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Dear participant in the Workshop REACH Impact Assessments,
First of all, we would like to thank you for your participation in the Workshop REACH
Impact Assessments. The Netherlands will organise this workshop in its capacity as
President of the European Union. The objective of the workshop is to achieve a

comprehensive picture of the impact of REACH by the participants to the workshop and
to draw conclusions to be submitted to the Ad-hoc Council Working Group on

Chemicals. This workshop will take place in The Hague from Monday 25 October until
Wednesday 27 October 2004.

On 29 October 2003 the European Commission submitted a proposal for a regulation in
the field of chemical substances, REACH, to the Council and the European Parliament.
The European Commission as well as a number of member states and organisations
have commissioned studies to assess the impact of REACH. These studies differ in

terms of focus, methodology and structure. The focus ranges from impact on health,
nature and environment to the impact on industry in a specific region of the EU.

To facilitate a comprehensive discussion on the impact of REACH the Presidency has

invited the consultants ‘ECORYS’ and ‘OpdenKamp Adviesgroep’ to draft a compilation
of all available studies in a single synthesis document. It is our pleasure to present

you with a copy of this synthesis study. It was carried out in the period from June up
to early October 2004 and is based on the 35 impact studies, from which the results

became available in that period. The study provides a summary of the various themes
that are dealt with in the impact studies. It also lists per theme the results of the
various studies. A concise analysis of differences is provided as well as some
preliminary conclusions by the consultants.

The Presidency trusts that this synthesis document will facilitate the discussions

during the Workshop with a view to drafting conclusions that might contribute to the
ongoing debate on the REACH proposal within the EU.
We wish you a useful and productive workshop.

Karien van Gennip

Minister for Foreign Trade

Pieter van Geel
State secretary for Housing, Regional
Development and the Environment
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0 Summary

0.1.0

Introduction of REACH
On 29 October 2003 the Commission made a proposal for a thorough revision of the
EU chemical substances policy. The proposal replaces more than sixty existing

directives and regulations. REACH is the central issue in this proposal: one integrated
system for Registration, Evaluation, restrictive measures and Authorisation (granting
permits) of CHemical substances. REACH regulates all chemical substances that are

produced or imported above 1 ton. REACH aims to reduce the risk for environment and
health of those substances. The EC will phase-in the requirements of REACH in eleven
years time.

The objectives of the regulation package are: protection of human life and the

environment, improvement of the competitive position and the innovation power of the
European trade and industry; more unity in the existing EU-legislation with regard to
chemical substances; more transparency as far as characteristics and risks of

substances are concerned; stimulating alternative testing of substances without using
laboratory animals.

Impact assessments of REACH

After the publication of the REACH proposal, but also before that publication, more
than thirty studies have been carried out in order to analyse the impact of the

proposed new chemical legislation. Some of the studies analysed the impact of REACH
on society whereas other studies limited their scope to the impact of REACH on the

business sector. The impact consist of benefits and costs. In several studies it is tried

to estimate (quantitatively) the direct and the indirect impacts on e.g. business. Direct
impacts mainly consist of an administrative burden of registration and testing of

substances by the chemical industry. A rather clear view exists of the direct costs for

business as the result of implementing REACH. These costs are approximately €4 bln.
for the EU-25. The indirect impacts occur at the level of the downstream users in all

types of industry. The studies give very different estimations of these indirect costs.

One of the biggest benefits of REACH, analysed in a couple of studies is reduction of
cancer deaths.

Workshop on REACH Impact Assessments

This document will function as input for the discussion during a Workshop on the

Impact of REACH, which will be held in The Hague on 25-27 October 2004. Therefore,
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the studies were analysed, which were commissioned by member states, the European
Commission, industrial and environmental organisations, and were put forward as

input for this document in order to create an overview of the results of these studies.

The aim of the workshop is to get a deeper understanding and hopefully a joint view of
the impact of REACH on health, environment, trade and industry.
How to read this document

In this document the impacts,
benefits as well as costs, of

REACH on society as well as on

business are analysed. In case of
attention is focussed on the
impact on manufacturers,

importers and downstream

users. Also, special attention is
given in the analyses to small

and medium-sized enterprises.
Wherever appropriate in this

document the benefits and costs

MANUFACTURERS

IMPORTERS

DOWNS TREAM USERS

SMALL MEDIUM SIZED

impact on business, the

co
sts
be
ne
fits

BUSINESS
SOCIETY

co
sts
be
ne
fits

were divided into direct and

indirect effects. Direct effects were thought to occur directly after the implementation
of REACH, whereas the indirect effects where thought to occur in the long term. It

should be noted that many indirect effects (costs as well as benefits) were obviously
difficult to estimate in a quantitative way. In a few studies it was tried to estimate
some effects, like benefits for society and benefits for business (e.g. increasing
workers’ health), by the use of scenarios, which resulted in a large variety of

quantitative estimates. With regard to the direct effects, mostly direct costs, this
seemed less difficult. The indirect costs for business were difficult to estimate

quantitatively. Therefore, these indirect costs were analysed qualitatively in most

studies, often by presenting the results of interviews with representatives of industry.

The macroeconomic effects on the level of member states and the European Union are
only analysed in a few studies. These results are also part of this document.

In this document special attention is given to the specific problems in the new member
states if they were are not already covered by the other themes discussed in this
study.

Finally, it should be noted that the costs and benefits of REACH are not evenly

distributed over society or even over business. This study, as a consequence of the
chosen way of presenting the results, will make that explicit.
Conclusions for the European chemical industry

The European chemical industry is very important in worldwide perspective. The

exports from EU exceed imports. Within the EU the big eight are Germany, France,
United Kingdom, Italy, Belgium, Spain, the Netherlands and Ireland. REACH will

increase costs of the fine chemical industry. This will affect industry in the United

Kingdom, France, Spain and Italy. The new member states have a small chemical
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industry compared to the size of the EU-15. The imports in the EU are substantial and
importers will face consequences of REACH.
0.1.1

Conclusions about impact of REACH on society
Conclusions on benefits for society

There is considerably less research carried out with regard to the benefits of REACH

regarding health and the environment than to the impact of REACH on the trade and

industry (business). This can be due to the fact that it is hard to estimate the benefits
for health beforehand in a quantitative way because of the lack of knowledge about

the risks of chemical substances. It is unknown how many substances are hazardous,
which substances will be substituted by less hazardous ones and which risks will be

reduced. This lack of knowledge about (hazardous) substances is one of the reasons

why REACH is introduced. REACH aims at reducing this knowledge gap in a way that

adequate measures can be taken (by industry). The estimates in the studies show that
the benefits for society as a result of the reduction of risk for health are likely to be
dozens of billions (summed up to and including the year 2020). In a conservative

scenario, in which only the avoided health costs are taken into account, the benefits
are estimated less than €10 billion. In an optimistic scenario the benefits can even
exceed €200 billion (summed up to and including the year 2020).

The benefits for the environment (e.g. due to a preserved biodiversity) are difficult to
calculate, and therefore not added to these estimates.

The conclusion is that the benefits of REACH for the society are at least tens of billions

based on avoided threats on health, but will be raised with an unknown amount thanks
to avoided threats on environment.

Conclusions on the costs for society

In order to benefit from positive effects, as a result of implementation of REACH,

society has to pay a price. The costs for society first of all will consist of increased

product prices, because in one way or another industry will try to pass the increased
business costs on to the consumer. Given the large number of consumers in Europe

and the fact that we all buy products in which chemical substances are widely used,
the costs will be spread among all the consumers of the EU-25.

As a consequence of the implementation of REACH the citizens of Europe will also have
to pay for the increased workload of health and environmental institutions in the
member states and of the Agency.
0.1.2

Conclusions on the benefits for business
Occupational health

REACH will probably result in a better health of employees. In the EU directives are

implemented to protect workers against diseases caused by exposure to chemicals. It
is unclear how much REACH will add to the existing policy. There is uncertainty about

the size of the benefits, because it is not known how many dangerous substances will

be discovered by REACH. The positive effects of REACH on occupational health is in the
benefit of business because it will result in less costs (e.g. employees will be less
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absent because of illness, so productivity will rise. Also decreasing employee-deathrates will result in benefits because of less lost experience).

The studies show that avoiding cancer is by far the most important benefit regarding

the improvement of occupational health. The benefits, depending on the assumptions

how much REACH will add to existing legislation, are likely to be in a range of €18 bln.
- €54 bln. (for 30 years).

Level playing field, environmental market and reputation

Business will benefit from REACH because through the regulation a level playing field is
created with the size of 25 EU member states. Manufacturers that are active in more
countries and that are already used to an extensive regulation, will experience the

largest advantage. A number of manufacturers will produce less hazardous substances
as an alternative for the more hazardous substances. However, as long as this takes
place within Europe, and the new substances will cost almost the same as the

substance that is replaced, the European economy will hardly grow. On the other

hand, safer chemicals do offer opportunities for export and thus for economic growth.
Furthermore, the chance that citizens will file high damage claims on producers will

decrease because producers and importers comply with REACH. Reputation of industry
can increase when industry complies with REACH in an active way. Although not
quantitatively proved, it will result in benefits for the European industry.
innovation

The impacts of REACH on innovation are very different in the studies. Some studies
describe the effect of REACH as (very) negative. Other studies find more positive
elements.

In the short term the negative effects can dominate. Especially the administrative

burden of REACH can temporarily decrease the R&D capacity, because it is thought
that qualified personnel will have to take care of these administrative tasks.

In the long term there are opportunities for companies to make new products.

Innovation is very important for the industry, which means that sufficient product

development is necessary. If REACH would result in a decrease of capacity to develop
products, the logic response of companies is to increase R&D expenses. The result of

REACH will be an increase of opportunities for new substances in the European market.
There are also opportunities for SMEs, because they are flexible and able to find niches
in the market. In the long run it is likely that the positive effects dominate.
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0.1.3

Conclusions on the direct costs for business
A large number of studies did estimate the direct costs of the implementation of
REACH.

Step

Direct costs of REACH for companies in the EU in the
11 years period of implementation are:
Costs (millions)

Pre-registration
Test costs

Drawing up CSA

Drawing up SDS

€ 100

50 – 100

(millions)*

-

2400 – 3000 (ex QSAR)

€1,250*

€ 250

Depends on current

€ 250

€ 190

€ 800

Authorisation

€ 200

Total

EC estimate

€2,400

Registration
Evaluation

Range

PM

€3,940

150 – 250

-

costs

180 – 220

€ 800

-

€ 100

€2,400

*) Study 15 (EC) estimates €1,250 million using QSAR (950 million reduction) and

undefined other factors (200 million reduction). This results in their total of €2,400
million.

Pre-registration involves costs; they will vary between €50 and €100 million. However,
the benefits of pre-registration are especially found in the field of possible cooperation
between companies, which may result in lower costs.

The uncertainty on the possibility of using QSARs means that the costs of testing must
estimated about €2,400 million, taking the results of the HPVC programme into
account.

There is no discussion on the amount of costs concerning the drawing up of the
Chemical Safety Assessments. The total costs will be about €190 million.

Safety data sheets are an important cost item within the substances regulation, but

are no new cost item. As far as volume is concerned, no large shift will take place in
the future. The additional costs on SDS are estimated at €250 million.

The registration procedure will have an impact on the costs of €800 million. The
estimated extra costs for industry for Authorisation are almost €200 million.

The total costs are approximately €400 million per year for all companies concerned in
the EU. These costs of REACH of €400 million per year is about 0.1% of the turnover
of the chemical industry.

Studies about the direct costs in individual member states come to similar results (NL,
BE, PL). The estimated direct costs of REACH in these countries vary between 0.05%

and 0.35% of the turnover of the chemical industry. In the Dutch study an additional
cost driver is pointed out. The industry has to invest in building up the necessary

knowledge about REACH and translating the requirements of the new legislation to

their specific situation. These are expected to be in the order of € 250 millions in the

Netherlands. It is likely that the direct cost expressed as percentage of the turnover of
the chemical industry is about 0.2%.
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Of course these general figures do not apply to every company in each country. Large
differences between countries and even within countries are possible.
0.1.4

Conclusions on the indirect costs for business
substitution of and product withdrawal

Manufacturers and importers can withdraw substances because they value the costs
for registering a substance too high compared to their profit margin. This will cause
economic effects for the downstream users because they have to reformulate their
products.

The total number of substances that possibly will not be registered and therefore

withdrawn from the market varies between 1% to 30% according to the different
studies.

The number of substances that will not be registered and therefore withdrawn from
the market because of economic reasons (costs for testing and/or registration are
higher than the profit made with the substance) is hard to determine. The use of
interviews in order to obtain predictions of this number will possibly result in

overestimation. The risk of strategic answers is likely if companies are asked within the
framework of an impact study whether or not they will stop with a substance.
Moreover, a company that has not been interviewed may see a clear market
opportunity if a substance is not registered by the other company.
time to market

An essential condition to gain a market share is to be able to bring new products to
market on time. Some studies argue that REACH will be a disadvantage for EU

manufactures compared to the competitors outside the EU because it takes more time.
Other studies conclude it is likely that REACH is more a stimulus to bring new

substances (and therefore new products) on the market than an obstacle compared to
the current legislation in Europe. Unfortunately, it is not possible to compare the time
it takes in Europe under REACH to bring new products to market versus the time it
takes in the USA or Asia because of lacking information.
confidentiality and disclosure of vital information

Confidentiality of the exact product formulation and the production processes are vital
for competitiveness of business. In the REACH proposal of October 2003 necessary

provisions are taken to protect confidential information. Therefore, the huge economic
effects that are mentioned in some studies are not valid (anymore).
0.1.5

Conclusions on the macroeconomic effects of REACH
The economic effects some studies present vary from a loss of some billions euros to
hundreds of billions euros for the EU as a whole (dozens of billions for some large
member states). The most important reasons why these studies come to such

dramatic high figures lies within the assumptions that were made in these studies.

Especially extreme assumptions made on the substitution of substances and substance
withdrawal from the market, on the confidentiality and time to market result in very

high and probably non-realistic figures. The extrapolation of the effects of these three
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topics from a few economic sectors to the whole economy leads to unrealistic high

estimates of macroeconomic effects. As argued above with regard to all three topics

also a different view exists than the view presented in these macroeconomic studies.

Following this view it is unlikely that the presented dramatic high figures will become
reality.
0.1.6

Conclusions on the competitive position of the EU
The competitive position of the EU chemical industry and the downstream users is not
an issue in many studies. REACH can be considered a technical trade barrier, which
gives European manufacturers of chemicals on the EU-market an advantage.

Manufacturers outside the EU have an advantage on the markets outside the EU,
because they do not have the costs of REACH. This implies a disadvantage for
exporters of chemicals from the EU to markets outside the EU.

Manufacturers outside the EU can bring their finished products to the market without
the costs for REACH and this decreases the competitive position of EU downstream

users. It depends on the share of the costs of REACH in the total costs of production if
this results in loss of market share.

The average size of the companies in the new member states is smaller than in the

EU-15 and their competitive position is often fragile. The costs of REACH are high for
these companies, because they sell smaller volumes than the chemical companies in
the EU-15.
0.1.7

Conclusions on SMEs
All studies that write about SMEs have roughly drawn the same conclusion: Small and
medium-sized manufacturers and importers are affected by REACH to a greater

extent, since they have smaller volumes to divide the costs for registration and testing
among.

Small and medium-sized companies in the chemicals sector produce more substances
in low quantities compared to large companies.

The costs of registration REACH for substances between 1 and 10 tons are much larger
per tonne than for the substances over 10 tons.

With regard to the downstream users it is difficult to present the findings of the studies
on SMEs, because in the studies analysed not much attention is given to the

differences between large companies and SMEs. The available information shows that
large companies and SMEs are present in the same sectors. The sectors that use a

large number of substances might face high costs of REACH and can be found in the
sectors: coatings, cosmetics, electrical and textiles.
0.1.8

Final conclusions
The impact of REACH on society as well as on business cannot be estimated with

certainty. A rather clear view exists of the direct costs for business as the result of
implementing REACH. These costs are approximately €4 bln. for the EU-25. They

might be reduced by arrangements that promote cooperation between companies with
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regard to testing and registering substances. Costs for the industry to translate REACH
to their specific situation can be added.

The economic effects some studies present vary from a loss of some billions euros to
hundreds of billions euros for the EU as a whole. This can be explained by different
assumptions that were made in these studies on the indirect costs for business.

Important issues are the substitution of substances and substance withdrawal from the
market, the confidentiality and time to market.

The costs made by businesses to comply with REACH will somehow be passed on to

the consumer. Therefore, these costs can also be seen as costs for society as a result
of implementing REACH.

On the side of benefits the studies show positive impacts on health (occupational

health as well as health of citizens), although very uncertain in terms of money or

even saved lives or avoided illness. Innovation is a controversial item. REACH will have

negative effects on the short run, but in the long run it is likely that the positive effects
dominate.

Finally, although it is not possible to estimate the total impact of REACH it still is useful
to explore which costs can be reduced and which benefits can be enlarged.
0.1.9

Suggestions to reduce costs and to enlarge benefits
A few studies suggested a number of instruments either to reduce costs or to enlarge
the benefits of REACH. The biggest opportunities are:


REACH should be translated into the language of the world of business.

Communication within the value chains (top down and bottom up) is necessary to

inform downstream users about substances that chemical producers and importers




might take from the market.

Cooperation is a cost saving method for registrants, especially for test costs.

Expensive animal testing can be replaced by alternative test methods, such as
QSARs, which will result in a substantial saving.

The REACH proposal can be strengthened by clarifying beforehand some sensitive
items. Which criteria will the Agency use to judge the justification of business,

which information is commercially sensitive and can not be disclosed? And with
regard to the socio-economic information, in what cases will substances be
authorized in certain uses.
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Guide to contents

To guide the reader we give an overview of the contents of the different chapters.
1. The first chapter Introduction gives the reader the motives why this working
document has been made. This document is written for discussion in a

workshop on the impact of REACH in October 2004 in the Netherlands. Very
briefly the regulation of REACH is introduced. And the chapter closes with a

description of the chemical industry. It shows the strength of the EU chemical
industry compared to other economic blocks.

2. In the second chapter Working method introduces the various groups in the

society, which will feel effects of REACH. The relation of these various social

groups with REACH and with each other is described. An overview of dominant
themes is presented on the basis of the studies. The themes that are dealt
with in the next chapters are indicated.

3. In the third chapter Impacts of REACH on society are presented. The benefits
that may result from REACH for society in the field of health and the

environment are emphasized. Some information is given about costs for
society.

4. The industry is dealt with in the fourth chapter Impact REACH on industry:
benefits. Some benefits directly occur from REACH, for instance the

exemptions for registering substances under 1 ton. Other benefits are more

indirect and might take some time to realise. The improvement of the health of
workers is an example. Another theme, which is debated upon in the various
studies are the benefits for innovation.

5. The fifth chapter Impact of REACH on industry: costs analyses the direct and
indirect costs for industry. The direct costs are presented in the order of

REACH (from pre-registration to the information by the chain). The indirect

costs for downstream users consist for the larger part of substance withdrawal
and substitution.

6. The sixth chapter Economic effects looks back to combined effects for industry
from the two previous chapters. It shows that some studies have found large
macroeconomic effects and others small effects. The position of SMEs is
summarised in this chapter.
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7. In the seventh chapter Conclusions the most important results of this Working
Document are concisely listed.

8. Some suggestions of how to improve REACH are brought forward in the eight

chapter Suggestions to improve REACH. Working together to reduce the direct
costs of testing and registering is described here.

9. In the appendix more information is given on the characteristics of the

European chemical industry. The thirty-six studies are listed here, with

characteristics as the author, who commissioned it, who brought this study in

for the workshop and some quantifications of costs and benefits. We conclude
with a short summary of all the individual studies.
Transparent presentation

In this working document we will present the 36 studies in an objective manner. A lot
of quotes are given to give the reader the opportunity to check some important

conclusions of the different studies. In the chapters we have mentioned the studies we
have used as well as the main findings. Then we make our analysis and sometimes we
give some comments. Every section ends with conclusions. These conclusions are of

course subjective and might lead to discussion. We hope to have a thorough discussion
during the workshop in October 2004.
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1 Introduction

1.1

Workshop “REACH Impact Assessment”
The Dutch government, presiding the EU, organises a workshop “REACH Impact

Assessment (RIA)”. The workshop will be held in The Hague on 25-27 October 2004.

The aim of the workshop is to get a deeper understanding and hopefully a joint view of
the impact of REACH on health, environment, trade and industry. Therefore during the
workshop the different topics concerning the impacts of REACH will be discussed

The European Commissions proposal for a new regulation of chemical substances is
called REACH (Registration, Evaluation and Authorisation of Chemicals). Various
member states, organisations of industry and environmental groups, and the

Commission have commissioned studies to analyse the impacts of REACH. At least 40
studies have been carried out and some studies will become available in the future.
These studies and their conclusions cannot be compared easily. The scope and the

assumptions of the studies are often different. For instance some studies only focus on
the impacts on industry, while others analyse the benefits for society. A common view
on the impacts of REACH will make the decision making process easier. That is why
the Dutch presidency has commissioned this working document, which gives an
overview of a great number of impact studies.
36 studies

Many studies were carried out into the effects of REACH and a number of studies have
not yet been completed. In order to write this working document the member states
and representatives of the industry and environmental organisations were asked to

supply impact studies. We have analysed 36 studies for this working document. In the
appendix 9.2 an overview of these studies is given. Information is given on who

carried out the study and who commissioned it. The party who wanted the study to be
part of the workshop is also mentioned. In this appendix an overview is presented of
the calculated costs or benefits. Short summaries of the highlights of all studies are
added in appendix 9.3.

This document will provide the reader with the most important results of the impact

studies, with an analysis of the differences. It will function as input for the discussion
during the workshop. The effects on health (employees and society), on the

environment and on the trade and industry (chemical industry, importers and
downstream users, including SMEs) will be dealt with in this document.
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Analysis of the differences

The analysis of the 36 studies made clear that the results of the studies are very

different. Some studies indicate that large economic effects are to be expected with

considerable consequences for the employment in the EU. Other studies emphasize the
positive effects and regard REACH as a stimulus for the innovation of the European
industry.

An important cause of the various results is the fact that different scopes have been

used in the studies. Some studies only represent the costs of the regulation, whereas
other studies concentrate on the benefits. There are studies that are mainly directed
towards the chemical industry and other studies are more directed towards

downstream users. In a number of studies the macroeconomic effects are mentioned
at the level of a member state or even the EU.

In this working document we present the differences of the studies and try to explain
them for the readers. This gives adequate input for discussions at the workshop.

1.2

A new EU chemicals policy
On 29 October 2003 the Commission made a proposal for a thorough revision of the
EU chemical substances policy. The proposal replaces more than sixty existing

directives and regulations: The Dangerous Substances Directive, the Dangerous
Preparations Directive, the Existing Substances Regulation and the Limitations
Directive and all related directives and regulations.
Why REACH?1

The current EU legislative framework for chemical substances is a ‘patchwork’ of many
different Directives and Regulations, which has been developed in the last two

decades. There are different rules for “existing” and “new” chemicals. However, this
system has not produced sufficient information about the effects of the majority of
existing chemicals on human health and the environment. The identification and
assessment of risks - covering the hazard of a substance as well as exposure of
humans and the environment to it – have proved to be slow, as have been the

subsequent introduction of risk management measures. The current system has

hampered research and innovation, causing the EU chemical industry to lag behind its
counterparts in the US and Japan in this regard. The current allocation of

responsibilities is also not appropriate: Public authorities are responsible for

undertaking risk assessments of substances rather than the enterprises that

manufacture, import or use the substances; and these risk assessments are required
to be comprehensive, rather than goal-oriented and use-specific.

The two most important aims of the new chemicals policy are to enhance the

competitiveness of the EU chemical industry and to improve protection of human
health and the environment from the risks of chemicals.

1

This section is quoted from Reach in brief, EU, 15-09-2004
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The White Paper identified seven objectives that need to be balanced within the overall
framework of sustainable development:








Protection of human health and the environment

Maintenance and enhancement of the competitiveness of the EU chemical
industry

Prevention of fragmentation of the internal market
Increased transparency

Integration with international efforts
Promotion of non-animal testing

Conformity with EU international obligations under the WTO.

Legislative procedure

The legislative procedure takes place within the Council and the European Parliament.

Within the Council, Heads of State gave the Competitiveness Council the responsibility
for REACH. An ad hoc working group (AHWG) of representatives of the

Competitiveness and Environment Ministries is assisting to develop a Council Common
position. A number of major crosscutting proposals have been tabled by the Member

States: a key issue is the UK/Hungary proposal for “one substance, one registration”
(OSOR). In the European Parliament the committees that give an opinion on REACH
will be: Environment Committee (leading), Industry Committee and Internal Market

and Consumer Affairs Committee (operating in close cooperation with the Environment
Committee).

This document is written bearing in mind that the participants of the Workshop are

familiar with the objectives of REACH as well with the details of the REACH proposal.

1.3

Short overview of the chemical industry in the EU
Europe: the biggest player in the production and trade of chemicals

Europe is a serious player in the world market as far as the chemical industry is

concerned. The European Union exceeds the rest of the world in terms of production

and trade. In 2003 the European Union produced €556 billion in the chemical industry.
The Asian chemical industry (including Japan and China) is in second place with €458
billion. The United States is in third place with a production value of €405 billion. The
production of €556 billion by the European Union equals about 34% of the world

production. With regard to imports and exports the European Union is the only large
market party with a surplus on the balance of trade with regard to the chemical

industry. The share of the chemical industry in the total industry is increasing. This

illustrates the increasingly prominent place of the chemical industry within the total
industrial sector.

The chemical industry within the EU

Germany is the largest producer of chemical substances within the European Union.

There are seven other countries with a considerable share of the European production.
These countries are responsible for about 92% of the total European production. They
are often referred to as the “Big 8”: Germany, France, Great Britain, Italy, Belgium,
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Spain, The Netherlands and Ireland.
In the new member states the chemical industry is mainly situated in Poland, the

Czech Republic and Hungary. Compared to the volume of the chemical industry in the
EU-15 (96%) the total chemical production in the new member states is limited with
4%.

Growth of the chemical industry

The chemical sector is a relatively large sector in the European Union. Almost 2.5% of

the gross European product is realized in the chemical industry. By way of comparison:
this almost equals the share of the agricultural sector. Moreover, the chemical industry
is still growing within the European Union.
Types of industry

The chemical industry can roughly be divided into three types of industry: fine

chemicals, basic chemicals and the pharmaceutical industry. The introduction of

REACH has various consequences for the three types of industry, which will be further
elaborated in this report. The basic chemical industry will be regulated under REACH.

But the costs of REACH are relatively low compared to the huge volumes of substances
they produce. The fine chemical industry will have the largest effects within the

chemical sector. The fine chemical industry is large in the Germany, France, United
Kingdom, Italy and Spain. The pharmaceutical industry will have different effects

compared to the fine chemical industry, because other legislation for medical products
exists. The authorisation will be different. Nonetheless, the raw materials for the

pharmaceutical industry will have to be registered in REACH. The costs for testing are

probably low, because a lot of testing, also on the raw materials might have been done
already.

Position of importers

The EU is a large player in the global chemicals sector. For all international trade
relations exports from the EU exceed imports. Nevertheless large quantities of

chemical products come from the USA and Asia/Japan. This means that REACH is an
important regulation for all importers of chemicals.
1.3.0

Conclusions on the European chemical industry
The European chemical industry is in worldwide perspective very important. The

exports from EU exceed imports. Within the EU the big eight are Germany, France,
United Kingdom, Italy, Belgium, Spain, the Netherlands and Ireland. REACH will

increase costs of the fine chemicals industry. This will affect industry in Germany,
France, United Kingdom, Italy and Spain. The new member states have a small

chemical industry compared to the size of the EU-15. The imports in the EU are
substantial and importers will face consequences of REACH.
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2 Working method

2.1

Introduction
This Working Document has been written by consultants (ECORYS and the OpdenKamp
Consultancy group) and commissioned by the Dutch government. There has been
intensive consultation with the Ministry for Economic Affairs and the Ministry for

Housing, Regional Development and the Environment. However, this does not mean
that this document necessarily represents the view of the Dutch government.

Consultation was mainly directed towards the quality of the analysis and towards
usefulness of the study for the workshop.

This report has been written in September and October 2004. It is based on the

studies, which were available in the beginning of October. This report gives an analysis
of the different themes that were dealt with in the various impact studies.
For this Working Document studies were gathered through:




The consultants first of all did a web search in order to find the impact studies
that are publicly available. These studies include the ones commissioned by
the European Commission.

The Dutch government (EU presidency) asked the member states to provide
(summaries of) studies. Germany (and a few Länder), Denmark, Sweden,

Finland, Poland, The Netherlands, United Kingdom, France, the Czech Republic


and Lithuania forwarded their studies or summaries.

Representative of the industry (CEFIC, UNICE) and environmental

organisations (WWF, EEB) were asked to provide five studies, which they
considered to be relevant. They forwarded several studies.

Thirty-six studies have become available in this way. Twenty-four of them were

available as complete report (English) and twelve as English summaries only. For a few
of the last mentioned twelve studies a full report is available in a language of the
member state (for instance Danish and Swedish). Also see the appendix for an

overview of the studies. Unfortunately, a number of studies undertaken by member

states and the Commission were not yet ready at the beginning of October 2004, or
had started only recently. So, they could not be included in the analyses. Studies
underway are announced by Ireland, Slovakia and Hungary and the Commission.
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2.2

Working method in more detail
Only a few of the studies cover benefits and costs for society and business. Most of the
studies only show part of the complete picture of REACH. Some of them are concerned
with the benefits for society, for instance the health effects. Other studies only look

upon the impacts on business. This makes it impossible to compare all the studies at
once. We have chosen to present the information in themes, to make useful
comparisons.

The analyses of the studies showed that the results of the studies vary enormously.

Some studies indicate that there are large negative economic effects to be expected
with considerable consequences for the employment in the EU. Other studies

emphasize the positive effects and regard REACH as a stimulus for the innovation of

the European industry. An important cause of the variety in the results of the different
studies lies in the fact that different scopes have been used in the studies analysed.
Some studies only represent the costs of the regulation, whereas other studies

concentrate on the benefits. There are studies that are mainly directed towards the
chemical industry and other studies are more directed towards downstream users.
Sometimes we saw more or less the same results of different studies on a certain

theme. But quite often the studies presented different outcomes. We present those
outcomes and try to explain the cause of these differences.

We used some criteria to give comments on certain studies. The criteria are:


Are the costs (and benefits) of REACH compared to the present legislation? We
have seen studies presenting costs compared to nothing (0 –scenario).2 This is
important because REACH will replace existing legislation in the EU and the



member states.

Are the studies based on the proposal of REACH of October 2003? Some of the
studies present effects, which are based on interpretations of the White Paper

and/or the version for the Internet consultation. Important changes were made


since, which results in lower costs for the latest REACH proposal.

Are the results in line with economic wisdom? For instance, some studies report

losses for the EU and also for importers. But, given the demand of consumers the
sales of the industry will stay more or less the same. In an equilibrium model



someone will have to gain, if other producers or countries lose market share.

Do the results contradict experiences of the past? REACH is not the first example
of environmental legislation. We can learn of the occurrence and distribution of
costs and benefits of the past.

The following starting points have been used:


2

A lot is quoted from the different studies. The used quotes are the key
passages from the studies, which show the core of the matter.

studies 12 and 28
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If possible, studies have been used that were published later than October

2003, because these studies were based on the EC proposal. Older studies

refer to the White Paper or the consultation version and show other and often





larger effects, which do not longer apply to the current proposal.

As far as the description of the themes is concerned, we first of all describe the
view that originates from the studies. It is tried to show the extreme examples
in order to give a clear insight into the differences of opinion.

Subsequently possible explanations of the dissenting results per theme have
been indicated.

A number of studies made suggestions to adjust REACH through which the
policy gains effectiveness and efficiency. Some of these suggestions are

mentioned in our conclusions as input for the debate during the workshop.

2.3

Relevant impacts: benefits and costs for society and
business
In order to present the studies in a clear way, the studies are not summarized and
discussed at the beginning of this working document. A thematic layout has been

chosen, which seamlessly fits in with the layout of the Extended Impact Assessment of
the EC3 In many impact studies a comparable layout has been used, through which it
is easy to compare this document with any individual study.
Figure 2-1

Thematic approach of REACH

co
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Study 15 (EC)
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Benefits and costs

In Figure 2-1 the thematic approach of this working document is laid out. First of all
we divide the impacts of REACH in benefits and costs. REACH is a sizeable piece of
legislation that will be enacted in Europe. It has been designed to improve the

protection of the health of European citizens and the environment. Major benefits are
expected for society as a whole. But there is no such thing as a free lunch. Someone

has to pay the bill of implementing REACH. In this report we will look systematically at
benefits and costs.
Two circles

A division is made between society and business because the impacts of REACH vary
between them. Society is the biggest circle and it encloses the smaller circle of
business.
Society

The benefits of REACH will accrue to everybody in Europe. Public health will improve

and as we will see, we might expect cancer rates to come down. Furthermore REACH
will have benefits for the environment and especially protect biodiversity. Although

industry will face the biggest part of the costs, some costs are directly paid by society,
in the form of taxes. And industry will try to pass costs on to consumers, which leads
to higher prices for products.
Business

Business will not only face costs, but will also enjoy benefits of REACH. An example is
the reduced costs for liability because through REACH the knowledge of chemicals is
improved and dangerous substances will be regulated.
Within business we make a further division between:


Manufacturers of chemical substances



Importers of products




Importers of chemical substances
Downstream users

Manufacturers of chemical substances

REACH is directed towards the improvement of the knowledge about chemical

substances. Risk reducing measures can be taken through a better insight into the
risks for the environment and public health. The new policy influences the

manufacturers in the chemical industry. They will have to register the substances that
are produced in quantities larger than one ton a year. They will have to deal with
direct costs for registration and testing of substances.
Importers of chemical substances

Importers of chemical substances will also have the obligation to register the

substances they import in order to make the policy effective so that the EU population
will benefit from a higher level of protection. This also results in a level playing field in

the EU. The policy will have other consequences in spite of the fact that REACH implies
that importers and manufacturers have the same obligations. Importers do not have
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the knowledge about the substances and they will have to ask their manufacturers

outside the EU. Compared to the manufacturers in the EU, importers find themselves
in a more independent position.
Importers of products

There are also importers, who do not import individual chemical substances, but

(consumer) products containing various chemical substances. They will have to deal

with REACH to a limited extent. Only if these products contain substances that are to
be released in the environment (e.g. an air freshener) they have to indicate whether
or not these substances are registered in the REACH database. If not, a registration

procedure will have to follow. A consequence is that products, such as a Japanese car,
can contain substances that are not registered in REACH, but are not intended to be
released in the environment.
Downstream users

The regulation stipulates that the use of the substance has to be indicated when

substances are being registered by a manufacturer or an importer. This means that

there has to be contact with the companies that use the substances to make products,
which finally will be bought by consumers. These companies are called downstream
users:



Reformulaters: companies that make preparations from individual substances



Manufacturers of components: companies that use the paint to colour a hubcap for



(e.g. paint).
instance.

Manufacturers of final products: e.g. a car manufacturer, who attaches the hubcap
to the car.

All three types of companies (manufacturers, importers and downstream users)
contain large and small ones. In the description of the effects attention will be
systematically paid to the SMEs (small and medium-sized enterprises).
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3 Impact REACH on society: benefits
and costs

3.1

Introduction
This chapter will deal with the

exterior circle, which presents
the effects of REACH on the

society. The emphasis is on the
benefits REACH generates such

co
sts
be
ne
fits

less damage to the environment
by chemical substances. A

number of studies contained

information on this. The cost

side for society will be briefly

dealt with. The effects of REACH
on the industry are dealt with in
the following chapters. In

MANUF ACTURERS

IMPORTERS

DOW NS TREAM USERS

SMALL MEDIUM SIZED

as improving public health and

BUSINESS
SOCIETY
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fits

chapter 6 we will pay special

attention to the impacts on employment and the gross national product of the member
states, which can be seen as effects for both business and society.

3.2

The benefits of REACH for society

3.2.0

Introduction
The main benefits of REACH for society consist of a better health for the people and
less damage to the environment.
Restricted research carried out

Less research has been carried out into the effects of REACH on the health of people

and the environment than into the impacts on industry and the economy. The EC has

had research carried out as well as the WWF. In some studies of the member states on
the impact of REACH a small part deals with the effects on health and the

environment; the emphasis, however, is on the impacts on business. Also in the

studies carried out on behalf of the industry, the health of people and the environment
are not further elaborated. Even the possible positive effects of REACH on the own
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employees are ignored (IDEA, Mercer and ADL). The environmentalists have carried
out an extensive study into the effects on health.
More studies are commissioned

The EC has the need for more research into the impacts of REACH on health and the

environment. In this way the benefits of REACH can be classified in a better way. This
study started in September 2004. The study will give a review of state of the art

knowledge on chemicals and the environment and the identification of key threats, a
quantitative assessment of environmental damage including estimates of the likely

benefits of the introduction of the REACH systems. Preliminary results will be available
March-April 2005 and final results are scheduled for December 2005.4
3.2.1

Findings on benefits for society
In the next table eight studies are mentioned in which the benefits for health (and the
environment) were described. More information about the studies, like who

commissioned it and short summaries can be find in the appendix. The table below

functions as a short introduction of the studies. We elaborate on three studies (studies
9, 31 and 35) in this chapter, because we have a full report. In the other mentioned

studies only some information on benefits on society was available because the larger
part of the study focuses on other themes, or only a short summary of the study was
available.

Nr. By (for)
3

Title

Benefits

and Oekopol

and benefits of the

and health benefits by “testing” the REACH

DE)

Policy

Frauenhofer ISI Analysis of the costs
(Environ. and

9

Jenny von Bahr
and Johanna
Janson

new EU chemicals

Cost of Late Action –
the Case of PCB

(SE)

This study will illustrate the potential environmental
mechanisms against the reasons for damage costs
resulting from chemicals and against the current

regulatory basis for chemicals safety assessment.
Assuming that the REACH regulation (a proposed

new EC chemicals legislation) is adopted and that

one medium or five smaller chemical missteps could
be avoided, society would save at least €7 billion,

apart from savings from avoiding health damages
and irreversible effects on biodiversity and

10

Kimmo

Costs for

Sakari Salonen

Chemically

Järvinen and
(FI)

15

4

EC

Remediation of
Contaminated sites
in Finland

Extended Impact
Assessment

ecosystems

This study shows that Finland has to spend €1.2

bln. to clean contaminated soil in 2005 – 2025. This
cannot directly be regarded to be future savings

credited to the enforcement of REACH regulation,

but REACH does contribute to lower future costs of
cleaning.

A World Bank study estimates that in established
market economies pollution from agro-industrial
chemicals and chemical pollution from diffuse

Working Document 72/04 (Annex IV)
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sources cause between 0.6% and 2.5% of the total
burden of disease (that is, deaths and general ill

health) with a central estimate of 1.5%. We (i.e.
EC) do not have a robust feel for the impact of

chemicals on the general health of the population. It
seems that the impacts of chemicals on the
24

The Danish
Ecological

Council (DK)

31

35

Reach a leap forward Some costs related to environment and health
for industry

The Impact of the

(EC)

Policy on Health and

Environment

David Pearce

e.a. University
(Environ.)
Frank

Ackerman and

Rachel Massey

problems can be calculated in economic terms.
Many cannot. (What is e.g. the cost of a

contaminated foetus, brominated flame-retardants

RPA and BRE

College London
36

environment are potentially large.

New Chemicals

the Environment

The social cost of
chemicals

The True Costs of
REACH

in human breast milk, or declining sperm counts?)

The case studies conclude that the risks associated

with all of the case study chemicals could have been
controlled earlier had the testing, risk assessment
and authorisation requirements of REACH been
implemented earlier.

The benefits for health are (for the three models) in
a range from €4.8 bln. to €283.5 bln.

Several estimates of the monetary value of the

benefits of REACH are much larger than the costs.

(Environ and
DE)

3.2.2

Analysis of benefits for society
The Impact of the New Chemicals Policy on Health and the Environment (study 31)

In 2003 the EC published a study of RPA and BRE Environment with the following title:
The Impact of the New Chemicals Policy on Health and the Environment. This study

has a more restricted scope than the new study, which is carried out on behalf of the
EC. There are no efforts to extrapolate these four case studies to the 30,000

substances subject to REACH. It does not result in one total value from the benefits of
REACH.

Four substances have been selected in the study, of which is known that they really
cause health and environmental problems.5 These substances do not represent all

30,000 substances subject to REACH, because there are many substances that will not
have a negative impact on health and the environment. Four dangerous substances
have consciously been chosen for further research in order to find out what REACH
adds to risk reducing measures beforehand compared to the current policy.

5

Nonylphenol (NP); Short chain chlorinated paraffins (SCCPs); Tributyltin (TBT); and Tetrachloroethylene (Perc).
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This study shows that REACH will result in an earlier acknowledgement of the problems
and the ability to take risk reducing measures in an earlier stage by systematically

testing the effects of substances on health and the environment. However, it is not
clear how many of the 30,000 substances are hazardous and will be subject to risk
reduction. This means that is not possible to calculate one value for the benefits.
The Social Costs of Chemicals (study 35)

On behalf of the World Wildlife Fund, David Pearce and Phoebe Koundouri carried out a
study with the following title: The Social Costs of Chemicals. The starting point in this
study is the estimation of the costs of €23.6 billion as calculated in a draft version by
RPA on behalf of the EC.6 Their central question is whether or not the benefits of
REACH exceed these costs.

The researchers start with indicating the optimal method to determine the benefits of
REACH for the society.

However, the ideal approach to determine benefits is impossible, because:






It is not known how the chemical industry and downstream users will react on

REACH. It is not known beforehand which substances will disappear. The changes
in the exposure to chemicals are not known.

There are many chemicals involved of which the effects on health are not known
from epidemiological studies.

There are alternative approaches to placing an economic value on the health
benefits of REACH. This results in a potentially wide range of damages.

REACH will generate benefits in terms of reduced non-health environmental

damage, but the relationship between the chemicals and environmental responses
is not known. Procedures for placing economic values on many environmental

change are available but do not yet cover some of the important impacts, e.g. on
biological diversity.7

In fact, the authors indicate that REACH will be started, because the knowledge about
the risks of 30,000 substances is lacking. That lack of knowledge also determines the
impossibility to determine the benefits beforehand. Only afterwards it can be

determined how many of the 30,000 substances are hazardous and to what extent risk
reducing measures have been taken. By means of restrictions and assumptions the
study has made an estimate of the benefits. An important restriction was that the

environmental effects have not been estimated, but only the benefits for public health
have been determined.

The study has taken disease as well as untimely death into account. The unit DALY
(Disability Adjusted Life Year) is used for this. This is a standard for the number of

healthy years a person lives. Like the RPA in the study on ‘occupational health’, they

estimated the number of diseases and deaths, which occur because of the exposure to

6

These costs figures are not used in the final version of the Revised Business Impact Assessment. The costs for the scenario
high polymers are €26.6 billion and the scenario low polymers €12.7 billion.
7
Study 35, page 8
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chemical substances. Subsequently an estimate was made of the effectiveness of

REACH to reduce these health effects. Two models are used to determine the economic
valuation of the DALYs.




Model 1: Reduction of the expenses on health care.

Model 2: also the costs of health care and the value people attach to a healthy
life on the basis of ‘willingness to pay’.8

Besides that a third model has been used, not based on DALYs, but on a

number of specific diseases. A stronger relation has been made in this model
(10-50%) between the exposure to chemical substances and the specific
disease than in models 1 and 2 , which start from a considerably weaker

relation between exposure and the effect on health (0.6-2.5 of the DALYs). In

model 3 medical costs and the output loss in the trade and industry have been
quantified.

Table 3.1 Summary of costs and benefits in the Social Costs of Chemicals

Summary of costs and benefits of REACH for the EU in € bln. with a discountrate of 3%
Benefits
Costs
Net Benefits
Minimal
Maximal
Minimal
Maximal
Model 1
4.8
20.1
23.6
-18.8
-3.5
DALY = € 90.000
Model 2A
22.4
93.3
23.6
-1.2
+ 69.7
DALY = € 50.000
Model 2B
12.3
51.3
23.6
-11.3
+ 27.7
Model 3
56.7
283.5
23.6
+ 33.1
+ 259.9
The costs and benefits are not per year, but form the start of REACH up to and

including the year 2020. The minimum estimate of the benefits, see model 1, amount
to €4.8 billion and the maximum estimate amounts to €283.5 billion. It only concerns

the effects for public health. All three models add the benefits for the environment, but
they do not quantify them. Starting from the costs estimate of €23.6 billion model 1
appears not to be cost effective, which means that the avoided medical costs do not
counterbalance the costs. However, if the social valuation of health is taken into
account, such in the second model, REACH becomes more cost effective.
David Pearce concludes:
“…we regard our benefit estimates as minima. Overall, our own judgement is that we feel
confident that REACH generates net benefits.” p 65

Comments by ECORYS/OAG:

We think that the three models presented by David Pearce are not equally probable.
The first model has a limited view on the benefits of a better health by only

considering the actual avoided costs of the health service. Model 2 correctly adds the
benefits people experience because they live longer and healthier. We think that the
third model overestimates the benefits, because causal relations between chemical

8

The authors indicate different values for the DALYs in model 2, based on various studies. A value for a DALY of €90,000 and
€50,000 is calculated with.
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substances and some diseases are made up to percentages of 50%. Such strong

relations may not be expected of most substances that fall under REACH. This means

that we think that the results of models 2A en 2B are the most likely, which results in
benefits between €22.5 and €51.3 billion.

David Pearce assumed that the costs involved in the introduction of REACH would

amount to €23.6 billion. There are considerably lower cost estimates though. The EC

estimates the total costs to be €2.8-€3.5 billion (in the normal expectation scenario) or
€4.0-€5.2 (higher substitution scenario) in the most recent impact assessment.9 If
these lower costs would turn out to be correct, this means that even the minimal

benefits (only health) of model 1 would result in a positive relation between costs and
benefits.

Cost of Late Action – the Case of PCB (Study 9)

Another method to calculate the benefits is considering the costs made in the past for
solving environmental and health problems. A known problematic substance is PCB
(Polychlor-biphenyl). PCB has been very often used in the industry, among other

things in transformers. These substances are very persistent and cause danger for the
public health, because they can relatively easy become part of the food chain. In this
study Swedish data have been used on costs for remediation of contaminated soil,

buildings and electrical installations and there are also inventories of remaining needs

for remediation. On the basis of these data extrapolations have been made to the cost
level for the EU. The study concludes that the estimated environmental costs for the

PCB misstep in EU25, during the years 1971 to 2018, will reach a total of at least €15

billion. Because PCB is an extreme example of a dangerous substance, the authors do
not think that REACH will again find another comparably dangerous substance.
However, they conclude:

“Assuming that the REACH regulation (a proposed new EC chemicals legislation) is adopted and that

one medium or five smaller chemical missteps could be avoided, society would save at least €7 billion,
apart from savings from avoiding health damages and irreversible effects on biodiversity and
ecosystems.” p6 study 9)

3.2.3

Conclusions on benefits for society
1. There is considerably less research carried out into the benefits of REACH with
regard to health and the environment than into the impact of REACH on the
trade and industry.

2. It is hard to determine beforehand the benefits for health and the

environment, because REACH is to be introduced due to the lack of knowledge

about the hazard of chemical substances. It is unknown how many substances
are hazardous, which substances will disappear from the market and which
risks will be reduced. Besides that, the size of the effects of chemical

9

Study 15 (EC), page 19
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substances on health and the environment is not precisely known.
3. The eight studies all show that REACH has the potential to reduce the exposure
of employees, society and the environment to hazardous chemical substances.
This will result in benefits, of which the volume cannot be precisely
determined.

4. Various methods have been used to determine the effects for health and the
environment:
a.

An analysis of time saved between the establishment of dangerous
properties of substances and the moment risk reducing actions are
taken. REACH will result in faster action.10

b. An estimation of the number of illnesses, which are caused by

exposure to chemicals and different models to calculate the benefits of

c.

reducing illness through REACH.11.

A calculation of the costs for undoing the damage caused by

substances that are released in the environment. Sanitation afterwards
appeared to be expensive.

5. The four most important reasons for the strong range of estimates are the
assumptions made with regard to:
a.

The extent to which exposure to chemical substances results in health
damage.

b. The extent to which REACH is effective and reduces this exposure.
c.

The economic valuation for health by people.

d. The value that has to be attached to the survival or extinction of a
species in nature.

6. The estimates in the studies show that the benefits for health are likely to be

dozens of billions up to and including the year 2020. In a pessimistic scenario,
in which only the avoided health costs are taken into account, the benefits

amount to less than €10 billion. In an extreme variant the benefits can even
exceed €200 billion. If the benefits for the environment are added to these
estimates, this means that the benefits of REACH will be raised with an
unknown amount.

3.3

The costs for society

3.3.0

Introduction
We have not found studies in which the costs for society are thoroughly analysed.
Nonetheless, we can think of two types of costs:

10
11

Study 31 (EC)
Study 35 (Environ.)
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3.3.1



The costs consumers will bear, because product prices might rise because of



Citizens will pay taxes for the higher expenditure of governments on behalf of

REACH.

the Agency and national institutions for health and environment.

Findings on the costs for society
Some studies indicate that chemical companies will try to pass on their costs for

registration and testing of substances to downstream users as much as possible. For
instance:

“The costs of REACH will, if possible, be passed on to the users. Where it is not possible
the costs will diminish the profit rates of industry.”12

3.3.2

Analysis of the costs for society
The extent to which the costs will be passed on to the consumers depends among

other things on the fierceness of price competition. Besides that, some studies indicate
that the composition of some products will change as a result of REACH, which

possibly results in a worse product performance. This can be considered as costs for
society.

“The restrictions of chemicals through prohibition or setting up very high barriers in the
case of particularly dangerous substances can lead to a loss of performance.”13

Society also pays for REACH through government spending. The national institutions
for public health and the environment in the member states will be given the task to
evaluate and authorise files under REACH. This will also involve costs, dependent on
the size and expertise of such institutions in the member states.

Also at community level costs will be made, which the European citizens have to pay.
The costs for the Agency are estimated at some €0.4 billion as a one-off cost over 11
years (cost of establishing and running the chemical agency). These costs will be
covered by the fees paid by industry (€0.3 billion) and the remainder from the
Community budget.14

The consequences for the industry, which are described in the next chapters, definitely
influence the costs for society. The possible decline of employment and the gross

national product, because some companies will end their activities in Europe, will have
social effects. These effects are not dealt with in this chapter about society, but they
will be dealt with in the next chapters.

12

Study 7 (BE, industry), page 35
Study 12 (DE, industry), page 163
14
Study 15 (EC), page 14
13
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3.3.3

Conclusions on the costs for society
1. The costs for society first of all consist of the increase of product prices,

because the industry will try to pass the costs on to the consumer. Given the

large number of consumers in Europe and the fact that we all buy products in
which chemical substances are used, the costs will be spread among all the
consumers of the EU-25.

2. The citizens of Europe will pay taxes for the increased workload at health and
environmental institutions in the member states and for the Agency (partly
paid by fees of the industry).
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Quotes on Health and environment
The Impact of the New Chemicals Policy on Health and the Environment (nr. 15)
“The study identified four key advantages of REACH over the current system:
1.

by assessing the properties of substances and thereby making information
available more quickly, it has the potential to identify a hazard before

(substantial) damage occurs, rather than waiting for monitoring (which is slow
and underfunded) to provide evidence of harm;
2.

by providing data in a systematic manner, it enables risks to be assessed

3.

the availability of information on risks enables industry (chemicals manufacturers

rigorously, allowing effective risk management measures to be identified;

and downstream users) to take voluntary action in response to stakeholder
pressure and/or their own policies; and

4.

it provides a basis for quicker regulatory action for the most hazardous
substances (through ARM and authorisation).”15

“The case studies highlight the fact that, for the chemicals concerned, there was

awareness of their potential impacts long before regulatory action was taken. However,
the information was often incomplete and considerable further data collection and risk

assessment work, taking place over a long period of time, was necessary before there was
agreement on the need for action. In some cases, the hazards were only identified once
environmental damage had occurred …”16

“Even though the case studies may represent ‘worst case’ scenarios, they also highlight

that there are clear benefits to society due to avoiding such damage costs in the future.”17
The social cost of chemicals (nr. 35)

An ideal approach to appraising REACH would involve an assessment of the exposure to

chemicals, a behavioural model which would show how the industry and users will respond
to the true costs of compliance, dose-response functions for health and for environmental
effects, and a procedure for placing money values on the changes in exposure.

Unfortunately, the information and resources to implement such an approach are not
available.18

15

Study 15, Summary, page vii
Study 15, Summary, page viii
17
Study 15, Summary, page ix
18
page 64
16
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4 Impact REACH on industry: benefits

4.1

Introduction
Direct and indirect benefits
In this chapter we will analyse the
benefits for industry. So we look
into the blue circle of the figure.

We distinguish direct and indirect

benefits. The direct benefits occur

because the existing legislation will
end. The largest part of this

chapter will deal with indirect

effects, which might occur in the
long term. We will analyse the
benefits for:


Occupational health



Environmental market





Level playing field

MANUFACTURERS

IMPORTERS

DOWNS TREAM USERS

SMALL MEDIUM SIZED

immediately at the start of REACH,

co
sts
be
ne
fits

BUSINESS
SOCIETY

co
sts
be
ne
fits

Reputation
Innovation

Whether or not these indirect benefits will occur and to what extent is difficult to say.
The different studies come to different results because of the assumptions made and

the scenarios they used. These assumptions and scenarios are different in the various
studies.

4.2

Direct benefits
The current EU substance regulation results in the fact that all substances that are

manufactured in quantities of more than 10 kilogrammes have to be registered and
tested. REACH puts this threshold on 1 ton. This means a reduction of the costs for

laboratory use of substances. In study 15 (page 13) this benefit for the EU-countries is
quantified at €100 million.

The impact of REACH

41

4.3

Indirect benefits: occupational health

4.3.0

Findings on occupational health
REACH will result in various benefits for the industry. In the last chapter we described
the impacts on public health. The employees in chemical companies and downstream
users will get into touch with chemical substances more than average citizens.

Therefore, it can be assumed that they are more likely to contract diseases. REACH

can decrease this chance. The health of employees is important for society, and their

families. However, we have decided to attribute the benefits for employees’ health to

the benefits for the industry. Sick employees mean lower production. And if employees
die, a replacement must be found. This implies a loss of knowledge and experience.

In the next table the studies are mentioned that deal with occupational health. If the
studies quantify the benefits, they will be presented.
Nr. By (for)
6

RPA and

Statistics

Sweden (EC)

Title

Benefits

Impact of the New

that may arise from REACH is significant. Although

Assessment of the

Chemicals Policy on

Occupational Health

The economic value of the health impact reductions
the estimates vary widely depending on what set of
assumptions are adopted, all of the estimates point
to considerable future savings in health care costs,

lost output and ‘human’ costs. The estimates are in
14

Miljøstyrelsen
(DK)

Evaluation of

environmental and
health benefits of
REACH

17

Calculations show that potentially quite large

benefits are possible. This analysis only relates to a

selection of effects related to occupational exposure
conditions. The average estimate of working

environmental benefits in Denmark is 3,210 DKK
mln. = €450 mln.

Bavarian State

Impact of the REACH 66% of the companies in the survey see no

Environment,

of the EU of 29

Ministry for

Public Health

and Consumer
Protection in
cooperation

with industry,
22

the range of €17.6 - 54.4 bln.

Germany (DE)
ERM (UK)

Regulation Proposal

improvement to health and environment protection

October 2003 on the

existing regulations.

Production of Highly

through the REACH regulation compared to the

Innovative Products
in Bavaria

New European

We considered which reduction in the number of

UK Partial regulatory

order for the benefits to counterbalance the costs.

Chemicals Strategy,
impact assessment

occupational cancer deaths would be required in
Using this methodology 18 cancer deaths would

have to be reduced a year to counterbalance the
costs of REACH.
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4.3.1

Analysis of occupational health
Impact of the REACH Regulation Proposal of the EU of 29 October 2003 on the
Production of Highly Innovative Products in Bavaria (study 17)

This study does not expect positive impacts for occupational health.
“66% of the companies in the survey see no improvement to health and environment

protection through the REACH regulation in comparison with the existing regulations. 22%
see “hardly“ an improvement. The majority of the companies thinks that the legislation

heretofore in force offers workers, consumers and the environment adequate protection
against chemical substances during their production and use.” Study 17, page 6

The basis for this study was interviews with companies in Bavaria Germany. In their
view REACH will not discover (many) new dangerous substances.
Comments ECORYS/OAG

We think this result to be very unlikely. When the substances are considered that have
been brought on the market since 1981, a considerable share (up till 70%) appeared
to have characteristics that might cause environmental or health damage. It is likely
that such hazardous characteristics will also be discovered with some existing
substances under REACH.

Assessment of the Impact of the New Chemicals Policy on Occupational Health (study
6)

In March 2003 the EC published a study of RPA and Statistics Sweden on the impact of
REACH on the health of employees. This study did not try to determine the influence

on the health of all people, but focussed on employees. It concerns employees in the
chemical industry and the downstream users.

It is not simple to make causal connections between the diseases of employees and

the exposure to chemical substances. Often there are more factors that can cause a
disease.

“…exposure to chemicals may be the main factor leading the development of cancer, or
may be a contributing factor together with other environmental and socio-economic
factors.”19

In this study the economic costs are calculated for the damage that is caused by the
illness of an employee:


costs of medical treatment



human costs, where these reflect an individual’s willingness to pay to avoid a



19

the value of lost output

particular health effect.

Summary, page ii
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The study correctly indicates that there is already a lot of regulation on occupational
health and safety in the EU. The impact of this policy is not quantified. As a result,
there is uncertainty surrounding the number of occupational cancers that will be

reduced as a result of these recently introduced Directives and what REACH might add
to it.

That is why in this study already known effects of specific substances are not taken
into account; the emphasis is on exposure to a range of (unknown) chemicals.
Five diseases have been analysed in particular.


Skin: eczema, allergic contact dermatitis, irritant contact dermatitis



Eyes: conjunctivitis





Respiratory System: asthma, allergic rhinitis, and other respiratory illnesses
Central Nervous System: CNS disorders; and

Cancer: various end-points, with a focus on those that stem from general

chemicals exposure (as opposed to cancers arising from exposure to known
carcinogens).

Subsequently the study estimated the effectiveness of REACH to reduce the exposure
to dangerous substances. A lowerbound and an upperbound have been formulated:


Lowerbound: one third of the diseases can be avoided. For cancer this is



Upperbound: two thirds of the diseases can be avoided. For cancer this is

2,167, which is 0.23 % of the total cancer deaths per year in the EU
4,333 or 0.47% of the total cancer deaths per year in the EU.

The next table shows an estimate of the number of cases of disease that can be
reduced by REACH. There is a low and high estimate. The table shows that skin
diseases, respiratory diseases and cancer have the most cases.

Skin Diseases

Respiratory Diseases

lowerbound

1,350
275

Eye Disorders

CNS (nervous) diseases
Cancers

50
50

2,167

upperbound

12,000
3,680
50

485

4,333

After the estimates of the number of diseases of employees caused by chemicals have
been determined, the study focuses on the valuation of human health effects in order

to determine the price tag. It is difficult and perhaps even not ethical to determine the
price of a human life. The study used:


lower estimate €0.65 million (based on the willingness of individuals to pay to



best estimate: €1.0 million (human costs and some elements of medical costs

prevent fatality. No medical costs are included in this estimate)
and lost output)
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Table 4.1

Sum of total impacts on Occupational Health

End-Point

Discounted Value of Health Impact Reductions
(€ 1 million, 2000 prices, discounted over 30 years at 3%)

Skin Disease
Respiratory Disease
Eye Disorders
Central Nervous System Diseases
Cancer Deaths (low estimate value of a
statiscal life € 0,65 mln.)
Cancer Deaths (best estimate value of a
statistical life € 1,0 mln.)
Total Excluding Cancer
Total Including Cancer (low value)
Total Including Cancer (best value)

Value of Lower Bound
Number of Cases (1/3
avoided by REACH)

Value of Upper Bound
Number of Cases (2/3
avoided by REACH)

11.6
4.0
0.4
7.1
17,591.6

102.9
53.5
0.4
68.8
35,183.1

27,083.4

54,166.8

23
17,615
27,106

255
35,408
54,392

The table shows that avoiding cancer is by far the most important benefit regarding
the improvement of employees’ health. With regard to numbers cancer fairly often
occurs and the economic valuation of this disease is very high. The benefits in the
table are not per year, but are calculated for thirty years.

Because of the various assumptions the volume of the benefits vary widely. There

were assumptions regarding the effectiveness of REACH (1/3 to 2/3 decrease of health
effects by unknown chemicals) and the value of human life (low and best value). The
result is that the benefits for occupational health are estimated to be between €18

billion and €54 billion. These are not the total benefits of REACH, because the positive
effects for public health and the environment have not been taken into account.
Evaluation of environmental and health benefits of REACH in Denmark

The same method as used by RPA and Statistics Sweden has been used in Denmark to
look at the health benefits. Specific information on the incidence of contact allergy and
cancer in Denmark has been used in this study. This study confirms the idea that that
a large profit can be made regarding occupational health. The average estimate is
3,210 DKK (= €450,- mln.) for improvement of occupational health in Denmark.
Reduction of cancer in the UK

In an extensive study on the impacts of REACH on behalf of the British government
the question was dealt with at what level of benefits a break-even-point will be

achieved. As an illustration estimates are given for the required reduction in the

external costs associated with occupational cancer for REACH to ‘break even’. The

annual costs of REACH are divided by the valuation for a cancer death to derive the

number of cancer deaths that would need to be reduced annually for REACH to achieve
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a ‘break even’ situation. Cancer deaths would have to reduced by eighteen a year

(based on a cancer death valuation of £2.46 million). As a sensitivity, this amount
would be 37 cancer deaths, based on a cancer death valuation of £1.228 million
(without the societal ‘dread factor’).
4.3.2

Conclusions on occupational health



In the EU directives are implemented to protect workers against diseases caused
by exposure to chemicals. It is unclear how much REACH will add to the existing
policy.



REACH will probably result in a better health of employees. There is uncertainty

about the size of the benefits, also because it is not known how many hazardous
substances will be discovered by REACH. Some dozens of billions are estimated.



The benefits for occupational health are placed with the benefits of the industry in
this working document. They will have to deal with less costs, because employees
will be less absent through illness. Especially the decrease of deaths will result in
benefits regarding production output and maintenance of investments in
employees (training and experience).



The studies show that avoiding cancer is by far the most important benefit

regarding the improvement of employees’ health. The benefits are likely to be in a
range of €18 bln. - €54 bln. (for 30 years).

4.4

Indirect benefits: level playing field, environmental
market and reputation

4.4.0

Findings on level playing field, environmental market and reputation
Better opportunities on the market

REACH results in a level playing field in Europe. There will be one regime instead of
different regulations in the various member states next to the regulations from

Brussels. This is mainly an advantage for those companies that work in various

countries and that have to adjust themselves to local regulations all the time. A

number of studies also indicated that there will be better market opportunities for the

chemical industry by manufacturing ecological products and by improving the image of
the chemical industry.
4.4.1

Analysis of level playing field, environmental market and reputation
In the studies 15 and 24 an important benefit of REACH is described. REACH will give
one regulation for the 25 countries of the EU and this gives a level playing field.

REACH will especially result in cost reduction for those companies that are active in
more EU countries. There are member states, e.g. the Scandinavian, that demand

certain requirements of chemical substances at the moment. In order to work on the
Scandinavian market, higher costs have to be made than in other EU countries.
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Comments ECORYS/OAG


This is why Scandinavian companies are considerably more positive regarding

REACH than e.g. companies in Germany, France and Belgium (see studies 12, 28
and 7).



It is surprising that only a few studies mention the advantage of a level playing
field. But no quantifications are made of the profit of this level playing field.

Environmental market and reputation

There are studies that predict that chemical companies have more opportunities to sell
products after the introduction of REACH. Especially environmental organisations
indicate in study 2 that there will be new opportunities for companies that will

manufacture specific ecological chemical substances. They also argue that the

damaged trust of consumers in the chemical industry can be restored. They assume
this will also have a positive impact on the industry.

The increased trust in the European chemical industry makes the industry less

vulnerable if health damage occurs afterwards. The WWF and EEB compare the

European situation with the American situation in study 2. The juridical system is
totally different in the United States. Citizens can file a claim more easily than in

Europe.20 The advantages of REACH are that European companies can prove that they
analysed the risks and took the necessary measures. The possibility for high damage
claims is then considerably less than in the United States.
Comments ECORYS/OAG


Consumers do not directly buy chemical products. They buy finished products,



If damaged trust can be spoken of, this does not result in (increasingly) less



which are made of chemical substances.

purchases of goods in which chemical substances are used. It is almost impossible
to buy goods in which no chemical substances are used.

Therefore, if REACH improves the image of the industry, this does not result in

additional sales of chemical substances and products. Market shares might move
between companies at the most, which is in accordance with the argument that
substances and products will disappear by REACH and substitution takes place.

4.4.2

Conclusions on level playing field, environmental market and reputation


The advantage of REACH is the same legislation in the sizeable market of the EU25. This is an advantage for manufacturers, but not for all to the same extent.

Manufacturers that are active in more countries and that are already used to an

extensive regulation, will experience the largest advantage. For some producers in
the new member states, this level playing field might be more costly than the

20

ECORYS/OAG: In the USA the Right to Know Act exists. This act makes it easier to get information public.
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legislation in their country before joining the EU. The same advantage becomes
true for downstream users.


We think that a number of manufacturers will produce less hazardous substances,

which can be used as alternative for more hazardous substances. However, as long
as this takes place in Europe and the new substances will almost cost the same,
the European economy will hardly grow. Safer chemical substances do offer
opportunities though for the export.



The chance that citizens will file high damage claims will decrease because of
REACH. This is an advantage for the European industry.

4.5

Indirect benefits: innovation

4.5.0

Introduction
The characteristics of substances become more transparent as a result of REACH.

Some substances will be taken from the market. This increased knowledge and the
necessity for substitution will stimulate innovation. In total 18 studies do discuss

innovation as a relevant aspect related to the REACH proposal. Most of these studies
expect positive aspects for innovation. Some studies also described the negative
effects of REACH on innovation.
4.5.1

Findings on innovation
In the studies mentioned in the table below the theme innovation is covered.
Nr. By (for)
1

Joan Canton

and CH. Allen
(EC)

Title

Benefits/costs

Model to Assess the

additional staff or to contract out testing (as is the

A Microeconomic

Economic Impacts of
the EU's New

Chemicals Policy

If chemical companies were prepared to recruit
norm today) then no negative impact on R&D

should be expected. However, if companies decided
to leave their R&D budget unchanged, there would
be opportunity costs in the form of reduced

traditional R&D, because resources can only be

used once. The modifications made to the chemical
R&D regime by the introduction of the REACH

system will facilitate R&D, especially in the longer
2

EEB and WWF
(Environ.)

A new chemicals

policy in Europe -

new opportunities
for industry

5

RPA and

Assessment of the

Sweden

new regulations in

Statistics

The impact of REACH

Business Impact of

term.

Introduction of new chemicals on the market will

encourage development and innovation. Research
has shown that “external pressures [such as

regulations] can enhance resource productivity and
innovation.“ (Porter 1998, p.120).

In the adhesives sector, the association believes
that, during the time required to reformulate

products in response to substance rationalisation,

48

(EC)

the chemicals sector
phase 2, Availability
of low value

R&D resources for the sector will be tied up and
cannot be used to generate innovation.

products and
product
7

12

IDEA Consult

(BE, industry)

ADL (DE,
industry)

rationalisation

Business impact van

From interviews: Large enterprises do not expect to

ontwerpverordening

REACH. SMEs will cut their R&D drastically and

de

REACH

Economic Effects of
the EU Substances
Policy (2002) and

supplements (2004)

change their R&D programme much because of
might stop their business.

Industry does not expect an immediate innovative
push. As long as the global environment is not

comparable and producers can manufacture their
products outside Europe under easier conditions,

then this hoped-for positive effect of an innovative
push will tend to be transformed instead into the

13

Nordbeck, R.
and M. Faust

European chemicals
regulation and its

effect on innovation:
an assessment of

negative effect of production loss.

The claim that REACH tends to block innovation is
rejected for lack of conclusive proofs. In contrast,

the paper reinforces the view that the White paper
strategy is an important step forward towards

the EU's White Paper sustainability in the chemicals sector.
on the Strategy for a
future Chemicals
15

EC (EC)

Policy

Extended Impact
Assessment

Overall, the attempt to foster innovation can clearly
be seen in the current REACH proposal.

However, it has not been possible to place a

monetary estimate on the resulting benefits,

which should be understood to offset at least part of
the financial impact on the chemicals
17

Bavarian State

Impact of the REACH The majority of the companies expects that time

Environment,

of the EU of October

Ministry for

etc. Germany
(DE)

18

19

industry over time.

Regulation Proposal

delays and restrictions in the availability of raw

29, 2003 on the

products.

Production of Highly

materials will impede the development of new

Innovative Products
in Bavaria

KPMG/TNO/Sira Impacts and

The net effects on innovation are not certain, but

(NL)

REACH on innovation are positive.

consulting

Frans

Berkhout,

Michiko Iizuka,
Paul

The impact of REACH

administrative

burden of REACH for
Dutch Industry

there is evidence that the long-term effects of

Innovation in the

Many of the main provisions of REACH will tend to

sector and the new

sector and more widely.

new chemicals

European Chemicals

promote innovation both within the EU chemicals

49

Nightingale and
Georgina Voss
22

at SPRU

ERM (UK)

Regulation

New European

Finally, the regulations may have some negative

UK Partial regulatory

technological advances. However, the structure of

Chemicals Strategy,
impact assessment

25

Nutek (SE)

Reach EU's förslag
till nya

kemikalieregler

26

27

EUPIA – CEPE
(Industry)

RPA and

Statistics

Sweden (EC)
28

Mercer (FR,

30

EC, Joint

industry)

Research

Centre (EC)

32

REACH: Cost Impact
Assessment for the
European Printing
Ink Industry

Agency under REACH may lead to delays in the

market introduction of products and services, which
would have serious consequences in industries with
fast technology development.

Innovation will be stifled and reaction times will be
decreased

users to innovate and remain competitive within

Document

Study of the impact
of the future

chemicals policy
The impact of

substances, impacts on the ability of downstream
their market segments;

Each time, the competitiveness and the innovation
capacity of companies will be weakened compared
to a global competition with no such restrictions.

It is surprising that the results of the various studies

REACH on innovation differ to a large extent between a predicted positive
in the chemical
industry

Legislation (REACH)

Finnish

A complex system for handling matters by the

for the consultation

Impact Assessment

and the

Institute of the

major factor in competition between firms. p 67

through the loss of low value/low volume

The Impact of the

Research

the industry is such that innovation will remain a

Revised Business

Inherent

Engineering Oy

effects on the rate of innovation and pace of

New EU Chemicals
on Industry and

Economy (Finland)

or negative impact of the new regulation. The
resulting potential benefits are widely

underrepresented in the ongoing discussion,

The reform would increase research costs for
existing substances and also hamper the

development and entry into the market of new
substances.

Economy ETLA
36

(FI)

Frank

Ackerman and

Rachel Massey

The True Costs of
REACH

Innovation involving new chemicals will not be

delayed.

(Environ. and
DE)

Positive and negative effects

An important element, which is often described in studies on REACH, is the effect of

the regulation on innovation. There are studies that expect positive effects, especially

from the environmental NGO’s and the European Commission (see short description in
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the above mentioned table). There are also studies, especially from the industry, that
consider REACH a danger for the innovation opportunities of companies.

In this sector it is shown that positive as well as negative effects of REACH regarding

innovation can be expected. Dependent on the estimate of the size of their effects the
conclusion can be drawn whether the net effect is positive or negative.
4.5.2

Analysis of innovation
Innovation crucial to economic growth

Innovation is very important for trade and industry. Especially in Europe, where the

costs of labour are much higher than the average costs in e.g. the Asian countries, the

industry has to compete with better products that meet the requirements of the clients
to a large extent. The European economy is becoming more knowledge intensive and
with the Lisbon strategy a strong ambition has been formulated that can only be
realised by strengthening research and development and its use.
Old debate

The effect of environmental regulations on the innovation power of the trade and

industry is not a new debate. Economists have thoroughly studied this effect. Porter
and van der Linde formulated the following hypothesis:

”Properly designed environmental regulation can trigger innovation that may partially or
more than fully offset the costs of complying with them.”21

Porter is extensively dealt with in various studies. In the publication of Porter several

examples are presented of companies that have invested in the environment and have
been able to reduce the costs or to open up a new market segment. There are two
important explanations that found this hypothesis.

1. First of all, companies who want to cut down their emissions are forced to think

through their design of the production process. The fact that there are emissions and

especially the development of waste in the production process means that somewhere
material is not usefully used for the production. By designing a more efficient process,
production can become cheaper and environmentally sound. The following starting

point fits in well within this idea: process integrated solutions are to be preferred to
end-of-pipe technology.

2. Secondly, there might be advantages for a producer if they adapt in time to the new
strong environmental regulations. A first mover advantage can be realised. A classical
example is the Zero Emission Vehicle Mandate in California directed towards the

reduction of smog problems in especially Los Angeles. The companies had to deal with

stringent standards for acidified emissions. The car industry has developed cleaner and
more efficient motors. When the standards became more stringent in other American

21

Porter 1995, p.98
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states, companies that already developed cleaner motors could gain a larger market
share.

The Porter hypothesis has been criticized. An important argument is that companies can

also optimise their processes without the increasing pressure of environmental regulations
if a financial advantage can be achieved. Besides that the profit of being the first mover

does not apply to all companies in a sector. The ones that lag behind pay the bill. There is
no consensus among economists about the Porter hypothesis.
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Which are the most important effects REACH could have with regard to innovation?

If we combine the arguments from the different studies, the following negative and
positive effects can be distinguished:
1. Negative effects

a. Crowding out of R&D-capacity

Especially smaller companies have a limited number of employees for

product development. It is thought that these employees will work on
filling in REACH files instead of developing new products.
b. Less substances available for research

There are two reasons why REACH will result in a decrease of a

number of substances that can be used for R&D. First of all there are

substances that have negative effects on health and the environment;
these will not be authorised or only be allowed for certain uses.

Secondly some chemical companies will decide to take some low-

volume substances from the market, because of administrative and

test costs. This rationalisation of the portfolio results in less substances
in the toolbox of chemists, who want to use them to make new
products.
2. Positive effects

a. Less costs for substances under 1 ton

This item is already described in the section on direct benefits.

b. Distinction between old and new substances disappears

In the current system there has been a distinction between old and
new substances since 1981. Because costs have to be made to put
new substances on the market, which is not necessary for old
substances, new substances are in fact curbed by the current

regulations. As a result of REACH the costs for old substances increase,
which improves the competitive position of manufacturers of new
substances.
c.

Prohibition and disappearance of substances lead to an impulse
to develop alternatives

The situation in which dangerous substances can no longer be used in

certain applications will be the result of REACH. This will stimulate the
search for alternatives.
4.5.3

Conclusions on innovation



The impacts of REACH on innovation are very different in the studies. Some

studies describe the effect of REACH as (very) negative. Other studies find more
positive elements.
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In the short term the negative effects can dominate. Especially the administrative
burden of REACH can temporarily decrease the R&D capacity, because qualified
personnel will have to take care of this.



In the long term there are opportunities for companies to make new products. The
result of REACH will be an increase of opportunities for new substances in the

European market. There are also opportunities for SMEs, because they are flexible
and able to find niches in the market.



Innovation is very important for the industry, which means that sufficient product
development is necessary. If REACH would result in a decrease of capacity to

develop products, the logic response of companies is to increase R&D expenses.
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Quotes on occupational health
REACH is additional to existing legislation

“For the limited number of substances of which hazardous properties are already well

known, REACH is unlikely to provide information that will alter their treatment under the
current legislation. For example, the Policy is likely to have a limited effect in reducing
occupational diseases from known carcinogens or mutagens, as the risks of these are

already controlled on the basis of their proven or suspected carcinogenic or mutagenic
properties. However, REACH will provide the information necessary to identify other

substances currently unknown for having carcinogenic and mutagenic properties, or that
may cause other occupational diseases.”22

Cancer deaths from unknown chemical carcinogens

“… 32,500 cancer deaths, which represent around 3.5% of the total number of cancer

deaths in the EU, are considered to stem mainly from occupational exposure to known or
suspected carcinogens. The findings of the IARC study and discussions with other

occupational health experts suggest that around 20% of the 32,500 deaths may stem from
exposure to unknown chemical carcinogens (with the remainder being associated with

known or suspected carcinogens and thus being addressed by current legislation). This

suggests that around 6,500 cancer deaths per year are caused by occupational exposure
to unknown chemical carcinogens.”23

Conclusion on the economic value

“The economic value of the health impact reductions that may arise from REACH are

significant….. all of the estimates point to considerable future savings in health care costs,
lost output and ‘human’ costs.”24

Study of occupational health in Denmark confirms the findings

“Calculations show that potentially quite large benefits are possible. Even allowing for the
uncertainty of such calculations, the analysis indicates a large potential. This indication is
further strengthened when it is considered that this analysis relates only to a selection of
effects related to occupational exposure conditions. This means that only a part of the
combined benefits of REACH are indicated.”25

22

Page 19
Page 32
24
Page 60
25
Study 13, page 3
23
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Quotes on level playing field, environmental market and reputation
Scandinavian industry sees a level playing field

“REACH will create a new large market with homogenous rules and legislation on

chemicals. This will make it easier for those companies that operate in more than one

country. Today many international companies use much administrative time in sorting out
national legislation in all those countries in which they operate in order to be able to

operate legally everywhere. In addition, a level playing field for all players in a common

market of 25 Member States will set new chemicals safety standards that are competitive
on the global market.” Study 24, page 32.

REACH will create a level playing field for all players in an EU market of 550 million

consumers, large enough to set a new chemical safety standard that is competitive in the

global market. This is a huge benefit to be weighed against any costs of implementing the
legislation. Study 24, page 27
Environmental market

New, green products can increase consumer appeal and open up new business
opportunities.

Study 24, page 10
Reduced business risks related to liability and reputation.

The information generated in the REACH System will contribute to the development of

safer products and processes with regard to both health and environment. This will make
companies less vulnerable to both liability claims and loss of reputation (with the general
public or with the stock market). Chemicals “assessed according to EU standard” could

become an interesting alternative to domestic products for industrial users of chemicals in
the US and other countries. Study 24, page 11

“The general US approach to regulation has often been portrayed as more cost-efficient

than the European, since it generally involves less up-front legislation. However, the US

system complements the generally weaker regulation with an active liability regime, which
is estimated to cost US industry 1.9% of GDP ($180 billion), in contrast to the UK, where
liability costs are less than 0.5% of GDP (IHT 2002). …It could be argued that the
predictability of the REACH system is more business-friendly than

the unpredictability of a system predominantly based on liability, particularly as scientific

advances are now making it easier to prove causality (Warhurst 2002).” Study 2, page 16
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Quotes on innovation
Positive effects of REACH on innovation

“The new system will promote innovation as there will be the same rules for old and new
chemicals”26

“Innovative activity (in the old system) was shifted away from the development of new
chemicals requiring notification to the use of the extensive inventory of existing

substances, which was mostly subject to no restrictions whatsoever.” Study 13, page 18

”The raising of thresholds for testing and exemption for a period of 5 years for substances
used exclusively for R&D purposes will have a positive impact.”27

“The Porter Hypothesis, which is referred to by several authors, consists of two main

arguments: the cost saving through innovation triggered by regulation, and the first mover
advantage in the case other countries establish a similar regulation. Both arguments are

debated – the first argument implies a blindness of companies for already existing market
opportunities, and economists view with scepticism the idea that businessmen

systematically overlook opportunities for profit. The second argument assumes that other

countries take over the regulation once it is in force – which is not always the case.” Study
30, page 14

Negative effects of REACH on innovation

“However, as long as the global environment is not comparable and producers can

manufacture their products outside Europe under easier conditions, then this hoped-for

positive effect of an innovative push will tend to be transformed instead into the negative
effect of production loss.” Study 12, page 69

“As far as innovation is concerned, this additional regulation, which does not exist on other

continents will generally be negative: it will monopolise European R&D resources which will
research into substitution products to recover existing functions, without added value on
finished products.” Study28, page 3
Crowding out of R&D-capacity

It is likely that a proportion of existing R&D expenditure will be diverted to meet the

requirements of REACH during its implementation phase. It is also likely that research staff
will be diverted onto REACH compliance issues. Therefore, whilst R&D spending may stay
the same or even rise, an increased proportion of it may be devoted to innovation driven
by the need to comply with regulations rather than productivity enhancing innovation.
Study 22, page 67

Diminishing of substances for the toolkit of innovation

”The drop in the number of commercialised products will severely restrict the possibility of
innovation of formulators’ supply.” Study 28, page 36

26

Frank Bill, Confederation of Danish Industries, at conference on REACH hosted by the General Workers Union of Dk, October
2003. Quote from study 24, p 32
27
Study 28, page 36. This exemption can be extended for another 5 years and in special cases for a 10 year period. See article
7 of the REACH proposal. .
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5 Impact REACH on industry: costs

5.1

Introduction
REACH will generate direct costs for the chemical industry. This industrial sector has to
fill in the files with data on the properties of substances. In the next paragraph the

direct costs of registration are analysed. But REACH will also indirectly involve costs.
When manufacturers or importers decide not to supply a certain substance anymore
downstream users will have to look for a substitute. This involves costs for
reformulation of the product.

5.2

Direct costs for industry
To fulfil the obligations of REACH a
lot of substances have to be

registered. “Though more than

100,000 chemicals are included in

the EINECS (the European Inventory
Substances) inventory, many of
these are only used in small

quantities or were registered for

MANUFACTURERS

IMPORTERS

DOWNS TREAM USERS

convenience and have not actually

become commercial. The European
Chemicals Bureau (ECB) has

estimated that there are actually
about 30,000 chemicals in
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of Existing Commercial Chemical

co
sts
be
ne
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BUSINESS
SOCIETY

co
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be
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commerce in the EU in quantities

exceeding one ton per year. The REACH programme is designed for these
chemicals.”28

In the process of registration five steps can be distinguished, which are combined
when the registration file is drawn up. These steps are:
1. the pre-registration

2. the research into the properties of the substance

3. the chemical safety assessment (for substances produced or import over 10
t/a of substances of high concern

4. the drawing up of safety data sheets
28

Study 22 (UK), page A2
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5. the registration of the substance by submitting the file to the Agency.
Manufacturers and importers of substances do also have obligations within the current

substances regulation. For the greater part (safety data sheets) they match the REACH
obligations. The mentioned steps of REACH are dealt with in the next subsections.
In the studies mentioned in the table below the theme direct costs is covered.
Nr. By
4

Centre (EC)

7

IDEA Consult

15

EC (EC)

18

22

5.2.0

EC, Joint Research

(Industry, BE)
KPMG/TNO/Sira
consulting (NL)
ERM (UK)

27

RPA and Statistics

28

Mercer (FR and

Sweden (EC)

industry)

Title

Assessment of additional testing
needs under REACH, Effects of

(Q)SARs, risk based testing and
voluntary industry initiatives
Business impact van de

ontwerpverordening REACH

Extended Impact Assessment
Impacts and administrative
burden of REACH for Dutch

Industry (main and subreport)
New European Chemicals

Strategy, UK Partial regulatory
impact assessment

Revised Business Impact

Assessment for the consultation
Document

Study of the impact of the future
chemicals policy

Direct costs: Pre-registration
Findings on pre-registration

The costs related to pre-registration are only mentioned in the studies of RPA29, the

Netherlands30 and the United Kingdom31. Per registration the amount varies between
€500 and €1,038. The number of pre-registrations can amount to about 100,000
(more than three per substance).
Analysis of pre-registration

The REACH proposal states that: manufacturers and importers who want to use the

postponement of the registration obligation (art 19) for existing substances will have
to make a pre-registration within 18 months at the most before the deadline for

registration. The objective of the pre-registration is to avoid duplication of animal
testing. Pre-registration intends to present the actual knowledge for the parties
involved. In fact, it is an initiative for cooperation.

29

Study 27, EC
Study 18, NL
31
Study 22, UK
30
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The companies will have to make an inventory of all substances and semi-finished

products as well as the related volume category. And they have to present all research
reports they have on each substance. With these data the company reports itself with
the authorities. The authorities will have the data entered in a database and they will

assign the company to a so-called SIEF (substance information exchange forum). This
is meant to exchange data about completed research and to make arrangements
about possible animal experiments.
Conclusion on pre-registration

Pre-registration has its costs; they will vary between €50 and €100 million.
The benefits of pre-registration are especially found in the field of possible
cooperation.
5.2.1

Direct costs: Cost of testing
Findings on cost of testing

Companies make costs for the execution of necessary researches. In the extended
impact assessment the total test costs (without using (Q)SAR) are about €2,400

million. The estimates in the EIA for the test costs are considered too low in the Dutch
study32. This study states that:

“According to TNO the costs for individual tests on physicochemical, human-toxicological
en eco-toxicological endpoints estimated by ECB and RPA are an underestimation of the
average costs for thee tests. In this report the costs have been adjusted, based on the
knowledge of the market and tariffs in Western-European laboratories.”

The method of KPMG/TNO results in 25% more test costs.
Computer models ((Q)SARs) in stead of expensive animal testing

According to various authors especially expensive animal testing can be replaced by

alternative test methods, such as (Q)SARs, which will result in substantial savings. In
the EIA it is stated as:

“This leads to an estimated testing and registration cost of REACH (including €0.3 billion

Agency fees) of €2.3 billion in present value terms. On the one hand this may increase by
€0.9 billion if progress with validated (Q)SARs is slower than currently expected. On the
other hand, the lower limit of the range might be reduced by a further €0.4 billion if
progress on (Q)SARs is faster than currently anticipated.”

The part that (Q)SARs play is not thoroughly elaborated in the studies. In general the
study of the EC-JRC33 is referred to. In this study JRC states that there is not enough
certainty about the use of (Q)SARs to make them part of the cost calculations.

Therefore, it is an uncertain factor in the cost estimates, but can only result in lower

32
33

Study 18, NL, subreport page 44
Study 4, EC
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real costs than now estimated. In the extended impact assessment savings of €950
million by the use of (Q)SARs are assumed in spite of these uncertainties.
Knowledge on substances from other international procedures

There are more research initiatives within other frameworks, such as OECD and UNEP.
The largest initiative is the ICCA high production volume chemicals initiative, which is
part of the OECD HPV chemicals programme. This initiative will result in a lot of
information about substances that are manufactured in large quantities.

“It is assumed that the ICCA HPV Initiative will be providing base set data for high

production volume substances, even in the absence of REACH entering into force. Although
the data being provided under this initiative vary somewhat from what is required under
REACH, they are likely to fulfil most of the base set requirements and a significant

proportion of the registration file requirements. Because this initiative is on going and will
continue regardless of the implementation of REACH, it means that it should be factored
into the baseline for the assessment. In other words, the costs of undertaking any

necessary testing and hazard assessments associated with this initiative should not be
included in estimates of the costs arising from the various provisions of REACH “34

“Subtracting the costs of tests already carried out, on individual basis-in particular tests

carried out within the framework of the ICCA HPV (High Production Volume) initiative.”35
“For a total of 450 chemicals conclusions and recommendations have been finalised by the
OECD’s SIDS Initial Assessment Meeting (SIAM) in the OECD HPV Chemicals Programme,
of which 220 are contributions from the ICCA HPV Initiative.”36

Analysis of costs of testing

Gathering the necessary data on the substance is the first step in the course to

registration. These data can be derived from already executed researches or from
research that still has to be carried out. These data form an important part of the
technical file.

The Commission assumes that there are certain costs for carrying out the necessary
tests for registration. Sometimes these costs are adopted in the studies; sometimes
they are replaced by other estimates. The costs can be put under various

denominators. The first denominator illustrates the real costs per research. The second
concerns the costs of research that was already executed within other frameworks.
The third counterbalances the avoided costs of research that can be avoided by
cooperation. The latter one will be dealt with in subsection 7.2.

The conclusion of KPMG/TNO has a significant influence on the costs that have to be

made during the registration period of REACH. The real costs of tests will range from
100% to 125% of the estimation made in the Extended Impact Assessment. This

34

Study 27 (EC), page 32
Study 28 (FR industry), page 15
36
Quote ICCA: (http://www.cefic.be/activities/hse/mgt/hpv/progress.htm) summer 2004
35
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range is part of the uncertainty of the estimates made but is only one of the variables
at stake. The use of (Q)SARs is still uncertain and should therefore not be taken into
account.

As stated there are more research initiatives within other frameworks, such as OECD
and UNEP. After all the lack of (sufficient) information on many substances does not
only apply to the European Union. This resulted in a number of initiatives in which

companies carry out researches into the characteristics of substances, such as the
ICCA HVP programme.

For a part of the substances, especially those substances with a production of more

than 1,000 tons per year, a lot of the necessary information is already being analysed
and will become available in the short term. The related costs are made beyond the

influence of REACH, the results however, contribute to the reduction of research costs
for the companies.

Conclusion on costs of testing

The uncertainty on the possibility of using (Q)SARs means that the costs of testing are
estimated to about €2,400 million, taking the results of the HPVC programme into
account.
5.2.2

Direct costs: Chemical Safety Assessment
Findings on Chemical Safety Assessment

The costs for preparing a CSA vary from €8,000 to €30,000 dependent on the

production volume of the substance.37 The number of substances that needs a CSA is
estimated at 10,000. This is one third of the number of substances to be registered.
The costs for CSAs amount to about €190 million.
Analysis of the Chemical Safety Assessment

Chemical Safety Assessments (CSA) have to be executed for all substances that are

manufactured or imported in quantities of more than 10 tons a year. The size of these
assessments varies in proportion to the layout of the substance, whether or not it is
dangerous and the production volume. Provided information on the use of the
substance in the chain has to be used to draw up the CSA.

The chance for cooperation during drawing up a CSA is considerably smaller than for

carrying out earlier mentioned tests. The competitor gains an insight into the usages,
and that is competition sensitive information.
Conclusion on Chemical Safety Assessment

There is no discussion about the amount of costs concerning the drawing up of the
Chemical Safety Assessments. The total costs will be about €190 million.

The benefits of carrying out a CSA can be found further in the chain. Companies are
able to take risk restricting measures through which e.g. the health damage for

employees decreases. The information from a CSA is entered in the safety data sheet.
37

Study 18 (NL), subreport page 41
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5.2.3

Direct costs: Safety data sheets
Finding on Safety Data Sheets

The EIA38 estimates the additional costs for SDS at €250 million.

The annual costs for drawing up safety data sheets (SDS) already amount to about

€130 million in the Netherlands. KPMG indicates that the trade and industry will face
an increase of the annual costs during the REACH phase-in period. This can be
illustrated as follows

“The total annual direct costs as result of the current regulation amount to €143 million.
€132 million has already been connected to the safety datasheets.”39.

The direct costs in The Netherlands are also presented in the next figure.
Figure 5-1

Comparison of direct costs for industry in the Netherlands40

Direct costs for Dutch industry before,
during and after REACH phase-in
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REACH post phase-in

Idea41 states that a SDS has to be drawn up for each substance.
Analysis of Safety Data Sheets

The use of SDS is often obligatory already, but this will increase. This will result in
additional administrative tasks, but also in adjustments of the SDS with regard to
changes in the supply of substances or information on substances.
The assumption of Idea is not in accordance with article 29.
“Article 29 Requirements for Safety Data Sheets
38

Study 15 (EC), page 13
Study 18 (NL) main report, page 14
40
Study 18 (NL), page 15
41
Study 7 (BE, industry)
39
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1. Where a substance or preparation meets the criteria for classification as dangerous
in accordance with Directives 67/548/EEC or 1999/45/EC, the person responsible for
placing that substance or preparation on the market, whether the manufacturer,
importer, downstream user or distributor, shall supply the recipient, who is a

downstream user or distributor of the substance or preparation, with a safety data
sheet compiled in accordance with Annex Ia.”

This means that SDS is only obligatory for those chemicals that are classified

dangerous. Therefore the estimates of Idea for these costs are too high, especially as
far as the increase of costs is concerned.
Conclusion on Safety Data Sheets

Safety data sheets are an important cost item within the substances regulation, but

are no new cost item. As far as volume is concerned, no large shift will take place in
the future. The additional costs on SDS are estimated at €250 million.
5.2.4

Direct costs: Registration
Findings on Registration

Registration consists of the activities to be undertaken to complete the file and to

submit it to the central authorities. Costs are then made regarding man-hours and

agency fees. These are described in the EIA42 and amount to about €800 million, €300
million of which are agency fees.
Analysis of Registration

There are no discussions on the amount of costs involved with the registration. The

discussion focuses on the possibilities of cooperation and the potentially disclosure of
information. These subjects are dealt with in subsection 7.2.
Conclusion on Registration

The registration procedure will have an impact on the costs of €800 million.
5.2.5

Evaluation
Evaluation has not been specifically dealt with in the studies.

REACH has an evaluation step after the registration. In this step the file of the

substance is judged on completeness and sometimes the substance itself is judged as
far as its characteristics are concerned. In principle evaluation will only be carried out
for substances with a production volume of more than 100 tons a year and for

identified chemicals of concern. The costs of the evaluation are at the expense of the
member states, but they can ask the registrant for additional information.
5.2.6

Authorisation
Findings on Authorisation

42

study 15 (EC)
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The Dutch study43 and the UK study44 indicate that the costs per substance are
estimated between €50,000 and €55,000.
Analysis of Authorisation

A limited number of substances qualify for the authorisation procedure. It then

concerns substances with (very) dangerous characteristics. The estimated number of
substances involved is nearly 4,000. The registrant has to prove that sufficient

protective measures can be taken and that the substance has sufficient social value.
The onus of proof is with the registrant, which also results in an increase of costs
compared to the current system.
Conclusion on Authorisation

The estimated extra costs for industry for Authorisation are almost €200 million.
5.2.7

Additional costs for communication
In the study 18 (NL) an additional cost driver is pointed out. The industry has to invest
in building up the necessary knowledge about REACH and translating the requirements
of the new legislation to their specific situation. These are expected to be in the order
of € 250 millions in the Netherlands.

5.2.8

Conclusions on direct costs for industry
Summarizing, the direct costs of the registration process for companies in the EU are:
Direct costs of REACH for companies in the EU in the
Step

11 years period of implementation are:

Pre-registration
Test costs

Drawing up CSA

Drawing up SDS

Costs (millions)

€ 100

50 – 100

(millions)*

-

2400 – 3000 (ex QSAR)

€1,250*

€ 250

Depends on current

€ 250

€ 190

€ 800

Authorisation

€ 200

Total

EC estimate

€2,400

Registration
Evaluation

Range

PM

€3,940

150 – 250
costs

180 – 220

-

€ 800

-

€ 100

€2,400

*) Study 15 (EC) estimates €1,250 million using QSAR (950 million reduction) and

undefined other factors (200 million reduction). This results in their total of €2,400
million.

43
44

Study 18 (NL)
Study 27 (UK)
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At the moment the notification system applies to new substances. Under REACH new

substances that are produced in quantities between 10 to 1,000 kg will not have to be
registered. Manufacturers of these substances will therefore have a cost reduction.

This effect has been part of some studies, but not of all studies. After registration of

the substance an evaluation and an authorisation phase will follow in a limited number
of cases.

5.3

Indirect costs for industry

5.3.0

Introduction
In the various studies the indirect effects cause the highest costs for the industry.
Chemical producers and importers might decide not to supply certain substances

anymore to their customers because the value of the substance is too low for them

compared to the costs to register such a substance. This will affect the users of this
substance. They have to look elsewhere to buy the same substance, of have to

reformulate their product by using a similar but different substance. Another theme of
indirect costs is the time to market of introducing a new chemical substance.

In the studies mentioned in the table below the theme indirect costs is covered.
Nr. By (for)
2

EEB and WWF

7

IDEA Consult

12

15
18

5.3.1

(Environ.)

(Industry BE)

ADL (Industry DE)

EC (EC)

KPMG/TNO/Sira
consulting (NL)

22

ERM (UK)

28

Mercer (Industry FR)

Title

A new chemicals policy in Europe
new opportunities for industry
Business impact van de

ontwerpverordening REACH
Economic effects of the EU

Substances Policy (2002) and
supplements (2004)

Extended Impact Assessment
The consequences and

administrative burden of REACH
for the Dutch Business
Community

New European Chemicals

Strategy, UK Partial regulatory
impact assessment

Study of the impact of the future
chemicals policy

Downstream users: substitution and product withdrawal
Findings on downstream users: substitution and product withdrawal
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Manufacturers and importers can withdraw substances because they value the costs
for registering a substance too high compared to their profit margin. This will cause
economic effects for the downstream users because they have to reformulate their
products.

What are the expectations and consequences of the substitution of substances that are
no longer profitable in an economic or environmental way?

“These costs will result in a rationalisation of the product supply. It is obvious that

products will disappear. The Commission estimates that this will concern about 1 to 2% of
all products. However, we think that it will be more, given the results of the survey that

showed that about 30% of the products, subject to REACH, are threatened to disappear
from the product portfolio.”45

The EC estimates that 1 to 2% of all substances will disappear from the market.
Analysis of downstream users: substitution of and product withdrawal
The large differences in estimates can be explained by:


There is a difference between disappearance for environmental or economic



Some studies are based on interviews with individual companies. If an individual

reasons

company withdraws a substance, another company can take its place. This does
not result from interviewing individual companies.

Product withdrawal for environmental reasons

A limited number of substances have negative characteristics for the environment and
are subject to authorisation. As already described in section 4.1.5 some substances
with noxious characteristics can be applied in specific utilisations under certain

conditions. However, this also implies that such a substance can no longer be used in
other utilisations. The same applies to importers of these substances. However,

importers of (consumer) products are allowed to import products in which these
substances are used.

It is expected though that the exception for foreign import will be a transitional

situation. There will be general prohibitions introduced for very dangerous substances
in products.

Product withdrawal for economic reasons

A second reason, besides authorisation, through which products can be taken from the
market, is the consideration companies make themselves. Manufacturers and

importers of substances can decide that the costs for the registration procedure for a
certain substance do not balance the profits that can be made with the product.

Especially those products that are manufactured in small quantities could be taken

from the market, in spite of the fact that the registration requirements are less severe
than for products that are manufactured in large quantities.
45

Study 7 (BE, industry), page 49
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The manufacturers, who make many different substances in small quantities, are

expected to rationalise under pressure of REACH. For instance: a specialty chemical

producer makes blue pigment in three colours; he can decide to make only one blue
pigment in the future. This means that he has to deal with lower costs and that he

supplies his clients with the same pigment. Subsequently the client will have to deal
with an increase of costs, because he has to make a product with another type

pigment. Or the client will look for another producer that can supply the old type
pigment. In this way he can avoid the costs of reformulation.
Fastness of substitution

Above described problems are characterised as one of the larger problems in some
studies. The decision of a chemical producer to take a substance from the market
automatically influences the downstream users and might result in a loss of the

market. It depends on the fastness of substitution if downstream users can keep their
share of the market.

Moreover, there are studies that assume the trade and industry to be flexible enough

to switch to other substances and elements. Or the flexibility of producers of consumer
products or consumers themselves to switch to other products.

“It must be remembered that REACH will not diminish the market’s demand for products,
because the demands from consumers will still be there and will be met. Put at its

simplest, EU consumers will continue to purchase products – some products may leave the
market due to problems with the chemicals they contain, but consumers will purchase

other products that provide the same service. For example, if a manufacturer sells a chair,
which contains a chemical that is to be phased out, it will be up to that manufacturer – or
another – to provide a chair that does not contain this chemical. The public will carry on
buying chairs at the same rate, so the input of money into the retail and manufacturing
supply chain will remain constant. This key factor is ignored in many business impact
studies.”46

Many studies indicate that they cannot make validated remarks on the number of
substances that will disappear from the market.

“Having carefully considered both of these arguments, the Commission considers that

whilst some substances may be withdrawn from the market, their number is likely to be
limited and, in any case, considerably less than some have estimated.”47

”There is a number of indirect effects of REACH which refer to the reactions and the

behaviour of the manufacturers and importers and the effects on the downstream users,
which use a substance or a preparation in the course of their industrial or professional
activities. The available data and information do not allow for a quantification of these

46
47

Study 2 (Environ.)
Study 15 (EC), page 15
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indirect effects of REACH for the industry in the Netherlands.”48

Conclusions on downstream users: substitution of and product withdrawal


The total number of substances that will be withdrawn from the market vary

between 1% to 30%. This will lead to substantial costs for downstream users to
reformulate their products or to find a new supplier.



The number of substances that will be withdrawn from the market because of

health and environmental reasons is supposed to be small. (EU: 1-2%) But this

depends on the authorisation process, which is not clear yet. More information is
needed regarding the situation in which a certain substance is prohibited in a

specific use. This also applies to the seriousness of the arguments to prove the
social value.


The number of substances that will disappear for economic reasons, is hard to

determine. The used method of interviews results in overestimation. If companies
are asked whether or not they will withdraw a substance within the framework of

an impact study, there is a risk of strategic answers. Moreover, another company
that has not been interviewed can see a clear market opportunity if a substance
disappears.


Even if a manufacturer would decide to withdraw a substance for economic

reasons, downstream users can jointly take care of the registration. This way it
can still be attractive to make a substance



Studies who base their conclusions only on interviews with individual companies
overestimate the amount of the substances that will be withdrawn from the
market.

5.3.2

Time to market
Findings on time to market

One of the most important arguments for the high costs in the studies, which have

been carried out by the industry, is the additional time REACH will imply on the trade
and industry. It does not only concern the time companies have to use to draw up

files. This aspect has already been dealt with in the section on registration. It really

concerns the time authorities need during the process. Some studies show that this
time can result in the fact that European manufacturers can market their products
later, which gives competitors from outside the EU the opportunity to take an
advantage and to gain a market share.

"The time demand for the registration/authorisation procedure is also highly relevant. This
scenario variable particularly affects innovative industries, since for these even a slight

48

Study 18 (NL), page 3
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short delay in market entry represents a considerable competitive disadvantage.”49

Analysis of time to market

Study 12 (DE) and study 28 (FR) give a sketch of long-term delays as far as

evaluation of substances is concerned. They make a comparison with a scenario of no

time loss. This is not a right comparison. The time it takes to bring a new substance on
the market under REACH has to be compared to the current situation. Then we are

able to see whether or not the evaluation period becomes shorter for the authorities.
The waiting period is shortened to three weeks for the registration (article 19,
paragraph 1).

Conclusions on time to market


Time to market is an important topic. The right comparison should be made
between the time it takes in Europe under REACH versus the USA or Asia.

Information about this lacks, which makes it impossible to say that it takes less
time in the economic blocks outside the EU.


An essential condition to gain a market share is to be able to bring new products
to market on time. We think that REACH is more a progress than a decline

compared to the current legislation in Europe. However, it can happen that a lot of
data are generated (for the old substances) because of REACH, which may result
in a blockage in the member states and the Agency regarding the evaluation of
new substances.

5.4

Information in the supply chain
REACH starts from information supply throughout the chain. This means that

information about substances must go from the manufacturer to the downstream

users en final users and vice versa. After all the manufacturer has to indicate during

the registration what the substance will be used for. A lot of discussion on this element

of REACH has been part of the studies. The discussion is often about the confidentiality
of data and the willingness to supply the information.
5.4.0

Preparation of SDS by downstream users
Besides the SDS made by the manufacturer on behalf of the registration, also the
downstream users will have to make a SDS of their preparation if this is not yet
covered by the separate SDS.

Article 29 – Requirements for safety data sheets

It is recognised that to prepare an SDS for a preparation containing many registered
substances could be a complicated exercise. The option is therefore open for those

preparing SDS for a preparation to carry out a CSA for the preparation as a whole and for
the SDS to reflect this CSA rather than the individual CSAs for all registered components
of the preparation.
49

Study 12 (DE, industry), page 3
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In fact this indicates that the producers of the preparation can chose the subject of his
SDS. This way he can control the costs himself as well as keep the information.
5.4.1

Confidentiality and disclosure of vital information
Study 12 (DE) describes a number of negative effects of REACH. An important effect is
‘Know-how drain due to duty of disclosure’.50 This is dealt with in various cases.

“A compulsory statement on the part of Osram that certain substances are used in LEDs
would be critical since the competition could draw conclusions from this about the

processes used. This could prove to be an enormous burden and could lead to the transfer
of production segments but not of production as a whole.”51

Manufacturer of lamps, OSRAM, is described in the value chain of the electronics and

electrical industry. OSRAM manufactures LEDs (Light-Emitting Diode) and is afraid that
the competition can copy the production process on the basis of information on applied
substances.

A second example concerns the solder paste in the assembled printed circuit board
industry (company Bosch). Completely giving up the composition will result in the
pastes disappear from the market.

“…the composition of the solder pastes is important for the process capability and an
optimal choice is therefore of great importance since serious problems may occur
otherwise.”52

“Finally, an extreme duty of disclosure could lead to a complete loss of pastes. If, for

example, it were only necessary to disclose the main components of solder pastes, this
would be less critical since they are already known from the safety data sheets.”53

5.4.2

Analysis of confidentiality and disclosure of vital information
The examples illustrate that there are worries about the possibility to keep confidential
information confidential. Therefore, it is very important to look very precisely at the
proposal of the regulation of REACH of October 2003. This proposal contains
adjustments to the White Paper of 2002. First of all we look at article 116
confidentiality.

“Article 116 Confidentiality

1. The following information shall not be considered as confidential:
(a) the trade name(s) of the substance

(b) the name in the IUPAC Nomenclature, for dangerous substances within the meaning of
Directive 67/548/EEC
50

study 12 (DE, industry), page 16
study 12 (DE, industry), page 123
52
study 12 (DE, industry), page 127
53
study 12 (DE, industry), page 128
51
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(c) if applicable, the name of the substance as given in Einecs

(d) physicochemical data concerning the substance and on pathways and environmental
fate;

(e) the result of each toxicological and ecotoxicological study

(f) any derived no-effect level (Dnel) or predicted no-effect concentration (Pnec)
established in accordance with Annex I

(g) if essential to classification and labelling, the degree of purity of the substance and the
identity of impurities and/or additives which are known to be dangerous

(h) the guidance on safe use provided in accordance with section 4 of Annex IV

(i) the information contained in the safety data sheet, except for the name of the

company/undertaking or where the information is considered confidential by application of
paragraph 2

(j) analytical methods if requested in accordance with Annex VII or VIII which make it

possible to detect a dangerous substance when discharged into the environment as well as
to determine the direct exposure of humans

(k) the fact that testing on vertebrate animals has been carried out.

2. The following information shall be considered as confidential, even if no declaration in
accordance with Article 115(2) is made:

(a) details of the full composition of a preparation

(b) the precise use, function or application of a substance or preparation

(c) the precise tonnage of the substance or preparation manufactured or placed on the
market

(d) links between a manufacturer or importer and his downstream users.

In exceptional cases, where there are immediate risks to human health, safety or the

environment, such as emergency situations, the Agency may disclose the information
referred to in this paragraph.

3. All other information shall be accessible in accordance with Article 115.

Article 116 clearly indicates that certain information can remain confidential. It

concerns that piece of information that may threaten the competitive position of a

downstream user. They do not have to explain which proportions of substances they
used for their preparation. They even do not have to reveal the exact composition;
they only have to indicate that registered substances are used. Moreover, it is

important that REACH is not completely new as far as the exchange of information to
clients is concerned. There is already the Preparations Directive 88/379/EEC, stating

requirements for the information to be exchanged. In this directive it is indicated that
the label of the preparation will have to reveal which substances are used in the
preparation above a certain level.

It is different for importers. They are responsible for the registration in the EU and will
have to ask all details from e.g. their American manufacturer. Manufacturers may

consider this a risk, because an importer could pass on this knowledge to third parties.
It is also possible that the American manufacturer registers its preparation itself and
not the importer. This way they can keep their business secrets to themselves. The
requirements from the preparation directive do apply though.
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As has been indicated above, confidential information does not have to be

communicated to third parties, but it has to be available to the Agency though. If third
parties, such as competitors or consumers, ask for this information, article 115 on the
access to information will become effective.

Article 115 sub 2 shows that downstream users and importers do not have to give up
confidential information, on condition that they can prove that they might suffer
economic damage from this.

Article 115(2) – Access to information

Whenever a request for access to documents is made under Regulation (EC) No

1049/2001 to the Agency, the Agency shall perform the consultation of the third party
provided for in Article 4(4) of Regulation (EC) No 1049/2001 in accordance with the
second and third subparagraphs. The Agency shall inform the registrant, potential

registrant, downstream user, applicant or other party concerned of this request. The party
concerned may submit a declaration within 30 days identifying the information covered by

the request which he considers being commercially sensitive and disclosure of which might
harm him commercially and which he therefore wishes to be kept confidential from all

persons other than the competent authorities, the Agency and Commission. He shall give a
justification in each case. Such a declaration shall be considered by the Agency, which

shall decide, on the basis of the justification, whether to accept this declaration before

deciding whether to grant the request for access to documents. The Agency shall inform
the party concerned who may, in accordance with Articles 87, 88 and 89, appeal to the

Board of Appeal against any decision by the Agency not to accept the declaration, within
15 days of that decision. Such an appeal shall have suspenseful effect. The Board of
Appeal shall decide on the appeal within 30 days.”

5.4.3

Conclusion on confidentiality and disclosure of vital information


Confidentiality of the exact product formulation and the production processes are



In the REACH proposal of October 2003 necessary provisions are taken to protect



Clarifying up front what the criteria are of the Agency to judge the justification of



The huge economic effects in some studies, which occur because of the lack of

vital for competitiveness of business.

confidential information.

business which information is commercially sensitive can strengthen the proposal.

confidentiality are not valid (anymore), because of the provisions in the legislation.
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6 Economic effects

6.1.0

Introduction
In this chapter we will describe the macroeconomic effects. About one third of the

studies has tried to calculate the costs at the level of a member state or even for the

EU as a whole. The results are very different, which can be explained by the different
assumptions made.

In the second paragraph the effects of REACH for the competitiveness of the EU

industry in the global market are analysed. Also the differences in the EU between the
member states are presented.

The last part of this chapter deals with the economic effects on Small and Mediumsized companies (SMEs) compared to larger companies.

6.2

Macroeconomic effects

6.2.0

Findings on macroeconomic effects
In twelve studies calculations are made of the economic effects of REACH.

In the table below we will first explain the columns. A division is made between direct
and total costs. The direct costs include the costs of registration and testing for

manufacturers and importers. The total costs are the sum of direct costs and indirect

costs (which are the costs for downstream users). Some studies only present costs for
one country, for instance Germany. You can find them in the column with the label 1

MS (one member state). Other studies have calculated figures for the EU-25. And then
there is an example of a study that presents the costs for one branch of industry, the
printing industry at European level. The loss of jobs is only quantified in two studies.
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Nr.

By (for)

1 Joan Canton and CH.
Allen (EC)
7 IDEA Consult (Industry
BE)
12 ADL (Industry DE)

Title

A Microeconomic Model to Assess
the Economic Impacts of the EU's
New Chemicals Policy
Business impact van de
ontwerpverordening REACH
Economic Effects of the EU
Substances Policy (2002) and
supplements (2004)

15 EC (EC)

Extended Impact Assessment

16 Ministry of economy and
labour Poland (PL)

Impact Assessment of the REACH
system on the chemical industry

18 KPMG/TNO/Sira
consulting (NL)

The consequences and
administrative burden of REACH for
the Dutch Business Community

22 ERM (UK)

New European Chemicals Strategy,
UK Partial regulatory impact
assessment
REACH: Cost Impact Assessment
for the European Printing Ink
Industry

26 EUPIA - CEPE (Industry)

27 RPA and Statistics
Sweden (EC)

28 Mercer (Industry FR)

32 Inherent Engineering Oy
and the Research
Institute of the Finnish
Economy ETLA (FI)
34 The Ministry Of Industry
And Trade, Czech (CZ)
36 Frank Ackerman and
Rachel Massey (DE and
environ.)

6.2.1

direct
costs
1 MS

total
costs EU

jobs 1 MS

in mln.

2.8 - 3.6

0.155 0.2
43 - 51
=
2.7 -3.3
% of
GDP

1 - 1.23

2.3

2.8 - 3.6

0.340 0.6
0.46

0.773

3.6

0.631
for the
printing
ink
industry

Revised Business Impact
Assessment for the consultation
Document, Working paper 4 (and
the older study on BIA june 2002)
Study of the impact of the future
chemicals policy

12.9 26.6

28
= 1.6%
GDP

The Impact of the New EU
Chemicals Legislation (REACH) on
Industry and Economy (Finland)
The REACH System Impacts On
The Industry Of The Czech
Republic
The True Costs of REACH

total
direct
costs
costs EU
1 MS
in ! bln.

0.36

0.467

0.05 0.17
3.5

5.3 - 8.1

Analysis of macroeconomic effects
Direct costs
Seven studies have calculated direct costs. These are quite comparable as might be
expected. In chapter 5 on costs for industry the range of the direct costs appeared to
be quite small. Some of the studies, for instance study 7 (BE, industry) uses the figure
of €2.3 bln. for the whole EU and calculates the share of the Belgium chemical industry
to come to direct costs of €1.55 – 2.0 bln. for Belgium. The small difference in direct
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costs between the various studies can be explained. Some studies have used different
costs for testing. The main difference in the direct costs though can be found in the

difference between researchers, who base themselves on interviews with the industry
that indicates that there will be (hardly) no cooperation to test and/or register as a
consortium.

Indirect costs

The studies show a very wide range in the total costs. The EC calculates these total
costs for the EU at €2.8 – 3.6 bln. This is the lowest estimation. In two studies,

commissioned by industry, the costs in Germany alone are estimated at €43 – 51 bln.
and in France at €28 bln.

The various studies can be divided into two categories. Studies that predict dramatic

effects and studies that show more moderate effects. The table and the quotes show

enormous differences between the economic effects of the different studies. We have

divided the quotes into dramatic and moderate effects. What causes these differences?
Explanation of the differences

However, the most important factors that determine the differences in the

macroeconomic results are the indirect costs and the domino effect in the entire value
chain.

“The economic impact remains much higher than the cost of the tests due to the reaction
of the actors and the "domino" effect on the entire chain.”54

The most important cost drivers of indirect costs are


Substitution and substance withdrawal



Time to market



Confidentiality

Substitution and substance withdrawal can have major impacts on the costs of REACH.
If a lot of substances would disappear from the European market, this can result in a
loss of market share. In the studies 12 (DE) and 28 (FR) producers from outside the
EU-25 will fill in the gaps of demand by supplying finished products. Other studies

have pointed out that it is very difficult to estimate the amount of substances that will
be withdrawn. We concluded that interviewing individual companies is not the right
method to establish an objective figure. It is a matter of believes how flexible

European companies will be to find substitutions and reformulate their products.
Paragraph 5.4.1 shows that confidentiality is an important item. We concluded that in
the latest proposal of REACH provisions are taken to protect confidential information.
Still, there can be fear of losing information in the REACH-process. It is not easy to

predict the future behaviour of companies. Will they cooperate or are they afraid to

share information? What will importers and producers outside the EU-25 do? Do they
stop supplying the EU-25 out of fear of losing competitive information or won’t they?
54

Study 28 (FR, industry), page 3
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The predicted time loss of registering new substances might be crucial for getting a
market share. In paragraph 5.3.2 the theme ‘time to market’ was discussed. We
described the risk of the huge amount of information that the authorities should

process. If the registration of new substances will be delayed this would cause trouble.
Nonetheless, the REACH proposal does not raise new barriers for new substances
compared to the current legislation.

The studies 12 and 28 are based on bottom-up approaches. On the three mentioned
topics (substance withdrawal, confidentiality and time to market) they take negative
answers as their starting points. Then they calculate the economic loss in some

industrial sectors (especially for downstream users). The second step is to extrapolate
these findings to the entire manufacturing sector. And finally another extrapolation is
made to the economies of Germany and France. By adding extrapolation on

extrapolation the huge figures of loss of GDP (range from 1.6% to 3.3 %) and losses
of jobs (360,000 in France and 1,000,000 to 1,230,000 in Germany) are calculated.
This methodology of extrapolation has caused a lot of criticism. In Germany a
conference was organised by the Federal Environment Agency to discuss the
methodological problems of study 12 by ADL.

“On the whole the discussion made it clear that the bottom-up method chosen by ADL is
not a suitable methodology for realizing absolute magnitudes via macroeconomic

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 therefore

cannot be a sound basis for the macroeconomic evaluation of EU chemicals policy.” Study
20, page 15

6.2.2

Conclusions on the macroeconomic effects


Some studies quantified economic effects. They estimate, using scenario’s a loss of
some billions euros for the EU as a whole to hundreds of billions euros (dozens of
billions for some large member states).



The studies that try to quantify economic effects do not differ form other studies
with regard to their estimates of the direct costs. But the big differences are

caused by indirect costs. The three cost drivers of possible indirect costs are:
substance withdrawal, confidentiality and time to market.


Only two studies predict a loss of jobs. These predictions are quite dramatic and

vary from 360,000 jobs in France to 1,000,000 – 1,230,000 in Germany. This job
loss is connected to the assumed high indirect costs and the economic effects.



The most important explanations for the estimated high indirect costs and the loss
of jobs are the assumptions made in these studies concerning substitution and

substance withdrawal, confidentiality and time to market. The extrapolations of the
effects of these three topics in a few economic sectors to the whole economy lead
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to high costs. For all three topics different views exist:
Substance withdrawal

In earlier sections we indicated that we expect that some studies have

overestimated the number of substances that will be withdrawn from the market.
An interview with individual companies is not the right method for this.
Confidentiality

Confidentiality is an important issue for the competitive position. The REACH

proposal of October 2003 contains sufficient guarantees for confidentiality. But the

EC can be clearer about this and communicate the way disclosure of information is
arranged. The costs that are calculated for this are in some studies overestimated
according to our opinion.
Time to market

An essential condition to gain a market share is to be able to bring new products
to market on time. We think that REACH is more a progress than a decline

compared to the current legislation in Europe. However, it can happen that a lot of
data are generated (for the phase in of old substances) because of REACH, which
may result in a blockage in the member states and the Agency regarding the
judgement of new substances.



Our conclusion (ECORYS/OAG) is that we criticize all three above-mentioned

assumptions. The business community is quite dynamic and we suppose a high
rate of substance substitution. And the proposal of October 2003 provides

solutions for confidentiality and time to market. This leads to the conclusion that

the dramatic economic effects of REACH (total cost of several hundreds of billions
and severe job loss) are not very likely.

6.3

Competitive position worldwide and in the EU

6.3.0

Introduction and Findings on the competitive position worldwide and in the EU
Only in a few studies the economic effects of REACH for the competitive position of

industry in Europe compared to global players is briefly analysed. The findings show a
loss of competitiveness of the European chemical industry on markets outside the EU.

The explanation is that companies in USA and Asia do not have to make costs induced
by REACH, as long as they do not export to the EU. On the foreign markets they have
a cost advantage.

“There is significant potential for loss of markets (in both chemical production and use) to
companies outside the EU….. Customers will therefore tend to purchase substances from

non-EU suppliers, whose prices will not have increased as a result of REACH. In practice,

the extent to which a loss of markets to non-EU competitors will occur will depend upon a
number of factors. These include the price-sensitivity of products, the real effects of

rationalisation on product performance and the importance of proximity to customers
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(either for co-operative product development or ‘just-in-time’ delivery). The scale of
impacts will also depend upon the regime for control of the risks associated with
substances in articles.” (study 27, EC, page 108)

We have not seen studies that cover the theme of the special position of the new

member states. In the studies commissioned by the member states the focus is on the

way REACH will work. Information is given on the composition of the chemical industry
in the countries (for instance Lithuania, Poland and Hungary). But not much evidence
is given about the effects in the new member states on issues like:




What type of legislation was valid before the current EU legislation was

implemented? How high are the costs of implementing the current EU-legislation.
and will REACH substantially add to these costs?

What is the competitive position of the chemical industry and downstream users in
the new member states?

Because the information about the competitiveness was not yet widely available, the
analysis below is ours.

Analysis of the competitive position

From the structure of the worldwide chemical industry it is to be concluded that the EU
is by far the most important player (see chapter 3). The question is whether or not

REACH influences the worldwide division of the chemical industry or downstream users
in other branches of industry.

In an economic break-even model the starting point is that the sale of products to the

consumer remains the same. This means that the consumer will keep buying the same
amount of cars, chairs, food etc. In almost all products substances from the chemical
industry have been processed or chemicals have been used in the product chain. If

substances will disappear because of REACH, other substances will take their places.
Competition in the EU with regard to chemical substances

An advantage of REACH for the chemical industry in Europe can be seen in operating

on the EU market. This is the most important market for European companies, even if
the EU is the largest exporter of chemical substances. REACH has to be compatible

with the WTO-regulations. Nonetheless, REACH can be considered from an economic
point of view as a technical trade barrier for companies outside the EU-25.

“REACH will have clear impacts on companies in the United States and elsewhere wanting

to sell products in Europe. This is particularly true for chemical producers who will have to
comply with REACH rules for registration and authorization. However, U.S. companies

have been complying for some 20 years with European requirements for testing of new
chemicals, which are similar or even in some cases more stringent than what would be
required under REACH.” Study 21 (USA, page 144)

REACH asks manufacturers (through the importers) of chemical substances outside

Europe to meet the European regulations. They will face the same costs for registering
substances. And these foreign manufacturers can try to pass costs on to the European
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consumers. Given the assumption that their market share on the European market is

smaller than that of European manufacturers, the foreign manufacturers will stick with
some of the costs. have to spread the costs implementing REACH. A (limited) number

of non-EU manufacturers may decide not to meet the registration requirements by not
supplying the EU. However, we think that this is a small advantage, because the
European market is too important to neglect for many non-EU manufacturers.
Competition outside the EU with regard to chemical substances

Manufacturers outside the EU have an advantage on the markets outside the EU,

because they do not have the costs of REACH (as long as they do not export these

substances to the EU). This implies a disadvantage for exporters of chemicals from the
EU to markets outside the EU.

Competition in the EU with regard to (final) products

REACH deals with the level of substances. For final products that are imported in the
EU, REACH only makes demands regarding those substances in products that are

meant to be released. This only applies to a limited part of the products, especially
preparations of chemicals. This means that there is a competitive advantage for

manufacturers outside the EU to bring their finished products to the market without
the costs for REACH. This competitive advantage depends on the share of costs of

REACH in the costs of production. For more expensive goods the costs of production

consist to a limited extent of REACH costs. The advantage for foreign manufacturers of

finished products might have effects for downstream users of chemicals in Europe. And
also it might have an impact on the importers. They will import less substances and
preparations of chemicals, and more finished products.
New member states

The ten new member states have a relatively small chemical industry compared to the

EU-15. However, the chemical industry is important in the economic structure of some
of these new member states. The average size of the companies in the new member
states is smaller than in the EU-15 and this competitive position is often fragile. The

costs of REACH are high for these companies, because they sell smaller volumes than
the chemical companies in the EU-15. This means that balancing the costs in the
product price is much harder.

A second issue is that the new member states have much less experience with the

introduction of complicated regulations in the field of chemical substances than the EU15. The change is large for the government and the companies. The new member

states have been (and still are) quite busy to implement the current legislation and

soon they have to implement REACH. Timely preparation and good information about
REACH is very important to have the introduction go smoothly.

The situation is also complicated for downstream users in the new member states.
They often work at a smaller scale. If their chemical suppliers will take certain
chemical substances from the market, they will run into trouble soon.
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6.3.1

Conclusions on the competitive position worldwide and in the EU


The competitive position of the EU chemical industry and the downstream users is



For competition for chemical substances on the EU-market REACH can be

not an issue in many studies.

considered a technical trade barrier, which give European manufacturers an
advantage.



Manufacturers outside the EU have an advantage on the markets outside the EU,
because they do not have the costs of REACH. This implies a disadvantage for
exporters of chemicals from the EU to markets outside the EU.



Manufacturers outside the EU can bring their finished products to the market

without the costs for REACH and this decreases the competitive position of EU
downstream users. It depends on the share of the costs of REACH in the total
costs of production if this results in loss of market share.



The average size of the companies in the new member states is smaller than in the
EU-15 and their competitive position is often fragile. The costs of REACH are high
for these companies, because they sell smaller volumes than the chemical
companies in the EU-15.

6.4

SMEs (small and medium-sized business)

6.4.0

Introduction
Small and medium-sized

enterprises are frequently
mentioned in the various
studies. Important to

present in all types of

industry. So we would like
to address the effects of
REACH for SMEs, which

manufacture chemicals,

which import substances of
products, and which are

downstream users. But the

MANUFACTURERS

IMPORTERS

DOWNS TREAM USERS

BUSINESS
SOCIETY

SMALL MEDIUM SIZED

realise is that SMEs are

co
sts
be
ne
fits

co
sts
be
ne
fits

available studies mainly

gave information on the differences in effects for SMEs and large companies in the

chemicals sector. In this paragraph, especially in the findings, we will concentrate on
the manufacturers of chemicals.
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6.4.1

Findings on SMEs
In the studies effects of REACH on SMEs are described.
Nr. By (for)
7

21

IDEA Consult

(BE, industry)

Geiser, K. and
J. Tickner

(Environ. USA)

Title

Effects on SME

de

business jeopardized. IDEA p 31

Business impact van
ontwerpverordening
REACH

A lot of the SMEs see their opportunities to stay in

New directions in

Particularly concerning are impacts to small and

policies, Drivers,

chemical manufacturers that make small batches of

European chemicals
Scope, and status

medium-sized industries (SMEs) and specialty

chemicals for short periods of time. Alternatives can
take time to develop and their performance might

not be as good. There is also the chance of a shift in
production to Asia or elsewhere where costs of

compliance are lower. It is hoped that requirements
to apply the system to imports would help reduce

impacts, though if a chemical is brought to the EU in
a preparation (not raw chemical) then there is no
cost of registration to the raw material
22

ERM (UK)

New European

Chemicals Strategy,

UK Partial regulatory
impact assessment

manufacturer. (Study 21, USA, page 123)

The findings indicate that small and medium-sized
producers of specialty chemicals have particular
concerns about REACH, and that the viability of
many of these companies may be jeopardized.
There will also be major impacts on large

companies, particularly those with complex
25

Nutek (SE)

Reach EU's förslag
till nya

kemikalieregler

manufacturing operations. ( page 56)

Small and medium-sized manufacturers and

importers are to a greater extent affected by

REACH, since they have smaller volumes to divide
the costs for registration and testing among. The

impacts on small and medium-sized enterprises will
generally be larger than those on large companies.

The large companies have quite different resources
for engaging sufficiently skilled people. Study 25
27

RPA and

Revised Business

Sweden (EC)

for the consultation

Statistics

Impact Assessment
Document

page 3

One large manufacturer has spent several months

and a considerable amount of staff time developing
a database for each of its (several hundred)

products setting out: the likely testing requirements
under REACH; the extent of information already
available; and the likely costs of the additional
testing required. For smaller specialty

manufacturers, which may also have a large

number of products, the resources and expertise
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available to assess product lines, establish likely
test requirements and carry out the necessary

analyses are likely to be limited. These smaller

manufacturers are also unlikely to have the inhouse skills. (page 104)

6.4.2

Analysis of SMEs
SMEs in the chemicals sector

SMEs with less than 250 employees represent more than 95% of the companies in the
EU chemical industry in 2000, accounting for 30% of the production value and 36% of
the employment.55

Number of chemicals produced by respondents each year (in % of responses)56

Quantity Large companies
in t/y
< 50
50 - 100
100 - 1000
> 1000

36
12
35
17
100

SME
48
20
28
4
100

In the table above we see an analysis of the portfolio of large and SME companies in
the chemicals sector. It shows the number of chemicals they produce in different

tonnage bands. It can be concluded that small and medium-sized companies produce

more substances in low quantities compared to large companies. This can be explained
as follows. In the basic chemical industry economies of scale are important, because

the competition is mainly on price. In Europe we have a couple of very large producers
of basic chemicals. SMEs are often found in producing fine chemicals, with smaller
tonnages, but with a higher margin.

REACH requires more testing for substances produced in high volumes compared to

substances in lower tonnage bands. The high volumes more than compensate these
higher costs. In the table below the costs of registration are shown for the different
tonnage bands. The costs of registration for substances between 1 and 10 tons are
much larger than for the substances over 10 tons. This is major reason why the

studies (see the findings at the beginning of this paragraph) depict a black picture of
the effects of REACH on SMEs.

55
56

Study 15, EC, page 6
RPA and Statistics Sweden Assessment of the Business Impact of New Regulations in the Chemicals Sector, june 2002,
page 23
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Costs per ton registered substance in € (Study 27, EC, page viii)57

Phase-in Full registration

> 1 t/y
41,470

>10t/y
6,206

>100t/y >1,000 t/y
2,872
471

Large companies might have more information about their substances than SMEs. For
some large companies this is true, but the general picture shows that the differences
are small.

The key issues with regard to differences between the SME and larger company
manufacturers and importers are as follows:





the greater percentage of substances is placed on the market by SMEs that
produce volumes under 1 t/y (18% for SMEs compared to 6% for larger
companies);

marginally lower levels of test data held by SMEs on chemicals placed on the
market and for intermediates;

the greater importance placed on low volume substances in terms of their value to

the company, although interestingly a higher percentage of turnovers is considered
to be linked to low value products by SMEs (21%) than for larger companies
(17%).58

In the studies no distinction has been made between large and SME companies for the

importers of chemicals. A lot of the importers will be small and medium-sized and they
face at least the same problems as the SME manufacturers in Europe. They depend on
information from their producers.
SMEs and downstream users

The downstream users are in the majority of the studies not divided into SMEs and
large companies. An exception is study 27 (EC). In this study a questionnaire was
used.

The conclusions on the use of chemicals are:

Heavy users of chemicals (tonnage of substance used) can be found in sectors:


Agriculture



Metal products



Foodstuffs

A high number of substances is used in the sectors:


Coatings



Electrical



57
58

Cosmetics
Textiles

These costs are based on the internet consultation version. They might be lower for the October 2003 proposal.
Selection of issues form RPA and Statistics Sweden Assessment of the Business Impact of New Regulations in the
Chemicals Sector, june 2002, page 100
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For the majority of the sectors, respondents have indicated little difference between
consumption patterns for large companies versus SME companies.

Not all the usage of chemicals by downstream users will involve higher costs because
of REACH. Some sectors use a lot of substances in volumes less than 1 t/y.
Large companies (percentage of their use is < 1 t/y):


Cosmetics (65%)



Metal products (50%)





Electrical (55%)

Photographic (62%)

Pulp and paper (51%)

SMEs (percentage of their use is < 1 t/y):


Agricultural (biotechnology) (80%)



Plastics (54%)



6.4.3

Oil products (51%)

Conclusions on SMEs


All studies that write about SMEs roughly draw the same conclusion: Small and
medium-sized manufacturers and importers are to a greater extent affected by

REACH, since they have smaller volumes to distribute the costs for registration and
testing on.


Small and medium-sized companies in the chemicals sector produce more



The costs of registration REACH for substances between 1 and 10 tons are much



For the downstream users it is difficult to give the findings of the studies, because

substances in low quantities compared to large companies.

larger than for the substances over 10 tons.

not much attention is given to differences between large companies and SMEs. The
available information shows that large companies and SMEs are present in the

same sectors. The sectors which use a large number of substances might face high
costs of REACH and will be found in the sectors: coatings, cosmetics, electrical and
textiles.
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Quotes on the economic effects
Dramatic effects

“The effects for the German industry of implementing the new legislation draft are

estimated as a loss of between 2.7% to 3.3% in gross added value, which is equivalent to
a loss of between 1,000,000 to 1,230,000 jobs. These numbers still show the strong
influence of the new EU Substances Policy on the German industry.”59

“The overall impact for France of the implementation of REACH over 10 years is estimated
to be an annual drop 1.6% of GDP or 28B€. The impact in terms of jobs will be a loss of
360,000 in 10 years time (1.5% of the working population) for the entire economy. The
cumulative drop in investments over 10 years is estimated at 52 B€.”60

Total costs are estimated in the range of €340 – 600 million (however taking into account
other sources of information, these costs may even be 5 times higher), in big chemical

companies about 5 – 10% of employees may lose their jobs resulting from shutting down
unprofitable plants. Study 16, page 2

The expected burden caused by the current REACH proposal will not only have severe

consequences for the European printing ink industry but also downstream along the supply
chain, for the various printing and packaging industries. Study 26, page 4
Moderate effects

In the “normal expectation” case, the costs to downstream users of the introduction of
REACH are assessed to be in the range €2.8 – 3.6 billion. These costs will occur in the
form of higher chemical prices resulting from the passing through of testing and

registration costs and as a result of the additional substitution costs for downstream users
of chemicals in finding potentially higher cost or less-effective replacements for those

substances removed from the market. In the “higher substitution cost” scenario, the costs
to downstream users of the introduction of REACH are assessed to be in the range of €4.0
– 5.2 billion. From a macroeconomic perspective, the overall impact in terms of the
reduction in GDP is likely to be very limited.61

However, while most estimates of the direct costs are below 0.1% of one years GDP in the
EU, both these studies (ADL for German industry and Mercer for French industry) have

inflated these small numbers to yield final impacts of roughly 3 – 10% losses of GDP in

Germany and France, in effect a “multiplier “ of at least 30 – 100 times direct costs. There
is simply no evidence that advanced industrial economics are hypersensitive to minor
administrative costs to this extent. Study 11, page 18

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 the European industry. Study 36, page 2
59

Study 12 (DE, industry) 2004, page 3. The loss of 2.7% gross added value GDP and 1.000.000 jobs relate to a scenario with
clear protection of know-how. The higher numbers correspond with a scenario with potential know how lost.
60
Study 28 (FR, industry), page 3
61
Study 15 (EC), pages 19 and 20

The impact of REACH

87

The impact of REACH

88

7 Conclusions

7.1

Conclusions on the European chemical industry
1) The European chemical industry is in worldwide perspective very important. The

exports from EU exceed imports. Within the EU the big eight are Germany, France,
United Kingdom, Italy, Belgium, Spain, the Netherlands and Ireland. REACH will

increase costs of the fine chemicals industry. This will affect industry in Germany,
France, United Kingdom, Italy and Spain. The new member states have a small

chemical industry compared to the size of the EU-15. The imports in the EU are
substantial and importers will face consequences of REACH.

7.2

Conclusions on benefits for society
2) There is considerably less research carried out into the benefits of REACH with

regard to health and the environment than into the impact of REACH on the trade
and industry.

3) It is hard to determine beforehand the benefits for health and the environment,

because REACH is to be introduced due to the lack of knowledge about the hazard

of chemical substances. It is unknown how many substances are hazardous, which

substances will disappear from the market and which risks will be reduced. Besides
that, the size of the effects of chemical substances on health and the environment
is not precisely known.

4) The eight studies all show that REACH has the potential to reduce the exposure of
employees, society and the environment to hazardous chemical substances. This
will result in benefits, of which the volume cannot be precisely determined.

5) Various methods have been used to determine the effects for health and the
environment:

a) An analysis of time saved between the establishment of dangerous properties
of substances and the moment risk reducing actions are taken. REACH will
result in faster action.62

b) An estimation of the number of illnesses, which are caused by exposure to
chemicals and different models to calculate the benefits of reducing illness
through REACH.63.
62
63

Study 31 (EC)
study 35 (Environ.)
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c) A calculation of the costs for undoing the damage caused by substances that
are released in the environment. Sanitation afterwards appeared to be
expensive.

6) The four most important reasons for the strong range of estimates are the
assumptions made with regard to:

a) The extent to which exposure to chemical substances results in health
damage.

b) The extent to which REACH is effective and reduces this exposure.
c) The economic valuation for health by people.

d) The value that has to be attached to the survival or extinction of a species in
nature.

7) The estimates in the studies show that the benefits for health are likely to be

dozens of billions up to and including the year 2020. In a conservative scenario, in

which only the avoided health costs are taken into account, the benefits amount to
less than €10 billion. In an extreme variant the benefits can even exceed €200
billion. If the benefits for the environment are added to these estimates, this
means that the benefits of REACH will be raised with an unknown amount.

7.3

Conclusions on the costs for society
8) The costs for society first of all consist of the increase of product prices, because

the industry will try to pass the costs on to the consumer. Given the large number
of consumers in Europe and the fact that we all buy products in which chemical

substances are used, the costs will be spread among all the consumers of the EU25.

9) The citizens of Europe will pay taxes for the increased workload at health and

environmental institutions in the member states and for the Agency (partly paid by
fees of the industry).

7.4

Conclusions on the benefits of REACH for business

7.4.0

Conclusions on occupational health
10) In the EU directives are implemented to protect workers against diseases caused
by exposure to chemicals. It is unclear how much REACH will add to the existing
policy.

11) REACH will probably result in a better health of employees. There is uncertainty

about the size of the benefits, also because it is not known how many hazardous
substances will be discovered by REACH. Some dozens of billions are estimated.

12) The benefits for occupational health are placed with the benefits of the industry in
this working document. They will have to deal with less costs, because employees
will be less absent through illness. Especially the decrease of deaths will result in
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benefits regarding production output and maintenance of investments in
employees (training and experience).

13) The studies show that avoiding cancer is by far the most important benefit

regarding the improvement of employees’ health. The benefits are likely to be in a
range of €18 bln. - €54 bln. (for 30 years).

7.4.1

Conclusions on level playing field, environmental market and reputation
14) The advantage of REACH is the same legislation in the sizeable market of the EU25. This is an advantage for manufacturers, but not for all to the same extent.

Manufacturers that are active in more countries and that are already used to an

extensive regulation, will experience the largest advantage. For some producers in
the new member states, this level playing field might be more costly than the

legislation in their country before joining the EU. The same advantage becomes
true for downstream users.

15) We think that a number of manufacturers will produce less hazardous substances,

which can be used as alternative for more hazardous substances. However, as long
as this takes place in Europe and the new substances will almost cost the same,
the European economy will hardly grow. Safer chemical substances do offer
opportunities though for the export.

7.4.2

Conclusions on innovation
16) The impacts of REACH on innovation are very different in the studies. Some

studies describe the effect of REACH as (very) negative. Other studies find more
positive elements.

17) In the short term the negative effects can dominate. Especially the administrative
burden of REACH can temporarily decrease the R&D capacity, because qualified
personnel will have to take care of this.

18) In the long term there are opportunities for companies to make new products. The
result of REACH will be an increase of opportunities for new substances in the

European market. There are also opportunities for SMEs, because they are flexible
and able to find niches in the market.

19) Innovation is very important for the industry, which means that sufficient product
development is necessary. If REACH would result in a decrease of capacity to

7.5

develop products, the logic response of companies is to increase R&D expenses.

Conclusions on the costs for industry
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7.5.0

Conclusions on the direct costs
20) Pre-registration has its costs; they will vary between €50 and €100 million. The

benefits of pre-registration are especially found in the field of possible cooperation.

21) The uncertainty on the possibility of using (Q)SARs means that the costs of testing
are estimated to about €2,400 million, taking the results of the HPVC programme
into account.

22) There is no discussion about the amount of costs concerning the drawing up of the
Chemical Safety Assessments. The total costs will be about €190 million.

23) The benefits of carrying out a CSA can be found further in the chain. Companies
are able to take risk restricting measures through which e.g. the health damage

for employees decreases. The information from a CSA is entered in the safety data
sheet.

24) Safety data sheets are an important cost item within the substances regulation,

but are no new cost item. As far as volume is concerned, no large shift will take
place in the future. The additional costs on SDS are estimated at €250 million.

25) The registration procedure will have an impact on the costs of €800 million.
26) The industry has to invest in building up the necessary knowledge about REACH

and translating the requirements of the new legislation to their specific situation.
These are expected to be in the order of € 250 millions in the Netherlands.
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27) A large number of studies did estimate the direct costs of the implementation of
REACH.

Direct costs of REACH for companies in the EU in the
Step

11 years period of implementation are:
Costs (millions)

Pre-registration

€ 100

Test costs

Drawing up CSA

-

€1,250*

€ 250

Depends on current

€ 250

€ 800

Authorisation

€ 200

Total

50 – 100

(millions)*

2400 – 3000 (ex QSAR)

Registration
Evaluation

EC estimate

€2,400
€ 190

Drawing up SDS

Range

PM

€3,940

150 – 250

-

costs

180 – 220

€ 800

-

€ 100

€2,400

*) Study 15 (EC) estimates €1,250 million using QSAR (950 million reduction)
and undefined other factors (200 million reduction). This results in their total
of €2,400 million.

28) It is likely that the direct cost expressed as percentage of the turnover of the
chemical industry is about 0.2%.

7.5.1

Conclusions on the indirect costs
29) The total number of substances that will be withdrawn from the market vary

between 1% to 30%. This will lead to substantial costs for downstream users to
reformulate their products or to find a new supplier.

30) The number of substances that will be withdrawn from the market because of

health and environmental reasons is supposed to be small. (EU: 1-2%) But this

depends on the authorisation process, which is not clear yet. More information is
needed regarding the situation in which a certain substance is prohibited in a

specific use. This also applies to the seriousness of the arguments to prove the
social value.

31) The number of substances that will disappear for economic reasons, is hard to

determine. The used method of interviews results in overestimation. If companies
are asked whether or not they will withdraw a substance within the framework of

an impact study, there is a risk of strategic answers. Moreover, another company
that has not been interviewed can see a clear market opportunity if a substance
disappears.

32) Even if a manufacturer would decide to withdraw a substance for economic

reasons, downstream users can jointly take care of the registration. This way it
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can still be attractive to make a substance
33) Studies who base their conclusions only on interviews with individual companies
overestimate the amount of the substances that will be withdrawn from the
market.

34) Time to market is an important topic. The right comparison should be made
between the time it takes in Europe under REACH versus the USA or Asia.

Information about this lacks, which makes it impossible to say that it takes less
time in the economic blocks outside the EU.

35) An essential condition to gain a market share is to be able to bring new products
to market on time. We think that REACH is more a progress than a decline

compared to the current legislation in Europe. However, it can happen that a lot of
data are generated (for the old substances) because of REACH, which may result
in a blockage in the member states and the Agency regarding the evaluation of
new substances.

36) Confidentiality of the exact product formulation and the production processes are
vital for competitiveness of business. In the REACH proposal of October 2003
necessary provisions are taken to protect confidential information. The huge

economic effects in some studies, which occur because of the lack of confidentiality
are not valid (anymore), because of the provisions in the legislation.

37) Clarifying up front what the criteria are of the Agency to judge the justification of

business which information is commercially sensitive can strengthen the proposal.

7.5.2

Conclusions on the macroeconomic effects
38) Some studies quantified economic effects. They estimate, using scenario’s a loss of
some billions euros f to hundreds of billions euros or the EU as a whole

(extrapolated from a dozens of billions for some large member states).
39) The studies that try to quantify economic effects do not differ form other studies
with regard to their estimates of the direct costs. But the big differences are

caused by indirect costs. The three cost drivers of possible indirect costs are:
substance withdrawal, confidentiality and time to market.

40) Only two studies predict a loss of jobs. These predictions are quite dramatic and

vary from 360,000 jobs in France to 1,000,000 – 1,230,000 in Germany. This job
loss is connected to the assumed high indirect costs and the economic effects.

41) The most important explanations for the estimated high indirect costs and the loss
of jobs are the assumptions made in these studies concerning substitution and

substance withdrawal, confidentiality and time to market. The extrapolations of the
effects of these three topics in a few economic sectors to the whole economy lead
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to high costs. For all three topics different views exist:
a) Substance withdrawal

In earlier sections we indicated that we expect that some studies have

overestimated the number of substances that will be withdrawn from the

market. An interview with individual companies is not the right method for
this.

b) Confidentiality

Confidentiality is an important issue for the competitive position. The REACH

proposal of October 2003 contains sufficient guarantees for confidentiality. But
the EC can be clearer about this and communicate the way disclosure of

information is arranged. The costs that are calculated for this are in some
studies overestimated according to our opinion.
c) Time to market

An essential condition to gain a market share is to be able to bring new

products to market on time. We think that REACH is more a progress than a

decline compared to the current legislation in Europe. However, it can happen

that a lot of data are generated (for the phase in of old substances) because of
REACH, which may result in a blockage in the member states and the Agency
regarding the judgement of new substances.

42) Our conclusion (ECORYS/OAG) is that we criticize all three above-mentioned

assumptions. The business community is quite dynamic and we suppose a high
rate of substance substitution. And the proposal of October 2003 provides

solutions for confidentiality and time to market. This leads to the conclusion that

the dramatic economic effects of REACH (total cost of several hundreds of billions
and severe job loss) are not very likely.
7.5.3

Conclusions on the competitive position worldwide and in the EU
43) The competitive position of the EU chemical industry and the downstream users is
not an issue in many studies.

44) For competition for chemical substances on the EU-market REACH can be

considered a technical trade barrier, which give European manufacturers an
advantage.

45) Manufacturers outside the EU have an advantage on the markets outside the EU,
because they do not have the costs of REACH. This implies a disadvantage for
exporters of chemicals from the EU to markets outside the EU.

46) Manufacturers outside the EU can bring their finished products to the market

without the costs for REACH and this decreases the competitive position of EU
downstream users. It depends on the share of the costs of REACH in the total
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costs of production if this results in loss of market share.
47) The average size of the companies in the new member states is smaller than in the
EU-15 and their competitive position is often fragile. The costs of REACH are high
for these companies, because they sell smaller volumes than the chemical
companies in the EU-15.
7.5.4

Conclusions on SME’s
48) All studies that write about SMEs roughly draw the same conclusion: Small and
medium-sized manufacturers and importers are to a greater extent affected by

REACH, since they have smaller volumes to distribute the costs for registration and
testing on.

49) Small and medium-sized companies in the chemicals sector produce more
substances in low quantities compared to large companies.

50) The costs of registration REACH for substances between 1 and 10 tons are much
larger than for the substances over 10 tons.

51) For the downstream users it is difficult to give the findings of the studies, because

not much attention is given to differences between large companies and SMEs. The
available information shows that large companies and SMEs are present in the

same sectors. The sectors which use a large number of substances might face high
costs of REACH and will be found in the sectors: coatings, cosmetics, electrical and
textiles.

7.6

Final conclusions
52) The impact of REACH on society as well as on business cannot be estimated with

certainty. A rather clear view exists of the direct costs for business as the result of
implementing REACH. These costs are approximately €4 bln. for the EU-25. They

might be reduced by arrangements that promote cooperation between companies
with regard to testing and registering substances. Costs for the industry to
translate REACH to their specific situation can be added.

53) The economic effects some studies present vary from a loss of some billions euros
to hundreds of billions euros for the EU as a whole. This can be explained by

different assumptions that were made in these studies on the indirect costs for
business. Important issues are the substitution of substances and substance
withdrawal from the market, the confidentiality and time to market.

54) The costs made by businesses to comply with REACH will somehow be passed on

to the consumer. Therefore, these costs can also be seen as costs for society as a
result of implementing REACH.
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55) On the side of benefits the studies show positive impacts on health (occupational

health as well as health of citizens), although very uncertain in terms of money or
even saved lives or avoided illness. Innovation is a controversial item. REACH will
have negative effects on the short run, but in the long run it is likely that the
positive effects dominate.

56) Finally, although it is not possible to estimate the total impact of REACH it still is

useful to explore which costs can be reduced and which benefits can be enlarged.
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8 Suggestions to improve REACH

8.1

Introduction
All thirty-six studies give information on the impacts of REACH. In eleven studies ideas
are put forward to improve REACH. They are listed in the table below.
Nr. By (for)
4

EC DG JRC
(EC)

Title

Assessment of

Suggestions to improve REACH


Development, validation and adoption of q(sar)

Assessment of the



Clarification of requirements

new regulations in



Grouping of substances

additional testing

needs under REACH,

and in vitro tests be intensified

Effects of (Q)SARS,
risk based testing
and voluntary
5

RPA and

Statistics
Sweden
(EC)

industry initiatives
Business Impact of
the chemicals sector
phase 2, Availability
of low value

products and





product
7

12

IDEA Consult

(BE, industry)
ADL

(DE, industry)

rationalisation

Business impact van



Limit the number of necessary tests

Policy (2002) and



Limit number of registered uses by exposure

verordening REACH
the EU Substances







Impact of the REACH 

Environment,

of the EU of October

The impact of REACH

containing only health, safety and

Economic Effects of

de ontwerp-

Bavarian State

(DE)

Development of a central EU database

REACH should be based on risk and not on



etc. Germany

information gathering

environmental information of substances
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hazard
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Innovative Products
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Frank

Ackerman and

Rachel Massey
(Environ. and
SE)
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The True Costs of
REACH

REACH should be considered (interpretation
problems)

the group downstream users should be divided
into subgroups, and the responsibility for each
of these subgroups should be clarified

practice by

authorities and

clarified



it is advisable that simulation-type projects be
carried out on a European level to review
elements within REACH.

simple exposure scenarios

recognition of existing test data

format templates for all documents for
authorities

simple rules for the level of detail (registration)
supply data later, as volume threshold were
exceeded (not foreseen)
SDS as brief as possible

a proposed variant REACH Plus, would restore
some of the original version of REACH by

adding testing requirements for 1-10 tons,

Chemical Safety Reports for all chemicals and
testing/regulation on intermediates.
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In the various studies some ideas are put forward to improve REACH. We will
concentrate on the following issues:


communication



innovation



8.2

cooperation and cheaper tests

Communication
REACH is quite a comprehensive piece of legislation. The proposal of October 2003
contains 137 Articles for the regulation and 17 annexes with many pages. It is not

easy to understand what the different players have to do. The study (25) in Sweden,
asks for a simplified and clarified version of REACH. It has to be translated into the

language of the world of business. Employees of SMEs should be able to understand

what the requirements of REACH are. Industrial organisations can help their members
with this communication.

Another element of communication is within the value chains. Top down and bottom
up communication is necessary to inform downstream users about substances that
chemical producers and importers might take from the market. Also the other way

around, downstream users can communicate which substances are important to their
business. This is recommended in Study 18 (NL).

8.3

Cooperation and cheaper tests

8.3.0

Cooperation and saving in costs
Findings on cooperation

The studies present various ideas regarding the opportunities of cooperation between

manufacturers. ERM (study 22) (quote 1) clearly indicates that cooperation is possible,
which can result in considerable saving in costs. Idea (study 7) on the other hand,
states that cooperation is not an option, because of the wish for confidentiality of
companies. See also paragraph 5.4.1 on confidentiality. An aspect that is often
mentioned, but not solved in the studies, concerns the division of costs within
consortia or in other forms of cooperation.

The Hungarian – UK One Substance – One Registration proposal64 focuses on

cooperation. The proposal has been elaborated in amendments on -inter alia- articles
10, 23 and 23a.

The amendments were earlier announced in the non paper “One substance, One

Registration: a joint proposal from Hungary and the UK. Relevant parts of the non
paper are:

64

Working Document 52/04 Ad-hoc working party on Chemicals
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“26 The proposal will enable the preparation of a joint “core” package (with

appropriate cost-sharing for the purpose of registration. Where “core” information is
not available, our proposal will ensure that only one test is undertaken to fulfil the
requirements of the legislation. Testing will, therefore, not be duplicated.

37 Companies working together to develop the “core” data set may also chose

whether to jointly submit any additional information as required by registration.

This includes guidance on safe use and a chemical safety report where this is required.
38 Information relating to uses must be submitted directly to the Agency where there
is a legitimate concern over commercial confidentiality and where different

manufacturers or importers have different end-uses and there would, therefore, be no
advantage gained from working together. The joint submission of information relating
to uses (as long as the relevant registrants are clearly identified with the identified
uses) should be encouraged in other cases. The development of use and exposure
categories may assist in this respect.”
Analysis of cooperation

In the proposal of the Commission the joint registration by a consortium, does not

imply all tasks have to be done by the consortium. The individual members should

hand in some of the information independently to the Central Agency. This can be seen
in the articles 9 and 10 of the EC proposal. The exchange of data within a consortium
does explicitly not concern the use of the substance (also see art 10 in combination
with art 9 a iii). The registrant has to provide the Central Agency with data on

identified use(s). This and earlier statements on confidentiality, shows that the fear of
Idea is unfounded. Within the system of REACH sufficient guarantees can be found to
stimulate cooperation.

Test costs can be reduced by cooperation. The question is whether or not companies

want to cooperate for the remainder of the registration, because they then obtain an
insight into the markets and uses.

The aspect of division of costs will have to be solved during the further development of
REACH or else the cooperation as intended by the Commission proposal will not get off
the ground. The Hungarian and UK proposal ‘One substance, one registration’ (OSOR)
offers leads for this.

Other ideas to lower test costs

In chapter 5 some ideas were put forward about lowering the test costs by using

cheaper tests. Expensive animal testing can be replaced by alternative test methods,
such as QSARs, which will result in a substantial saving.

Another point, mentioned in a couple of studies, is to use simple exposure scenarios.
This will make the testing of substances cheaper because particular applications may
then routinely assigned to a particular exposure category. A detailed exposure
assessment is not necessary.
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Some studies, for instance study 7 (BE) and 22 (DE) suggest to base REACH on risk
instead of hazard and intrinsic substance properties.
Comments ECORYS/OAG

The difficulty of employing a risk-based approach it that is a priori not known which

substances out of the 30,000 are hazardous to health and the environment. REACH is
designed to fill in this knowledge gap.
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Quote 1 and 2 Consortia

Based on the information posted on the Central Agency’s system, companies will probably
spend money forming consortia (to share subsequent costs), and agreeing on what

chemicals are to be covered by each consortium. This could involve hiring third parties to

collect information from all consortium members and making the filings on their behalf. It
would also involve corporate management and legal departments in forging the contracts
under which the various consortia will operate.

Under the US HPVC programme, the forming of consortia was optional. However, industry
saw the definite advantages in terms of cost sharing. A total of 94 consortia were formed

and most of the consortia cover multiple chemicals in a similar structural/functional group.
No instances of duplication between single industries and consortia were observed. In a
few cases, industries first agreed to undertake the programme independently and later

formed consortia when they knew who else was interested (it should be pointed out that

there was an activity similar to pre-registration during which companies announced their

intent to cooperate either individually or as groups). In all cases, the groups expanded to
include all potential participants.”65

“Manufacturers who make the same substance can hand in a file together in order to

keep down the lid on costs. Nevertheless, the interviews show that this is not a feasible
option for most companies. Participating in a consortium would especially be interesting
for companies that manufacture smaller volumes, because they have much higher test

costs per kg. However, these companies often manufacture a large variety of products.
Participating in dozens of consortia with each own agreements and other partners also

requires necessary means in terms of people, time, management. Moreover, the formation
of a consortium would involve communicating certain data (e.g. about the use of their

products) that might be considered confidential by companies. Other manufacturers who
would be willing to form a consortium with other parties, cannot really effectuate this
because they make very specific products (tailor-made) and they are the only

manufacturer in the EU. The number of companies that can reduce the costs for testing by
forming a consortium, is limited.”66
Quote 9

The application restraint of the registration is a point of attention. It then does not only

concern the ink: printing is a known application for the use of ink, which means that this

use will be registered by the manufacturers of ink. This use is not considered confidential
knowledge. It is different for certain additions. The supplier of these additions often does

not know for what purpose the chemical product is used and the printer business that uses
these products can distinguish itself from its competitors. This confidential information will
no longer be a secret by the introduction of REACH.67

65

Study 22 (UK), page A 17
Study 7 (BE, industry), page 26
67
Study 7 (BE, industry), page 41
66

The impact of REACH

104

Articles of the REACH proposal of October 2003 on consortia
Article 10 Joint submission of data by members of consortia

1. When a substance is intended to be manufactured in the Community by two or more

manufacturers and/or imported by two or more importers, they may form a consortium for
the purposes of registration. Parts of the registration shall be submitted by one

manufacturer or importer acting, with their agreement, on behalf of other manufacturers
and/or importers in accordance with the second, third and fourth subparagraphs.

Each member of the consortium shall submit separately the information specified in Article
9(a)(i), (ii) and (iii), and (viii).

The one manufacturer or importer submitting on behalf of the other members of the

consortium shall submit the information specified in Article 9(a)(iv), (vi), (vii) and (ix).

The members of the consortium may decide themselves whether to submit the information

specified in Article 9(a)(v) and (b) separately or whether the one manufacturer or importer
is to submit this information on behalf of the others.

2. Each registrant who is a member of a consortium shall pay only one-third of the fee for
registration.”

Article 9 Information to be submitted for general registration purposes

A registration required by Article 5 or by Article 6(1) or (4) shall include all the following
information in the format specified by the Agency in accordance with Article 108:
(a) a technical dossier including:

(i) the identity of the manufacturer(s) or importer(s) as specified in section 1 of Annex IV
(ii) the identity of the substance(s) as specified in section 2 of Annex IV

(iii) information on the manufacture and use(s) of the substance as specified in section 3
of Annex IV; this information shall represent all the registrant’s identified use(s)

(iv) the classification and labelling of the substance as specified in section 4 of Annex IV
(v) guidance on safe use of the substance as specified in Section 5 of Annex IV

(vi) summaries of the information derived from the application of Annexes V to IX

(vii) robust study summaries of the information derived from the application of Annexes V
to IX, if required under Annex I

(viii) a statement as to whether or not information has been generated by testing on
vertebrate animals

(ix) proposals for testing where required by the application of Annexes V to IX

(x) a declaration as to whether he agrees that his summaries and robust study summaries
of the information derived from the application of Annexes V to VIII with regard to tests
not involving vertebrate animals may be shared against payment with subsequent
registrants

(b) a chemical safety report when required under Article 13.”
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8.4

Innovation
As we have seen in paragraph 4.5 on innovation positive and negative effects

might be expected from REACH. Some studies give suggestions to reduce the

negative effects on innovation. Study 21 (USA) recommends the EU to provide

support to business on innovation. With reference to a comparable environmental
regulation, such as regarding CFKs, budgets were available from national
authorities to develop alternative products.

Some studies also stress the point of clarifying REACH. One of the potential
negative effects of REACH is the disclosure of confidential information. The

proposal can be strengthened by clarifying beforehand what the criteria are of the
Agency to judge the justification of business which information is commercially
sensitive. Also the process of authorisation is not clear yet. Socio-economic

analyses have to be made. The question is how huge should the economic effects
be to have a certain substance authorized?

We (ECORYS/OAG) have thought of one other recommendation, we have not seen
in the studies. Companies can have other personnel than R&D employees take
care of the administrative work. This might reduce the effect of crowding out.

8.5

Recommendations
1. REACH should be translated into the language of the world of business.
2. Communication within the value chains (top down and bottom up) is necessary to

inform downstream users about substances that chemical producers and importers
might take from the market.

3. Cooperation is a cost saving method for registrants, especially for test costs. The
basis for cooperation lies in the pre-registration phase where the substance
information exchange forum starts.

4. Cooperation can decrease the direct costs. Cooperation is meant on a voluntary
basis in the Commission proposal and in OSOR. However, cooperation can be
obstructed by especially large companies that are not willing to share their

knowledge. They can use their knowledge strategically by having small companies
register independently. The suggestions made in the OSOR-proposal might
improve the Commissions proposal.

5. There is a market for registration and test costs. Companies that register as first
can gain by it if they sell their data to sufficient companies during the next few
years.
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6. Regulations on the division of costs would be important for especially small
companies to make cooperation really worthwhile.

7. Expensive animal testing can be replaced by alternative test methods, such as
QSARs, which will result in substantial savings.

8. The development and use simple of exposure scenarios.
9. The government can reduce the possible negative impact of REACH on innovation
by stimulating R&D.

10. Companies can have other personnel than R&D employees take care of the
administrative work.

11. The proposal can be strengthened by clarifying beforehand what the criteria are of

the Agency to judge the justification of business which information is commercially
sensitive.

12. The EC can be clear about when substances are authorized or not in certain uses.
13. Companies must be given certainty that the governments will process the data

flow generated by REACH (for the old substances) in an adequate way. It may not
interfere with the judgement of new substances.
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9 Appendices

9.1

More information on the Chemical industry

9.1.0

Performance and characteristics

Europe is a serious player in the world market as far as the chemical industry is

concerned. The European Union clearly towers above the rest of the world in terms of
production and trade. In 2003 the European Union produced €556 billion in the

chemical industry. The Asian chemical industry (including Japan and China) are in

second place with €458 billion. The United States were in third place with a production
value of €405 billion. The production of €556 billion by the European Union equals
about 34% of the world production.

World production chemical industry per region, 2003
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Figure 9-2

Percentage of the world production per region, 2003
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With regard to imports and exports the European Union is by far the most important
transit port of the world as far as the chemical industry is concerned.
Figure 9-3

Regional share in world trade of chemical substances, 2003
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The figure shows that the European Union is the only large market party with a surplus
on the balance of trade with regard to the chemical industry. This also illustrates the
fact that the European Union is an important transit port for chemical substances.

9.1.1

Growth of the chemical industry
The chemical sector is a relatively large sector in the European Union. Almost 2.5% of

the gross European product is realised in the chemical industry. By way of comparison:
this almost equals the share of the agricultural sector. Moreover, the chemical industry
is still growing within the European Union.
Figure 9-4

Chemical sector compared to the total industry, 2003. Index = 100 in 1990
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The share of the chemical industry in the total industry is increasing. This illustrates
the increasingly prominent place of the chemical industry within the total industrial
sector.

Of course, this strong growth has not been the same in every European country.

Especially in Belgium and the Netherlands the growth of the chemical industry has

been very strong. In Italy, on the contrary, there has been no growth at all. And in

Great Britain, the growth of the chemical industry has been remarkable compared to
the growth of the total industry.
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Figure 9-5

Growth figures chemical industry within OECD, 1998 -2003
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9.1.2

The importance of chemical production in the EU-25
Germany is the largest producer of chemical substances within the European Union.

There are seven other countries with a considerable share of the European production.
These countries are often referred to as the “Big 8”: Germany, France, Great Britain,

Italy, Belgium, Spain, the Netherlands and Ireland. These countries are responsible for
about 92% of the total European production.

Production chemical substances within the EU, 2003
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Definition: Other is Greece, Portugal, Austria, Finland, Denmark and Sweden

In percentages:
Figure 9-7

Share of production of the EU-member states , 2003
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In de nieuwe lidstaten is de chemische industrie vooral in Poland, the Czech Republic
and Hungary of importance. In vergelijking met de omvang van de chemische

industrie in de EU-15 (96%) is de totale hoeveelheid chemische productie in de nieuwe
lidstaten met 4% beperkt.

The production of chemicals in the new member states, 2000

14000

12000

10000

million Euro

Figuur 9-8

8000

6000

4000

2000

0
Cyprus

Czech
Republic

Estonia

Hungary

Latvia

Lithuania

Poland

Slovakia

Slovenia

Source: Panorama of the EU, Eurostat, Structural Business Statistics

The impact of REACH

113

Figuur 9-9

The share of the EU-15 and the new EU-members in the total production of chemicals in the EU700000
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9.1.3
Figure 9-10

Types of chemicals
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The chemical industry can roughly be divided into three types of industry: fine

chemicals, basic chemicals and the pharmaceutical industry. The introduction of

REACH has various consequences for the three types of industry, which will be further
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elaborated in this report. The next figure shows the ratio between the three types of

industry per country. The Netherlands have a lot of basic chemical industry compared
to other countries. France has a relatively large share of pharmaceutical industry,

whereas the United Kingdom has a relatively large share of fine chemical industry.

Ireland, Belgium and the Netherlands have a relatively small fine chemical industry in
their countries.
Figure 9-11

Percentage fine chemicals, basic chemicals and pharmaceutical industry per country, 2000
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The extent to which a certain type of industry is present in a certain country can also
be looked at. The division of the three types of industry among the various European

countries is interesting. Four countries produce far more chemical products than

the other European countries. Germany, France, the UK and Italy are the largest
producers in Europe. The figure shows that the largest part of the basic chemical
industry is situated in Germany. France accommodates the largest part of the

pharmaceutical industry. France and Germany also produce the most fine chemical
products.
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Figure 9-12

Percentage fine chemical, basic chemical and pharmaceutical industry per country in the EU, 2000
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9.1.4
Figuur 9-13

Position of the importers
Imports and exports in the EU-15 of chemical products, 2003

Figure 3-11 clearly shows that the EU is a large player in the global chemicals sector.

For all international trade relations exports from the EU exceed imports. Nevertheless
large quantities of chemical products come from the USA and Asia/Japan. This means
that REACH is an important regulation for all importers of chemicals.
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9.2
Nr.

Information about the studies in this working document
By

For

Brought in by

1 Joan Canton and EC, DG
CH. Allen
Enterprise

Not, internet

2 EEB and WWF

EEB and WWF

jan-04 A new chemicals policy in Europe no
- new opportunities for industry

3 Fraunhofer ISI
(Karlsruhe) and
Oekopol
(Hamburg).

the German
Federal
Environmental
Agency

Environment
al
oganisation
Member state
and
environmenta
l oganisation

4 EC DG JRC

EC

Not, internet

sep-03 Assessment of additional testing no
needs under REACH, Effects of
(Q)SARS, risk based testing and
voluntary industry initiatives

yes

5 RPA and
EC, DG
Statistics Sweden Enterprise

Not, internet

feb-03 Assessment of the Business
no
Impact of new regulations in the
chemicals sector phase 2,
Availability of low value products
and product rationalisation

yes

6 RPA and
EC, DG
Statistics Sweden Environment

Not, internet

7 IDEA Consult
8 EEB and WWF

Fedichem,
industry
Belgium
EC working group Environment
al
oganisation

Date

Title

Official
Summary
(working
document)

nov-03 A Microeconomic Model to
no
Assess the Economic Impacts of
the EU's New Chemicals Policy

?

Analysis of the costs and benefits yes, 87/04
of the new EU chemicals Policy

mar-03 Assessment of the Impact of the
New Chemicals Policy on
Occupational Health
jan-04 Business impact van de
ontwerpverordening REACH
jun-04 Comments on KPMG’s proposal
for an “Additional Impact Study"

no

yes, by
industry
no

full
report

direct
costs
1 MS

yes

total
costs
1 MS

direct
costs EU

total
costs
EU

Total
benefits
EU

2.8 3.6

yes

no

yes

17.6 54.4

yes in 0.155 Dutch 0.2
yes
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Nr.

By

9 Jenny von Bahr
and Johanna
Janson
10 Kimmo Järvinen
and Sakari
Salonen, Ramboll
Finland Oy

11 Chem sec,
International
chemical
secretary, WWF
12 ADL

For

The Nordic
Council

Brought in by

Date

Member state

?

Finnish Ministry Member state
of the
Environment and
Finnish
Environment
Institute
Chem sec,
Not, internet
International
chemical
secretary, WWF
BDI Germany
industry

Title

Official
Summary
(working
document)

Cost of Late Action – the Case of yes, 74/04
PCB

full
report

no

apr-04 Cry Wolf, predicted costs by
industry in the face of new
regulations

no

yes

yes, by
industry

yes

13 Nordbeck, R. and UFZ Centre for
Not, internet
M. Faust
Environmental
Research,
Leipzig, Germany
14 Miljøstyrelsen

Miljoministeriet
Denmark

jul-02 European chemicals regulation
no
and its effect on innovation: an
assessment of the EU's White
Paper on the Strategy for a future
Chemicals Policy
Member state mei-04 Evaluation of environmental and yes, 85/04
health benefits of REACH

15 EC

EC

Not, internet

16 Ministry of
economy and
labour Poland

Ministry of
economy and
labour Poland

Member state
and Industry

oct- Extended Impact Assessment
2003
dec-03 Impact Assessment of the
REACH system on the chemical
industry

no
yes, by
industry and
99/04

total
costs
1 MS

direct
costs EU

total
costs
EU

Total
benefits
EU

no

sep-04 Costs for Remediation of
yes, 108/04
Chemically Contaminated sites in
Finland

jul-04 Economic Effects of the EU
Substances Policy (2002) and
supplements (2004)

direct
costs
1 MS

>7

1.2 for
Finland

43 - 51
=
2.7 -3.3
% of
GDP

yes

not in
Englis
h
yes
no

0.45 in
Denmark
2.3

2.8 3.6

0.340 0.6
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Nr.

By

17 Bavarian State
Ministry for
Environment,
Public Health and
Consumer
Protection in
cooperation with
industry,
Germany
18 KPMG/TNO/Sira
consulting

For

Brought in by

Title

Official
Summary
(working
document)

Bavarian State
Member state sep-04 Impact of the REACH Regulation yes, 87/04
Ministry for
Proposal of the EU of October
Environment,
29, 2003 on the Production of
Public Health and
Highly Innovative Products in
Consumer
Bavaria
Protection in
cooperation with
industry,
Germany
Ministry of
Member state aug-04 The consequences and
yes, 83/04
Economic Affaris
administrative burden of REACH
of the
for the Dutch Business
Netherlands
Community
WWF-UK
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21 Geiser, K. and J. Lowell Center for Not, internet
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Production, USA
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Kingdom
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full
report

32 Inherent
Ministry of Trade Member state
Engineering Oy
and Industry et al.
and the Research Finland
Institute of the
Finnish Economy
ETLA

sep-04 The Impact of the New EU
Chemicals Legislation (REACH)
on Industry and Economy
(Finland)

yes, but no
number

yes

33 the
Environmental
Protection
Agency of BadenWürttemberg with
the friendly
assistance of the
Verband der
Chemischen
Industrie e.V.
34 The Ministry Of
Industry And
Trade, Czech
35 David Pearce e.a.
University
College London
36 Frank Ackerman
and Rachel
Massey

oct 04 The new European chemical
yes, 87/04
policy - Assessment of
consequences of the current
REACH proposal for production,
innovation and competitiveness Results from a survey of
companies in BadenWürttemberg

no

The Ministry of
Member state
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Transport of the
State BadenWürttemberg
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Industry And
Trade, Czech
WWF
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Member state
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Not, internet
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no

?

The True Costs of REACH
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9.3
Nr.

Summaries of the studies used in this working document
By

Summary
The analysis in this paper aims at assessing the economic costs of the initial registration phase of the new
chemicals policy. It does not cover the potential impacts of the subsequent evaluation and authorisation
phases. The model is monopolistic competition with differentiated products and economies of scale. The
estimated testing and registration costs are € 2.3 billion. In the “normal expectation” case, the costs to
downstream users is assessed to be in the range € 2.8 – 3.6 billion. These costs will occur in the form of
higher chemical prices resulting from the passing through of testing and registration costs and as a result of
the additional substitution costs for downstream users of chemicals in finding potentially higher cost or less effective replacements for those substances removed from the market. In the “higher substitution cost”
scenario, the costs to downstream users of the introduction of REACH is assessed to be in the range € 4.0
– 5.2 billion.
A new chemicals policy in The costs estimated by industry, and by the Commission’s business impact study, ignore the potentially
Europe - new opportunities positive effects on innovation and competitiveness (New markets, reduced risk of liability lawsuits,
for industry
increased trust, easier introduction of new chemicals, a more predictable regulatory system and an
improved communication through the supply chain.) The biggest failure of the various business impact
assessments has been an assumption that the market is inflexible and an associated focus on substances
rather than services provide. REACH presents a huge business opportunity. It does have implementation
costs, like any regulatory system, but these have to be weighed against the benefits that will flow from
investment in safer and more efficient products and services – and in a reduction in the health and
environmental costs of chemical use. REACH will create a level playing field for all players in an EU
market of 550 million consumers.
Analysis of the costs and
This study was accompanied by an advisory board, comprising representatives from industry, nonbenefits of the new EU
governmental environmental and consumer organizations, authorities and scientific institutes. No
chemicals Policy
consensus could be achieved with industry representatives in the advisory board. The results indicated in
this summary have a preliminary status. A case study approach is used and 24 companies across different
levels of the value chains were interviewed. However, the study does not extrapolate data to more
aggregate levels; no macro-economic aspects are investigated, nor is substance withdrawal quantified. The
study deepens the understanding of the REACH mechanisms, the responses triggered in the market and
the potential benefits. From the value chain analysis emerges that REACH poses certain challenges to
firms but also that they have a number of mechanisms at their disposal how cope with these challenges. A
general observation was that costs and benefits will highly depend on the development of flexible and
Title

1 Joan Canton and A Microeconomic Model to
CH. Allen
Assess the Economic
Impacts of the EU's New
Chemicals Policy

2 EEB and WWF

3 Fraunhofer ISI
(Karlsruhe) and
Oekopol
(Hamburg).
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Nr.

By

4 EC DG JRC

Title

Assessment of additional
testing needs under
REACH, Effects of
(Q)SARS, risk based
testing and voluntary
industry initiatives

5 RPA and
Assessment of the
Statistics Sweden Business Impact of new
regulations in the
chemicals sector phase 2,
Availability of low value
products and product
rationalisation

6 RPA and
Assessment of the Impact
Statistics Sweden of the New Chemicals
Policy on Occupational
Health

7 IDEA Consult

Business impact van de
ontwerpverordening
REACH

Summary
In recent years both the lack of data on intrinsic properties of chemicals on the one hand and on the other
hand the animal welfare aspects of laboratory toxicity testing for fulfilling the data requirements have
caused concern. The proposed REACH system tries to deal with these concerns by introducing both the
use of (Quantitative) Structure-Activity Relationships, grouping and read-across techniques, and an
increased use of in vitro testing methods. However, as it is still uncertain how far estimation techniques as
(Q)SARs will be developed in the coming years and consequently how far the use of such techniques will
be accepted for regulatory purposes. The testing costs have been estimated at 1.6 Billion EURO for the
most likely scenario; however ranging from 1.2 to 2.4 Billion EURO depending on the assumptions in the
uncertainty analysis. The potential use of (Q)SARs, grouping and read-across will have a major influence
on the testing needs and costs.
A number of downstream user sectors indicated that they were particularly concerned over the potential
impact of product rationalisation. Case studies were done. Following detailed examination of the case
studies, it is not possible to develop any general conclusions concerning the likely costs associated with the
need to reformulate or adopt substitute chemicals or processing methods. The case studies highlight the
fact that the costs are very substance dependent. Cost-sharing, is a likely response, with several
downstream users indicating that they would be willing to share the costs. The majority of companies in the
case studies expressed concern that, especially where a large number of substances was involved, costsharing would mean that their operations became non-viable compared with competitors outside the EU
and that at least a proportion of their activities would cease. Neither manufacturers nor downstream users
in the case study sectors have a clear view yet of the extent of product rationalisation that is likely to take
The aim of this study as been to provide an assessment of the potential reduction in occupational health
impacts that may arise at the EU level from the implementation of REACH. This includes consideration of
impacts on both workers within the chemical industry and downstream users of chemicals. Exposure to
chemicals may be the main factor leading the development of cancer, or may be a contributing factor
together with other environmental and socio-economic factors. This leads to uncertainties as to the number
of cancers (and other diseases) that may be reduced through the targeting of chemical agents. The
estimated benefits of avoiding future cancer deaths are much greater than those associated with the
avoidance of the other diseases (skin and respiratory diseases). The economic value of the health impact
reductions that may arise from REACH are significant. Although the estimates vary widely depending on
what set of assumptions are adopted, all of the estimates point to considerable future savings in health care
This study is based on interviews with business and describes the impact of REACH on business in
Belgium. The costs for manufacturers and importers will raise considerably with negative effects for their
competitiveness and R&D. Because of the strong bonds between the chemical industry and
downstreamusers a snowball effect will manifest throughout the value chains. A thorough change of the
economy (closure of and change of locations of companies) might be the result of the implementation of
REACH.
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Summary
Comments on KPMG’s
EEB and WWF have produced this paper because of our concerns about the appropriate consideration of
proposal for an “Additional integrative business impacts, including costs benefits and innovation, in the additional impact assessment
Impact Study"
study carried out by KPMG. It gives requirements for the study. Some examples are: KPMG will have to
show at least two clearly defined scenarios using fully implemented existing chemicals management rules
as a baseline, which have to be compared with each other in order to measure the impact of REACH. For
the validation of data there must be workshops with non-industry experts. KPMG will need to investigate
the total costs and benefits along the value chain. If there are additional costs at one place it is necessary
to find out whether in turn costs are reduced at some other place.
9 Jenny von Bahr Cost of Late Action – the
The aim of the study is to assess the economical impact of avoiding environmental damage from chemical
and Johanna
Case of PCB
agents.The case of PCB is used. The study confirms that early action gives considerable environmental
Janson
benefits to society. Assuming that the REACH regulation (a proposed new EC chemicals legislation) is
adopted and that one medium or five smaller chemical missteps could be avoided, society would save at
least EUR 7 billion, apart from savings from avoiding health damages and irreversible effects on
biodiversity and ecosystems.
10 Kimmo Järvinen Costs for Remediation of
This study has been carried out to yield information on the potential environmental benefits of enforcing the
and Sakari
Chemically Contaminated proposed new European chemicals policy – REACH regulation. The aim has been to collect data on the
Salonen, Ramboll sites in Finland
current expenditure of resources spent in Finland on the remediation of chemically contaminated soil and to
Finland Oy
estimate the future clean up costs in the time range of 20 years. The expected expenditure of resources will
in Finland mount up to 1,2 billion euros during the coming 20 years. It is quite obvious that the large
amounts of the resources spent for the cleaning of chemically contaminated soil polluted so far can not
directly be regarded to be future savings credited to the enforcement of REACH regulation. However, there
is good reasons to believe that increasing amounts of data on properties of chemicals, better awareness of
the risks and improvement of the risk management measures will in future contribute to the prevention of
significant part of costly damages that would otherwise be caused by inappropriate handling of chemicals.
11 Chem sec,
Cry Wolf, predicted costs Trade organisations systematically inflate cost estimates order to combat new regulations. But regulators
International
by industry in the face of
and environmental economists too generally overestimate costs because they underestimate the innovation
chemical
new regulations
potential within industry. This report reviews earlier cost estimates for compliance with regulations
secretary, WWF
commissioned by specific interest groups within industry. This report reinforces the conclusion drawn
previously by the Stockholm Environmental Institute, that the EU should approach the costs presented by
industry with caution, as in the past it has tended to overestimate the costs of compliance and
underestimate the potential for the development of new technologies.
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8 EEB and WWF
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Summary
12 ADL
Economic Effects of the
ADL has updated their analyses for the legislation draft 10/2003. The loss of gross value added is now 2.7 EU Substances Policy
3.3 % and 1,000,000 - 1,230,000 jobs will be lost. Three valuechains (downstreamusers) are studied in
(2002) and supplements
detail: the automotive industry, textile industry and electronical / electronics industry.
(2004)
Four relevant parameters are chosen to cluster the effects of REACH.
1. Cost parameter: All the addional costs (e.g. costs of substance registration) resulting from the EU
substance policy.
2. The time parameter takes into account the time implicatoins of the policy for users of substances and
prepartons (e.g.g time taken up by the registration procedure)
3. The duty of authorisation parameter takes into account restrictions in the use of certain very hazardous
substances.
4. The transparancy parameter takes into account effects arising form the requirement of the EUsubstances policy to disclose data on substances and their uses.
13 Nordbeck, R. and European chemicals
This study compares the current regulatory framework of the EU with other industrialized countries. It
M. Faust
regulation and its effect on indicates that innovation is discouraged in the European chemicals industry. The claim that REACH tends
innovation: an assessment to block innovation is rejected for lack of conclusive proofs. In contrast, the paper reinforces the view that
of the EU's White Paper on the White paper strategy is an important step forward towards sustainability in the chemicals sector.
the Strategy for a future
Chemicals Policy

Nr.
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14 Miljøstyrelsen

Evaluation of
environmental and health
benefits of REACH

15 EC

Extended Impact
Assessment

16 Ministry of
economy and
labour Poland

Impact Assessment of the
REACH system on the
chemical industry

The aim of this study is to present an evaluation of the possible order of magnitude of the environmental
and health benefits to be gained by REACH in Denmark. The study of RPA on Occupational Health (2003)
has been combined with Danish figures. If many chemicals are identified and these are regulated, the
benefits in the form of improvements to environment and health will be great, while if only a limited number
of chemicals over and above those already known are identified, the direct benefits gained will be
proportionally smaller. Calculations show that potentially quite large benefits are possible. This analysis
relates only to a selection of effects related to occupational exposure conditions. The average estimate of
working environmental benefits in Denmark are 3.210 DKK mln. = € 450 mln.
In this extended impact assessmnet the EC describes the policychanges which are made in the legislation
of oct 2003 compared to the version of REACH in the consultation document. Marjor reductions in
requirements for Chemical Safety Reports, excluding polymers, incerased use of QSAR and other factors
result in cost savings over € 10 bln.
Study was based on questionnaires among the chemical companies and branch associations. In target
group were importers, manufacturers and distributors, not only big companies but also medium enterprises
and small sized enterprises. Total costs are estimated in the range of € 340 – 600 million (however these
costs may be even 5 times higher). In big chemical companies ca. 5 – 10% of employees may lose work. In
case of small enterprises the companies as a whole may be shut-down.
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17 Bavarian State
Ministry for
Environment,
Public Health and
Consumer
Protection in
cooperation with
industry,
Germany
18 KPMG/TNO/Sira
consulting

Impact of the REACH
Regulation Proposal of the
EU of October 29, 2003 on
the Production of Highly
Innovative Products in
Bavaria

19 Frans Berkhout,
Michiko Iizuka,
Paul Nightingale
and Georgina
Voss at SPRU

Innovation in the new
chemicals sector and the
new European Chemicals
Regulation

The consequences and
administrative burden of
REACH for the Dutch
Business Community

Summary
This project is to examine the impact of the REACH regulation proposal on the production of highly
innovative products in Bavaria.66 percent of the companies in the survey see no improvement to health
and environment protection through the REACH regulation in comparison with the existing regulations.
Almost half of the companies are expecting products to be omitted from the product range. Amendments
were proposed by the companies in the following fields: e.g. further reduction in registration expenditure
and limitation of the testing scope to a minimum data set at first. It was frequently established in the survey
that the concrete objectives of REACH were not known to the companies.

The difference in terms of direct costs between the present legislation and the REACH proposal is
providing us with insight into expected additional costs and cost reductions.This concerns administrative
tasks such as collecting, processing, registering, storing and making information available.The sum of the
direct additional costs during this Phase-in period will amount to about € 46 million per year. In addition to
the yearly costs during the Phase-in period, the industry has to invest in building up the necessary
knowledge about REACH and translating the requirements of the new legislation to their specific situation.
Although is difficult to give a reliable estimate for these costs, their total are is expected to be in the order
of € 250 millions. These cost can be reduced considerably by good communication of the government
about REACH and its implications for the industry. There is a number of indirect effects of REACH which
refer to the reactions and the behaviour of the manufacturers and importers and the effects on the
downstream users. which use a substance or a preparation in the course of their industrial or professional activities. The av

This report analyses the potential impact of REACH on industrial innovation. Three studies of the business
impact of REACH are critically reviewed. The report concludes that the negative impacts on innovation,
competitiveness and employment have been overstated in industry-funded studies, and that insufficient
account has been taken of broader social and environmental benefits. We find 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. The
expected positive impacts on industrial innovation may take some time to show through.
20 Umweltbundesam Methodological problems The Umweltbundesamt (Federal Environment Agency) held a one-day conference of experts to discuss
bt
of assessing the economic methodological approaches to the determination of the economic impact of future EU chemicals policy. The
impacts of EU chemicals
report of ADL for Germany was discussed. The experts doubted whether the disclosure of information
policy
automatically led to higher net cost and 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. 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.
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Summary
21 Geiser, K. and J. New directions in European This study is written in the USA. It gives an overview of the history, drivers and scope of european
Tickner
chemicals policies, Drivers, chemicals policies. Some examples are given of policies in some member states. The methodology
Scope, and status
consists of document review and interviews (experts and stakeholders). It concludes with lessons learned
form the European experience that could prove useful in the USA.
22 ERM
New European Chemicals The partial Regulatory Impact Assessment (RIA) estimated direct costs from REACH to the UK chemical
Strategy, UK Partial
industry of approximately £515 million over the eleven-year phase-in period (£2.4 bn for the EU). This
regulatory impact
equates to approximately £45 million per annum for the UK. This estimate should be viewed as indicative.
assessment
Estimates of the direct costs of REACH vary primarily because of uncertainties about how much data
industry holds, whether it is recent and of acceptable quality, the scope for flexibility in testing requirements
depending, for example, on exposure and the extent to which alternatives to testing such as computer
modelling techniques can be used. We have described the significant difficulties in attempting to derive
environmental or public health benefits. We considered what reduction in the number of occupational
cancer deaths would be required for the benefits to at least match the costs. Using this methodology 18
cancer deaths would have to be reduced a year to get break-even with the costs of REACH.
23 UAB "Gimatis"
REACH - Impact
This study aims at preparation of material on REACH for the Lithuanian customers as well as detecting
Assessment study in
sensible industry areas which would be affected by the REACH system. The primary methodology applied
Lithuania
was based on identification of chemicals and the estimation of the registration costs. Over 80% of the total
amount of chemicals produced in the country makes basic chemicals (fertilizers). There is no significant
specialty chemicals production in Lithuania. Further investigation demonstrates that data collection and the
administration of imported preparations in the companies requires significant resources as well as high
quality safety data sheets (SDS), which are not always in place.
24 The Danish
Reach a leap forward for
Industrial organisations representing producers and downstream users of chemicals in the Nordic countries
Ecological
industry
are generally neutral or even in favour of REACH – the proposal for a new European chemicals policy
Council
reform. This is much in contrast with the very defensive stance prevailing in major transnational
organisations representing the European chemicals industry. This report presents the results from a study
of Nordic industrial organisations’ knowledge and position on the REACH-proposal. The organisations have
participated in the study by completing a questionnaire, giving interviews, or delivering written material.
The main argument in favour of REACH from Nordic industrial associations is acknowledgement of the
need for efficient international legislation to protect environment and health. Moreover, REACH would
provide important information on chemicals, which many downstream users’ need, and create a level
playing field with homogenous legislation in all the Member States. REACH would also be more transparent
25 Nutek
Reach EU's förslag till nya REACH will in varying degrees have implications for large parts of the Swedish business sector. The major
kemikalieregler
part of the Swedish manufacturing industry will be covered by REACH as users of substances/preparations,
so-called downstream users.The impacts on small and medium-sized enterprises will generally be greater
than those on large companies.
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26 EUPIA - CEPE

Title

REACH: Cost Impact
Assessment for the
European Printing Ink
Industry

27 RPA and
Revised Business Impact
Statistics Sweden Assessment for the
consultation Document,
Working paper 4 (and the
older study on BIA june
2002)
28 Mercer
Study of the impact of the
future chemicals policy

Summary
This study focuses on the printing ink industry. The costs for reformulations are € 475 mln. Total costs for
the printing ink industry will be € 631 mln. The expected burden caused by the current REACH proposal will
not only have severe consequences for the European printing ink industry but also downstream along the
supply chain, for the various printing and packaging industries: The trend of importation of printed articles
from outside the EU manufactured using cheaper non-REACH chemicals will be amplified. On export
markets the European ink industry will have to face severe competitive disadvantages as compared to nonEU based manufacturers.
This business impact assessment is based on the consultation document. It provides extimates of the direct
costs and benefits to industry. Indirect impacts are not estimated.

This study uses pilot segments of the the different domains of the chemical industry and the
downstreamusers. For each company the costs of the tests, reformulations or substitutions were estimated
to quantify the direct impact. This was used in a macro-economic model of the French economy. The
economic impact remains much higher than the cost of the tests due to the reaction of the actors and the
'domino' effect on the entire chain. The overall impact for France is estimated to be a drop of 1.6% of GDP
or € 28 bln. in 10 years. The job loss is 360.000.
29 Consortium of
Testing of selected
The aim of the study was to test the workability of the draft regulation for companies and authorities. The
consultants
elements of the REACH
focus of the simulation was not to test the entire regulation, but to analyse the practicability of selected
(ARGE): Oekopol, procedures in practice by processes. The procedure and the results are therefore fundamentally different from previous impact
Iku, GWU and
authorities and companies assessments, which focused primarily on issues relating to the costs of generating substance date. The
Oeko-Institut
in North Rhine-Westphalia practicability was tested in textiles, vehicle repair, foamed plastics and electroplating.
30 EC, Joint
The impact of REACH on This study gives an overview of different studies of the impact of REACH on innovation. It shows that the
Research Centre innovation in the chemical results of the various studies differ to a large extent between a predicted positieve or negative impact. The
industry
argements can be grouped around two poles: 1. Costs for testing and registration shift resources away form
R&D. 2. The exemption for R&D, the raising of the 10 kg to 1 ton exemption for 'new' substances etc. will
stimulate innovation. The attempt to foster innovation can clearly be seen in the current REACH proposal
and the resulting potential benefits are widely underrepresented in the ongoing disucssion.
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Summary
The Impact of the New
The aim of the study was to illustrate how a proactive approach towards chemicals legislation, i.e. the
Chemicals Policy on Health REACH system, may improve the environment, and public health in particular, by preventing the
and the Environment
accumulation of potential pollutants until their effects are well known. The approach adopted to the study
involved examination of four case study chemicals whose uses were prohibited or restricted following
observed negative impacts on health and/or environment, or whose uses are in the process of being
restricted following the outcome of their risk assessment under the current legislative arrangements. The
case studies conclude that the risks associated with all of the case study chemicals could have been
controlled earlier had the testing, risk assessment and authorisation requirements of REACH been
implemented earlier.
32 Inherent
The Impact of the New EU Method: Enquiry with 93 companies and a general equilibriummodel of the world economy with input/output
Engineering Oy
Chemicals Legislation
tables. Only countries outside EU would benefit of REACH. REACH will result in 1.3 cumulative %
and the Research (REACH) on Industry and reduction in GDP-grouth in Finland. REACH would have negative effects on other industrial sectors.
Institute of the
Economy (Finland)
Finnish Economy
ETLA
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31 RPA and BRE
Environment

33 the
Environmental
Protection
Agency of BadenWürttemberg with
the friendly
assistance of the
Verband der
Chemischen
Industrie e.V.
34 The Ministry Of
Industry And
Trade, Czech

The new European
chemical policy Assessment of
consequences of the
current REACH proposal
for production, innovation
and competitiveness Results from a survey of
companies in BadenWürttemberg
The REACH System
Impacts On The Industry
Of The Czech Republic"

The Ministry of Environment and Transport of the State Baden-Württemberg initiated a project to
investigate the effects on production, innovation and competitiveness in the State of Baden-Württemberg
(Germany). 18 German companies were asked via questionnaires and interviews. The companies
emphasized that the current REACH-proposal restrict the development and activities in various areas. The
companies are worried that the increasing costs by the registration process, the loss of know-how as a
consequence of the registration process and the discrimination of registrated European products in
comparison of import products will strongly decrease the economy, the competiveness and the readiness to
invest in research and development. Various proposals are given to optimize the REACH proposal and to
reduce the disadvantages for the economy.
In this study the present legislation is compared with REACH to estimate the potential impacts of the
REACH system for the Czech Republic. The total registration costs for for the Czech chemical industry and
importers is CZK 1.8 - 5.6 bln. (= € 0.05 - 0.17)
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Summary
An ideal approach to value costs and benefits is not possible because of lack of information. We make
what we regard as reasonable assumptions about some of the key variables and parameters, and we then
adopt three different models to assess the benefits of REACH. We assess only the health benefits since we
judge that the environmental effects cannot be estimated. The benefits for health are (for the three models)
in a range from € 4.8 bln. to € 283.5 bln. Since our models exclude all environmental effects, we argue that
our benefit estimates are understatements. Overall, our own judgement is that we feel confident that
REACH generates net benefits.
The True Costs of REACH This study provides a bottom-up recalculation of the expected costs of the current version of REACH,
estimating an 1-year total diect cost of € 3.5 billlion. 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, while several studies have suggested that
the health and environmental benefits of REACH will be substantial.
Title

35 David Pearce e.a. The social cost of
University
chemicals
College London

36 Frank Ackerman
and Rachel
Massey
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