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Act now for a safer future!

A citizen’s guide to responding to the Commission’s consultation on a

new chemicals policy

Read and act on before July 10
th

 2003!!

The EU is now part way through the process of creating new laws to regulate the production and use of

chemicals – new laws that are needed in order to properly protect us from the hazards posed by chemicals,

for example contamination of our bodies and wildlife. The Commission has drafted text for a new regulation

implementing the new system called REACH (Registration, Evaluation and Authorization of CHemicals),

and is now inviting comments on its ideas in an internet consultation.

After the consultation finishes (July 10

th

), the Commission will debate the results of the consultation, and

may revise its proposals. It is predicted that the Commission will then publish a legislative proposal in

October 2003, and then it will be up to Member State governments and the European Parliament to debate

and finalise the legislation – a process that could take 2 years.

Why should I participate in this consultation?

This reform is a crucial issue for the citizens of Europe – it is an opportunity to get the worst chemicals

phased out, to give citizens the right to know about the chemicals in the products the buy, and to produce a

new system which encourages industry to innovate towards safer and more sustainable products.

However, there is strong opposition to the reform from the chemical industry in Europe and the USA, and

some opposition from downstream users of chemicals (those companies that use chemicals in their products

or production processes). We expect that industry groups and individual companies will be putting many

responses into this consultation, with the intention of watering down the new law.

We want to maximise the input from the rest of society – and below we provide you with simple guidance on

how to comment.

An overall rating of the proposals

The bottom line for the environmental NGOs is that the EU needs a new regulatory system that leads to the

phase out, wherever safer alternatives are available, of those chemicals that accumulate in our bodies or the

environment, or disrupt hormonal systems. The Commission’s proposals go some way towards achieving

this, but have a number of crucial flaws. In summary:

On the positive side, we welcome:

• the development of a new system, and believe that the general direction of the proposed new system is

positive, though we believe that it is seriously deficient in a number of aspects

• that the proposed system will oblige industry to provide safety data on the chemicals it sells, including

‘no data, no market’ (at least for basic safety data).

• that the proposed system will identify the worst chemicals (those of very high concern) and deal with

them through the new authorisation system (which we see as severely flawed, see below). We welcome

the scope of the definition of ‘very high concern’, which includes:
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• chemicals that accumulate in our bodies and the environment, and are known to be toxic (PBT –

persistent, bioaccumulative and toxic).

• Chemicals that accumulate in our bodies and the environment, but that are not yet known to be

toxic (vPvB – very persistent, very bioaccumulative).

• Chemicals that are of equivalent concern, including endocrine disrupting chemicals

However, there are a number of crucial flaws, in particular:

• It will allow continued use of the worst chemicals, even when safer alternatives are available. The

new system will identify the worst chemicals – those of very high concern – but, as currently designed,

industry would be able to get permission to carry on using them, even if safer alternatives are readily

available. In our view, the use of chemicals of very high concern (such as those that accumulate in breast

milk) should only be allowed if industry demonstrates an overwhelming societal need, that no safer

alternatives are available and that risk reduction measures will be put in place.

• Secrecy remains. The current proposals would allow industry to keep a large amount of information

confidential regarding the production and use of chemicals. This is against the interests of both

consumers, workers, downstream users and retailers.

• Untested chemicals in imported consumer products: the current proposal would allow imported

products to contain untested chemicals, presenting unknown hazards to Europe’s consumers.

This is your chance to improve the legislation – the next page tells you how

to contribute your views.

For background information and briefings:

“Chemical Reaction” NGO web site:

http://www.chemicalreaction.org/

WWF UK Chemicals and Health Campaign:

http://www.wwf.org.uk/chemicals/

Friends of the Earth’s Safer Chemicals Campaign:

http://www.foe.co.uk/saferchemicals

Greenpeace report ‘Consuming Chemicals’ and cyberaction:

http://www.greenpeace.org/homepage

EEB Chemicals web site:

http://www.eeb.org/activities/chemicals/main.htm

WWF’s EU chemicals web site:

http://www.panda.org/epo/toxics
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How to respond

The basics

This document may look complicated, but in reality the procedure is quite simple; the basic steps are:

• Go to the Commission’s consultation web page, and scroll half way down, to the questionnaire:

http://www.europa.eu.int/yourvoice/forms/dispatch.jsp?form=253&lang=EN

• Fill in your details. The Commission is gathering quite a lot of background information on each

consultee, so they know what sector they come from. All the information on this web page is

automatically entered in a database, in order to allow the Commission to easily analyse it.

• Click on the boxes next to the sections you wish to fill in – if you are just using this briefing, then click

on “Information flow”, “Evaluation Procedures”, “Authorisation procedures”, and “Other” (though see

“optional extras” below). As you click these boxes, further questions will appear underneath, asking

what aspect you wish to comment on. For simplicity, we would suggest you click “efficiency of

procedures” in each case.

• For each section you will be given 2 empty text boxes, one called “general comments”, the other

“proposed changes to legal text”. For simplicity, we would suggest that you only fill in the general

comments box.

• Each of the sections below start with some introductory information, and are then followed by some text

positioned between thick black lines. It’s the text between these lines that is designed to be easy to copy

from this document and pasted into the consultation web page. You can just use the text as it is provided,

but please add your own comments or examples if you can – it’s your response!

• Once you have filled in the sections you wish to respond to (you can leave some blank), click the ‘no’

response to the Question “Have you sent further comments” – unless you have sent in a separate

consultation response using the supplied word document.

• It would be very useful if you could then email Anne-Sofie Anderssen at the NGO International

Chemicals Secretariat (anne-sofie@Chemsec.org) to tell her that you have responded to the consultation,

to give the environmental NGOs an idea of who is responding.

If you need any help please contact Anne-Sofie Anderssen at the NGO International Chemicals Secretariat,

anne-sofie@Chemsec.org, or Anja Leetz, Outreach Campaigner for the joint EEB, Greenpeace and Friends

of the Earth project “www.ChemicalReaction.org”, anja.leetz@eeb.org, Tel: +32 2 289 1090.

Thank you for taking part in the consultation!

Yours,

Michael Warhurst, WWF European Policy Office,

Stefan Scheuer, European Environment Bureau,

Jorgo Iwasaki-Riss, Greenpeace European Office,

Mary Taylor, Friends of the Earth Europe
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1. Information flow

There is currently much secrecy about what chemicals are used where, and even safety information can be

confidential. Unfortunately the Commission’s text only partially improves this situation, and still gives

industry the opportunity to claim that much information is commercially confidential. On the positive side,

the text would lead to much more safety information being passed on to downstream users of chemicals – but

this proposal is crucially flawed, as this information flow stops as soon as the chemical is incorporated into a

product or part of a product. Therefore we propose a number of changes to establish the public’s right to

know and adequate information transfer through the supply chain:

Please copy the text between the lines (or your text) into the “information flow” – “general comments” box.

Information flow

The proposed system has crucial problems with its provisions regarding information flow and

confidentiality. The lack of an obligation to provide safety information with articles (even when they contain

substances subject to authorisation), and the lack of any right of access to safety information for article

producers and retailers will make it difficult for them to fulfil their duty of care. The system will also not

allow consumer choice. We would therefore like to see the following changes:

Labelling of articles containing chemicals of very high concern

We also consider it important that articles containing chemicals of very high concern should be labelled to

increase market pressure for the phase out of such chemicals. This can be achieved through adding a second

paragraph to Point 63 (Duty of care for those placing articles on the market) :

“Producers and importers of articles containing substances meeting the authorisation criteria shall ensure that

these articles are labelled with a clear notice to that effect and with the authorisation number/s where

appropriate.”

Allowing downstream article users, retailers and consumers a right of access to information about

chemicals in articles

In order to allow these stakeholders access to information of chemicals in the articles they make, sell or use,

a third paragraph should be added to Point 63:

“Producers and importers of articles, and retailers are obliged to provide their customers, on request, the

information in Point 6 regarding the substance(s) contained in those article(s). If they do not possess this

information, they should obtain it from their supplier(s).

Deadline for Agency to publish information in its public database

The current text does not give the agency a time limit to publish information on the public database,

therefore would amend Point 67.2 (d) to:

 “(d) establishing and maintaining database(s) with information on all registered substances, the

classification and labelling inventory and the harmonised classification and labelling list, making all non-

confidential information in the data base(s) publicly available over the Internet as soon as possible and in

any case within 30 days of receipt, including a short profile of the hazardous properties, the chemical

safety report, the full registration dossier, labelling requirements and relevant Community legislation,

including authorised uses and restriction measures;”

Decision making on confidentiality

The current proposal allows a single Member State competent authority to determine the European approach

to confidentiality on a piece of information, with no opportunity for challenge. This is not acceptable. Two

modes of challenge should be built in, first for the other competent authorities and the Agency, the second

for other stakeholders:

1) Amend point 102.2 by (i) adding at the end of the first paragraph the following words: “…taking into

account the public interest served by disclosure of environmental and  health information.” and (ii) Deleting

the second paragraph. We believe that it is essential that there is a procedure to allow other Competent

authorities or the Agency to challenge decisions on confidentiality, and then obtain an agreed position, for

example using one of the agency’s committees; this procedure should replace this paragraph.

2) Insert a new paragraph 102(3), to establishing a review body in accordance with the Aarhus Convention:

 “102(3). Where a person or authority is denied access to information which has been declared confidential,

each Member State shall ensure that there is access to an expeditious procedure established by law that is



5

free of charge or inexpensive for reconsideration by a public authority or review by an independent and

impartial body other than a court of law.

Non confidential information

We consider that the list of information that is never be regarded as confidential should be extended. We

therefore propose extending the list of information in Point 102.3 by adding:

“ - chemical structure/s of the substance; full Chemical Safety Reports; use categories; total market volumes;

and exposure scenarios.”

2. Evaluation procedures

The new system requires that producers and importers of chemicals to Register safety information about their

chemicals. The registration process will not check the quality of the information provided by industry – such

a check will only happen if the safety data is Evaluated by Member State authorities. In the Commission’s

original White Paper in 2001 it proposed that all chemicals produced at >100 tonnes per annum would have

their safety data evaluated. The Commission has now changed this, proposing that such chemicals only have

their plans for more testing evaluated in a ‘Normal Evaluation’, not whether the safety data is properly

presented and calculated. Full checks on the registration information are only done by a ‘Priority

Evaluation’, which Member States do not have to do at all. We do not consider that this is sufficient:

Please copy the text between the lines (or your text) into the “evaluation” – “general comments” box.

Evaluation

The system will only be workable and effective if the registration data is accurate, if it isn’t (which is a real

risk in this system), then the rest of the system will fail to function properly and will not properly protect

human health and the environment.

We therefore propose that increased efforts are put into checking the data submitted by industry, and that the

system should return to that proposed in the White Paper, where all registrations above 100 tonnes per

annum are evaluated for accuracy. We also consider that the proposal for approval of testing plans is overly

bureaucratic and time consuming and should be replaced by a simplified decision procedure following a

guidance document which should be produced by the Commission.

Therefore we wish to amend Point 35 as follows:

- delete point 35(2)

- amend point 35(1):

“The evaluating authority shall examine any registration dossier for a substance produced or imported at over

100 tonnes per annum with a view to performing the following tasks:

Insert tasks a) to d) of Point 38(1) (priority evaluation).”

3. Authorisation procedures

The authorisation system exists to identify the worst chemicals – those of very high concern – and then to

only allow their continued use in applications where industry has applied for and been given an

authorisation. It is one of the most important parts of the REACH legislation, as it is through authorisation

that we hope to be able to phase out chemicals such as those that accumulate in our bodies and those of

wildlife. Unfortunately the current text is very weak, and will not achieve this objective without a number of

crucial changes, as described below.

Please copy the text between the lines (or your text) into the “authorisation” – “general comments” box.

Scope of authorisation

We support the Commission in their inclusion in authorisation of chemicals with the following criteria:

-carcinogens, mutagens and reproductive toxins

- persistent, bioaccumulative and toxic chemicals, very persistent, very bioaccumulative chemicals and

chemicals of equivalent concern, including endocrine disrupters
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However, we believe that chemicals meeting the following health and environmental criteria should be

added:

44(g) substances which are known to be potent respiratory sensitisers

44(h) Priority hazardous substances as identified through the water framework directive or the OSPAR

convention.

Granting of an authorisation

In our view it is essential that authorisation implements the substitution principle, leading to a phase out of

the worst chemicals, with their use only continuing where there are no safer alternatives and there is an

overwhelming societal need and risk reduction measures are in place.

We therefore strongly object to the way in which the current text allows industry to continue using chemicals

of very high concern, even when safer alternatives are available. In our view, allowing industry to continue

using chemicals if they claim ‘adequate control of risk’ will fail to deal with the threat posed by these

chemicals, as many have no threshold of action, have low dose effects or will cause long term contamination.

The current text will also make the authorisation system unworkable due to a very large number of requests

for authorisation being received from companies who wish to continue using chemicals of very high concern,

as companies will not need to consider whether safer alternatives are available prior to application.

Therefore:

Point 48 (2) should be deleted, removing the ‘adequate control’ route to authorisation.

All applications for authorisation should go through an improved Point 48 (3), except for any carefully

defined exemptions (Point 46 (2) - exemptions should only be allowed if they in practice - not just in

theory - ensure at least the level of protection of human health and environment equivalent to that

given by authorisation).

Although the route to authorisation defined in 48(3), does allow a consideration of need and alternatives, we

consider that this should be strengthened, to ensure that availability of safer alternatives does lead to a phase

out of the chemical of very high concern, and that the needs of society are considered; point 48(3) should

therefore be amended as follows:

“An authorisation may be granted if there is an overriding societal need for this use of the substance, and this

need outweighs any risk to human health and the environment from the use of the substance. This decision

shall be taken after consideration of all the following elements:

(a) Any available information on alternative substances or technologies. If such a substitute is available, and

this substitute does not itself  fulfil the criteria laid out for chemicals of very high concern in Point 44, then

the application for authorisation shall be rejected.

(b) The societal  need for the substance. An authorisation shall be rejected if there is no overriding societal

need for this use of the substance.

(c) The risk management measures proposed, which must be sufficient to minimise the risk posed by the

substance, taking into account any other known uses and release of the substance.

(d) If an authorisation is granted the applicant should supply, within one year, a substitution plan.”

Reviewing authorisations

All authorisations should be subject to a review to ensure that safer alternatives are brought into use as

rapidly as possible, and to ensure an effective response is made to any new information on the safety of the

substance. Therefore:

Point 48(6) should be amended to “Authorisations shall be subject to a review period of not more than 5

years. Authorisations may also be subject to other conditions”

Point 49(2) first paragraph should have the following sentence added at the end: “Authorisations shall be reviewed if

new information emerges which could affect the decision to authorise a use, including new information on availability

of safer alternatives”

Control of substances of very high concern in articles (e.g. consumer products)

The current text controls the use of chemicals by a company making an article from raw materials, but the

controls do not properly stretch downstream to further companies that may use this article to make other

articles (e.g. a company making a chair from dyed fabric, a filling and wood). They also do not protect EU

consumers against the import of articles from outside the EU which contain a chemical of very high concern.

Therefore:
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Point 45(1) Should have the following text added at the end: “An importer or producer of articles shall be

subject to the same requirements with respect to the substances included in the articles they import or

produce.”

4. Other

1) Development of non-animal tests. The European Commission and European Governments are currently

doing too little to develop alternative non-animal tests to identify the toxicity of chemicals. There is massive

potential to develop such tests, but more resources and commitment are needed. See text below.

2) Legal basis. It is understood that the Commission wishes this regulation to be governed by Article 95 of

the EU treaty – this means that this would be an internal market regulation, and Member States will be

forbidden from having stricter regulations in their country. In our view it should be governed by article

175(1)4, which allows individual Member States to have a higher level of protection if they wish. See text

below.

3) Ensuring proper protection from substances present in articles. Many of us get much of our exposure

to chemicals from articles (e.g. consumer products such as toys and computers). The draft text will currently

allow articles imported into Europe to contain unregistered and unknown chemicals, which will not

adequately protect human health and the environment. It also does not properly cover disposal of articles.

See text below.

4) If you have already added your name to the signatories of “Our demands for a toxics free future”, then

please use the text below, to ensure that no-one can accuse us of attempting to double-count submissions.

You can also enter any other comments you wish to make in this section.

Please copy the text between the lines (or your text) into the “other” – “general comments” box.

1) Development of non-animal tests. There is huge potential to increase development of effective non-

animal tests, which are often cheaper and more reliable than current animal tests. Both the European

Commission, Member States and the chemical industry have a responsibility to commit resources to the

development and validation of such tests. Consideration should be given to examining how this regulation

could accelerate this process, for example through the agency encouraging the development and use of non-

animal tests.

2) Legal basis. The Commission wishes that this regulation will be governed by article 95 of the EU treaty,

which will prevent Member States providing a higher level of health and environmental protection. We

consider that it should instead be under article 175(1), to allow Member States to have a higher level of

protection if they wish. This is particularly important to ensure that no Member State experiences a reduction

in protection, and in view of the uncertainty as to the eventual shape of this legislation.

3) Substances in articles

(i) The duty of care for articles needs to be extended to ensure that their disposal is properly considered,

therefore amend Point 63 to the following:

“Without prejudice to Directive 2001/95/EC of the European Parliament and of the Council, producers and

importers of articles shall ensure that the articles they place on the market can be used and disposed of in

such a way that human health and the environment are not adversely affected as a result of exposure to any

substances released from them.”

(ii) The current article 64 will allow importers to bring articles into Europe which contain unregistered

chemicals, posing unknown health and environmental hazards – it is also important to create a level playing

field between articles made in Europe and those imported into Europe. Therefore change point 64(1) to the

following:

“An importer or producer of articles shall declare conformity with the registration requirements for any

substance contained in those articles in accordance with Title IV.”

4) We have also signed on to the statement “Our demands for a toxic free future”.
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5. Extras

The above submissions are the highest priority, in the view of the environmental NGOs. However, this is a

large and complex piece of legislation, and has many other very important elements. If you wish to do more,

or are particularly concerned about any of the following areas, then you can fill in these sections as well:

Intermediates

Intermediates are chemicals used for the production of other chemicals or products, and can be divided into 4

groups:

• type 1 – closed system intermediates, which the Commission is proposing not to register in the current

system.

• type 2 – isolated intermediates on one site, which the Commission is proposing will be registered with

available data

• type 3 – isolated intermediates transported under strict contractual control to up to 2 customers. The

Commission is proposing these intermediates will be registered with available data, unless they are

produced at >1000 tonnes per annum

• type 4 – marketed intermediates, which will be treated in the same way as other marketed chemicals,

so we won’t cover them here.

Intermediates do still pose risks – in particular to workers who handle them, but also to the wider

environment in the event of leaks or accidents in the plant or during transport. The environmental NGOs

therefore believe that more safety data is needed on such chemicals, to help to ensure that they are safely

used taking into account their hazards. This can be achieved by requiring the same safety data for type 2 and

3 intermediates that is required for chemicals which are on the market at 1-10 tonnes per year, all of which

can be obtained without animal tests.

Please copy the text between the lines (or your text) into the “intermediates” – “general comments” box.

Intermediates

We welcome the Commission’s inclusion of intermediates in registration, as we consider it is important that

there is sufficient information available to evaluate the hazards of such chemicals. This registration will also

give regulators a better indication of how many intermediates are in use and what their properties are.

However, we consider that the minimal amount of safety information proposed is insufficient for an adequate

characterisation of these chemicals, which will mean that the system will not workably protect human health

or the environment.

We therefore propose that the information requirements for isolated intermediates on site and transported

should be upgraded to those required for chemicals marketed from 1-10 tonnes per annum, Annex V:

Delete Point 18(2) and Point 18a(2), and replace with:

18(2) A registration for an isolated intermediate on site shall include the following

Information:

a) a technical dossier as specified in Point 11(1)a

b) a chemical safety report as specified in Point 11 (1)b

c) The technical dossier referred to in Point 11 (1) (a) shall include under items (vi) to (viii) as a minimum

the information specified in Annex V

18a(2) A registration for an isolated intermediate transported shall include the following

information:

a) a technical dossier as specified in Point 11(1)a

b) a chemical safety report as specified in Point 11 (1)b

c) The technical dossier referred to in Point 11 (1) (a) shall include under items (vi) to (viii) as a minimum

the information specified in Annex V


