers would also be obliged to answer the NGO questions, rather than
ignoring them, as often happens now (also on page 73). The NGO would therefore be able to get a clear view
of the uses of this new problem chemical, and could encourage retailers and the public to look for safer
alternatives, thus starting to reduce exposures well before the regulatory system starts to address the chemical.
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11. Next steps for REACH
11.1

The political process

The REACH regulation is being dealt with through the co-decision procedure, which means that both the
European Parliament and the Member States (acting together as Council) need to agree on its contents. It will go
through two readings in these bodies, a process which is expected to take around 2 years.
Parliament started its first reading of the REACH legislation in late 2003, with the dossier assigned to the
Environment Committee, in consultation with the Industry and Legal Affairs Committees. Delays were created by a
challenge from the industry committee claiming that they should lead on the dossier, despite the fact that previous
chemicals dossiers were led by the Environment Committee. The Rapporteur, Guido Sacconi, drafted a report on the
legislation, but then the parliament was dissolved for the elections before there could be further discussion on this
report. Discussion restarted in the new European Parliament in the autumn of 2004, and the Environment Committee
will continue to be the lead committee, in association with the Internal Market and Consumer Policy Committee and
the Industry Committee. Parliament should complete its first reading by Summer or Autumn 2005.
Council debate on REACH is being led by Competitiveness Council in association with Environment
Council. In depth examination of REACH is taking place in an ad-hoc working group which was formed at the end
of 2003. This is meeting every 2-3 weeks or so, and is made up of experts and Member States government
representatives from both Environment and Industry Departments.
The Council process is beginning to discuss some proposals that could change elements of the REACH
proposal, including forcing one registration per substance (a UK proposal) and increasing the pressure to substitute
chemicals of very high concern with safer alternatives within the authorisation system.
The Dutch presidency (July-December 2004) tried to speed up the Council work on REACH, with around 10
meetings of the ad-hoc working group. The working group has particularly worked on the first 3 Titles of the
REACH regulation - Scope, Registration and Data sharing. The Luxembourg presidency (first half of 2005) will
continue to work through the REACH text, and then the UK presidency in the second half of 2005 may be able to
reach a common position on the first reading, though this could slip into the Austrian presidency.
A second reading should be completed during the first half of 2006, under the Austrian presidency. Any
differences between Council & Parliament will then be resolved in conciliation, and REACH should be finalised
during the Finnish presidency in the second half of 2006. REACH will then be published in the Official Journal, and
enter into force 20 days later. At this point – probably in early 2007 – REACH will immediately be law in the 25 EU
Member States, and in the three EEA states (Norway, Iceland and Liechtenstein).

11.2

The interim strategy

REACH is a complex piece of legislation, which will take over from an even more complex mesh of existing
legislation. This means that planning for the transition, and creating guidance and systems for REACH, is very
important. For this reason the European Commission has created the “interim strategy” [111] which is designed:

• “To be able to effectively and efficiently administer the REACH system when it enters into force;
• To make the best use of invested resources, in particular in the area of existing substances;
• To administer the current legislation in so far as this is necessary”
There are three components of this strategy, which are described in more detail below:

• Re-focusing current activities, thereby freeing resources at the Commission and in the Member States for
REACH preparatory work;

• Preparing for REACH, by developing the necessary guidance documents, software tools and infrastructure
enabling a smooth start for REACH;

• Establishing "Strategic Partnerships" with industry in order to ensure the workability of the various REACH
mechanisms in practice.
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The extent of preparation for REACH is probably unprecedented. However, it is essential that the system
functions effectively from day 1, as companies will, for example, want to be able to continuing to register new
chemicals.
It is unusual to go through such a process for a proposal that is not finalised, but it should be reasonably
straightforward to incorporate any changes in the proposal that come from Parliament and Council decisions. This
process means that many of the concerns expressed about the complexity of REACH will be able to be resolved
through production of guidance before REACH is in place, rather than afterwards, as is usually the case with other
legislation.
11.2.1 Re-focussing current activities
One key part of this process is the creation of a “Commission Working Group on the Practical Preparations
for REACH”. This group is made up of the Competent Authorities for chemicals from all Member States, with
observers from other stakeholders including Industry, NGOs and OECD. This group is meeting every six months at
the moment, though the frequency of meetings may increase. They started with a one day meeting in Dublin in May
2004, and met again for another day in Leiden, Netherlands in November 2004.
This group will oversee the work of a number of Technical Committees and subgroups set up to help ensure
a timely and effective implementation of REACH, including the REACH implementation plans.
11.2.2 REACH implementation plans (RIPs)
The Commission has set up a number of “REACH Implementation Plans”:

• RIP 1 - REACH Process Description: A detailed process description of the functioning of the REACH system.
This is already finished and available on the internet [25]

• RIP 2 - Informatics systems development (REACH-IT): Establishment of a central IT system, including a
public web-based database of registered chemicals.

• RIP 3 Horizontal activities – Technical Guidance Documents (TGDs) and training for industry: To assist
industry and other stakeholders in their preparation for REACH by drafting guidance document and making
available training material.

• RIP 4 Horizontal activities - Guidance and capacity building for Authorities: To assist Competent Authorities
in their preparation for REACH by drafting guidance and procedures on technical and administrative issues.

• RIP 5 - Meeting structure development: To test and validate the REACH system by transforming the current
meeting structures to those needed for the future legislation.

• RIP 6 - Administrative procedures: To develop administrative routines and organizational structures for the
Agency.

• RIP 7 - Commission: Preparing the Commission services for REACH.
Myth: REACH will be so complex that companies will not be able to understand what they are
supposed to do.
Reality: When REACH comes into force there will already be guidance documents available,
ensuring that companies can find out their responsibilities. Normally such guidance is written after
legislation comes into force – in the case of REACH, work is already underway on writing guidance.

11.2.3 Strategic partnerships.
The Commission is also setting up ‘strategic partnerships’ with other stakeholders in order to trial different
parts of REACH. In the first strategic partnership, CEFIC and the Commission have agreed on a Strategic
Partnership on REACH Testing (SPORT) [112]:
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11.2.3.1 Sport (Strategic Partnership on REACH Testing)

The SPORT project aims to create a test-run of registration and evaluation of a selection of chemicals. These
chemicals have been selected from companies that have volunteered to take part, and those that look most
‘interesting’ (i.e. difficult, unusual etc) have been selected. This means that the selection of chemicals is not
representative.
CEFIC is paying the consultants (Ökopol, Hamburg) who will facilitate the project, and the project will be
run by a steering group, made up of representatives from CEFIC, The Commission and Member States
Under the steering group will be a number of sub projects, in which one or more producers/importers of a
chemical will go through the process of pre-registration, putting together a registration dossier (including contacting
downstream users re uses, and setting up SIEFs), with the European Chemicals Bureau checking the dossier for
completeness & a Member State doing a dossier evaluation.
On the plus side, SPORT will generate some interesting information on how REACH works in practice, and
will have a useful role in educating industry – and others – as to the real demands of REACH. It seems that both the
Commission and Member States will be strongly involved, which may help to ensure rational results.
However, WWF are concerned about some aspects of the project, in particular the strong role of CEFIC,
who are also very active in lobbying for weakening in these areas of the REACH proposal. We are therefore
concerned that some elements of the project may become a tool in industry lobbying for weaker REACH proposal.
WWF, EEB and the ETUC have agreed to be observers of the SPORT steering group. This effectively
means the same arrangement as NGO observer status in the Competent Authorities (CA) meetings on the existing
chemicals legislation – i.e. these NGOs get documents, can attend meetings, can comment at meetings, but have
no role at all in decisions, nor do the NGOs endorse them – or the process - in any way (e.g. we totally opposed
the decision of the CA meeting in May’s on Deca – see page 78). One major difference with the CA process is that
in SPORT, NGOs will have no access to the technical meetings, only to the steering group. In contrast, in the CA
process NGOs are able to observe the technical level meetings, discussing specific chemicals such as Deca in detail.

• Note: No stakeholders should attempt to use environmental NGO or worker NGO observer status in this
steering group to try to ‘validate’ this process to the outside world. Decisions reached in SPORT will not
necessarily reflect the concerns of consumer, worker or environmental groups.

11.3

What next for impact assessment of REACH?

As discussed in Section 7.1 on page 26, the impact assessment of REACH has been a long running debate,
and the debate is not over yet. Two processes are now happening – Member State level assessments and the “Further
work on impact assessment” process:
11.3.1 Member State studies
Many Member States are producing impact assessments for their own countries, and in some cases trying to
look at issues neglected in the Commission studies, such as environmental benefits. Few of these studies have been
published at the time of writing, but many are expected to appear over the next few months.
11.3.2 “Further work on impact assessment”
A number of industry groups were not happy with the Commission’s impact assessment of REACH,
published in October 2003 (page 27), as the Commission had predicted much lower impacts than the industry
studies. One might suggest this was because the industry studies were deeply flawed (page 28), but the European
Chemicals Industry Association (CEFIC) and the European Business Association (UNICE) were not happy with the
situation.
Pressure from CEFIC and UNICE on DG Environment and DG Enterprise led to the signing of a Memorandum of
Understanding (MOU) between these four parties (no other stakeholders are part of this MOU, or were part of its
negotiation). This MOU contained a commitment to do three further studies on REACH:

• Analysis of the potential impacts of REACH on business throughout the supply chain
• Analysis of the potential impacts of REACH on innovation.

Page 83

www.panda.org/detox

• Analysis of the potential impacts of REACH on Accession countries
The Commission then set up a ‘REACH Working Group “Further Work on Impact Assessment”’, to which other
stakeholders were invited too, and both WWF and EEB have been participating in these meetings.
The working group has mainly been discussing the methodology of two studies:

• A study that UNICE and CEFIC are commissioning from KPMG on REACH & the supply chain
• A study that the European Commission’s “Institute of Prospective Technological Studies” is to undertake into
REACH and Accession Countries/New Member States.
Note that there is no separate examination of REACH and innovation, as UNICE/CEFIC claim that this information
can be derived from the supply chain study – WWF and EEB have challenged this, as innovation is much more
complex than this (see page 35).
At the 4th meeting of the working group, on 14th July 2004, UNICE and CEFIC were given the go-ahead to sign their
contract with KPMG to start the study. However, many of the issues raised by WWF and EEB in two position papers
[113, 114] had not been properly taken account of, so WWF and EEB did not support the methodology proposed,
and made this clear in a statement [115], copied here in full:
The two environmental organisations invited to take part in the European Commission's working party on
REACH impact assessment, WWF and EEB, announced today that they will withhold their support for the
additional REACH impact assessment being carried out by KPMG for UNICE and CEFIC.
This announcement follows the conclusions of the fourth meeting of the working group for the additional
impact assessment of REACH held on 14th July where a partial agreement was reached on a study that
CEFIC/UNICE are commissioning from KPMG.
EEB and WWF informed the other participants in the working group that they were unable to endorse this
study due to major deficiencies in both the methodology and transparency of the process.
WWF and EEB have been contributing constructively and in detail to the proceedings of the working group
over the last three months. The two groups believe there have been some improvements in the proposal and
some concerns have been met. However many key issues have remained unchanged.
Specifically:
- The non-business members of the working group will not have access to key parts of the study. They will
therefore be unable to verify the accuracy of key pieces of information. For example, all the key source
material for the study - interviews with companies - will not be accessible to NGO participants who would
nevertheless be expected to endorse conclusions drawn from them.
- EEB and WWF consider that the methodology of the study is biased towards industry interests. For example,
WWF and EEB have asked for serious consideration to be given to the potential business benefits from
REACH, e.g. worker safety improvements, benefits for companies producing safer products. But these
suggestions have not been properly incorporated in the outline of the study
WWF and EEB will remain involved in the impact assessment working group in order to be able to follow the
process. However, the two organisations have stated that their participation in the working group cannot be
taken as an endorsement of the KPMG study. The key aim of this working group, to achieve a common
understanding of the impacts on business from REACH, is unlikely to be achieved if the methodological and
transparency issues are not resolved.
Following on from this, WWF and EEB had their first meeting with KPMG at the end of September 2004, followed
by a meeting with UNICE and CEFIC. At the meeting of the working group on the 13th October WWF and EEB
again criticised the methodology of the KPMG study, and the lack of access to key parts of the study by other
parties, notably the KPMG interviews, which even Commission consultants are unable to observe. WWF and EEB
concluded that they:

• will not participate in the industry commissioned KPMG study, as access to key parts of the study is not
possible.
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• do not support the KPMG methodology, as it does not adequately address the issue of biased questionnaire
results, business benefits and a number of key factors, like the fact that REACH registration is phased over 11
years; it also totally fails to address innovation effectively.

• do not believe that the results will bring new and useful information.
EEB and WWF are continuing to participate in the working group at the time of writing. However, we view with
increasing concern the poor quality of the KPMG methodology and the excessive secrecy in the KPMG study, and
we also see major deficiencies in the IPTS study, including arbitrary assumptions and lack of industry co-operation.
11.3.3 Dutch impact assessment workshop
As described on page 33, the Dutch presidency of the EU organised an impact assessment workshop in
October 2004. This workshop did not call for more impact assessment of REACH, but instead suggested looking at
improving how REACH will work, for example by improving information to companies etc.

11.4

What next on lobbying?

The lobbying around the REACH proposal has been unprecedented, with many people and large resources
being used by industry associations and individual companies in (partially successful) attempts to water down the
proposal. Perhaps the most remarkable aspect has been the way that inaccurate and misleading studies from
BDI/ADL, Mercer and the US Government have continued to be used as lobby tools, even after they had been
discredited.
However, these industry tactics are dangerous, for a range of reasons:

• Potential direct impact on investment. The BDI/Mercer reports create a negative investment climate – if any
investor believed them, then clearly they might consider stopping their investment in European industry now.
This could have the perverse effect of creating an economic problem as a self-fulfilling prophesy, with
nothing to do with the reality of REACH

• A negative impact on industry image. The use of misleading information and exaggerated lobbying
confirms already prevalent public beliefs about a lack of business commitment to societal improvement.

• Extreme positions of trade associations endanger attempts by individual members to be responsible.
If a weak REACH emerges as a result of this process, there will be severe negative impacts on industry (in addition,
of course, to negative impacts on public health and the environment). In addition to loosing those business benefits
of REACH mentioned earlier (page 34), the outcome of a weak REACH would include:

• A resurgence of chemical-by-chemical campaigning, as NGOs attempt to deal with the problems posed by
chemicals by targeting them one by one, focussing in particular on downstream users of chemicals and
retailers.

• A clear message to society that business is not at all interested in sustainable development. Individual
companies may try to claim that they are different, but their membership of organisations such as UNICE will
implicate them in the REACH scaremongering.

• A further decline in the public image of the chemical industry, and its products.
• Ongoing pressure and campaigning for a revised chemicals policy, with all the regulatory uncertainty that this
will create.
What is needed now is a new start in the REACH debate from industry:

• Based on the reality of REACH
• With an acceptance of industry’s responsibility to know the safety of products they make and use
• Acknowledging the need to improve the protection of health and the environment.
A significant part of this improvement in the debate can be created through greater involvement – and more realistic
analysis from – downstream users. We already know that many companies do support a strong REACH, see for
example the comments in a study of Nordic industry attitudes to REACH [116] and examples on WWF’s DetoX
website.
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However, more engagement is needed from many downstream users, and they need to start focussing more
on their needs, not what the chemical producers are telling them. The chemical industry is trying to avoid being
given responsibility for its products and would like to transfer as much responsibility as possible to downstream
users and regulators. It is in the interests of downstream users to ensure that the chemical industry does not succeed
in manipulating REACH in this way.
As REACH becomes better understood, and the BDI and Mercer reports fade into the past, it is to be hoped
that a high quality debate will also be possible in civil society as a whole and between decision makers. Member
State representatives in the ad hoc working group are already engaged in realistic, detailed debate of REACH, which
is making real progress in analysing REACH, and in some cases suggesting modifications, for example ‘one
substance on registration’ (see page 62).
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12. Conclusions
The EU review of chemicals regulation started in the first half of 1998 – it is now the beginning of 2005, more
than six years later. The problems of chemicals regulation are still there – with wildlife and people continuing to be
exposed to chemicals that accumulate, and to other chemicals which have little safety information. The longer it
takes to get an effective regulatory system, the more we are all exposed.
It appears that there has been a clear strategy from industry to delay this regulation – which unfortunately often
seems to be a standard chemical industry approach to new regulation. However, such delay also penalises industry,
as it means that the current system, penalising the development of new chemicals, continues in place, as does the
regulatory uncertainty of the current situation.
In WWF’s view it is in the interest of everyone that rapid progress is made on finishing and implementing REACH.
When people look back at the debate on REACH in five or ten years time, what will they think about it – and
about the results? Will they say
‘REACH finally dealt with the unacceptable lack of safety data on chemicals, and now we know which ones to
act on. We finally have an effective way of dealing rapidly and effectively with the worst chemicals”
“It’s amazing that industry had the nerve to claim that REACH would have such negative impacts – how
could they claim that a policy with such small direct cost could have such an impact?”
Or will they say
‘REACH was a real missed opportunity. The initial proposal was a good start, but exaggerated industry
lobbying weakened it so much that the end result was a system that is so ineffective that we still don’t know
how safe most chemicals are – and there is ineffective action on phasing out the worst ones”
“Life has been particularly hard for downstream users, as on the one hand they did not get the safety
information they were looking for, whilst on the other hand the failure of REACH – and the fact that this was
due to industry lobbying – has meant that environmental and consumer NGOs are now focussing on chemical
by chemical company-targeting campaigning, which is proving to be very problematic.”
“Looks like it’s time to review chemicals policy again – it’s a pity we didn’t manage to fix the problems with
REACH”
We have a choice – REACH is a once in a lifetime opportunity to fix the regulatory system for chemicals, to
ensure that the worst chemicals are identified and phased out. Europe must rise to this challenge, in order to
protect the environment and public health across the world.
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13. Abbreviations and Glossary
ACC

American Chemistry Council – US Chemical Industry Association

ADL

Arthur D. Little consultants – famous for a deeply flawed study on the economic impact of
REACH in Germany

BDI

German Business Association

CAS number
CBI
CEFIC
CIA
CMR

Chemical Abstract Service number – a number denoting a chemical, originally designed to
assist in abstracting scientific literature.
UK Confederation of British Industry
European Chemical Industry Association
UK Chemical Industry Association
Carcinogenic (cancer causing), or Mutagenic (damaging DNA) or Reproductive toxic to
humans.

CSR/CSA

Chemical Safety Report/Chemical Safety Assessment

Deca-BDE

Decabrominated diphenyl ether – a brominated flame retardant

DG

Directorate General, Department of the European Commission

ECB

European Chemicals Bureau – manages many aspects of the current chemicals regulatory
system

ECETOC

Industry-funded body investigating risk assessment of chemicals

EDC

Endocrine disrupting chemical

EEB

European Environmental Bureau – Brussels-based umbrella for EU environmental NGOs

EU
Existing chemical
Hazard
HPV or HPVC
Intermediate

European Union
Chemical marketed in Europe between 1971 and 1981
The intrinsic properties of a chemical (see page 50)
High production volume chemicals – in EU, this means produced or importer at >1000 tonnes
per annum by one producer or importer
Chemical used within an industrial process (divided into non-isolated, isolated, and transported
intermediates)

IPPC

Integrating Pollution Prevention and Control – an EU system for controlling emissions of
factories etc.

IPTS

Institute for Prospective Technological Studies, part of European Commission’s Joint Research
Centre

in vitro tests
New Chemical
NGO

Non-animal tests
Chemical marketed in Europe after 1981
Non Governmental Organisation. Usually used to refer to civil society organisations, but in
some circumstances also includes industry trade associations.

NONS

Notification of New Substances regulation

OECD

Organisation for economic cooperation and development

OSOR

One Substance One Registration – a UK/Hungarian proposal to change some aspects of the
registration procedure in REACH (see page 62)

PBT
Penta-BDE

Persistent, bioaccumulative and toxic
Pentabrominated diphenyl ether – a brominated flame retardant

PFOA

Perfluorooctanoate

PFOS

Perfluorooctane sulphonate
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PPORD
QSAR
REACH

Process and production orientated research and development
Quantitative structure activity relationships – computer-based estimation of chemical
properties.
Registration, Evaluation and Authorisation of CHemicals

RIP

REACH Implementation Plans (see page 82)

Risk

An estimation of the likelihood of harm happening (see page 50)

SDS or MSDS

Safety data sheet

SEA

Socio-economic analysis

SIDS

Screening Information Data Set – an OECD-standard minimum data set for screening chemical
properties.

SIEF

Substance Information Exchange Forum – created by REACH to assist sharing of safety data.

SME

Small and medium sized enterprise – with less than 250 staff, by the EU definition

SPORT
TBT
TOSCA or TSCA

Strategic Partnership on REACH Testing (see page 83)
Technical Barriers to Trade (part of WTO agreement)
US Toxic Substances Control Act

UBA

German Environment Agency

UIC

French Chemical Industry Association

UNICE

European general industry association

vPvB

Very persistent very bioaccumulative

WFD

Water Framework Directive

WTO

World Trade Organisation
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