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REACH Regulation

public internet consultation

A - Contact details

(Please enter your contact details)

Name: 

Guido Lena

Organisation:
UEAPME (European Association of SMEs)

Address: 

4, rue J. de Lalaing

Post/zip code: 
1040

City/Town: 

Brussels

Country: 

Belgium

Telephone: 

+32 2 230 75 99


Fax: 


+32 2 230 78 61

E-mail:

g.lena@ueapme.com

B - Confidentiality

 FORMCHECKBOX 
 
I would like my identity to be kept confidential


(please leave this box blank if you agree that your name and organisation will be identified on the Commission’s website for public access)

C - SME

 FORMCHECKBOX 
 
Are you a small or medium sized enterprise? (EC legal definition)
please specify the number of members:

D - Description of your primary activities

(please select only one of the following)

Industry

 FORMCHECKBOX 
 
Manufacturer

 FORMCHECKBOX 
 
Importer

 FORMCHECKBOX 
 
Downstream user

 FORMCHECKBOX 
 
Distributor

 FORMCHECKBOX 
 X
Trade association
 FORMCHECKBOX 
 
Other

NGO

 FORMCHECKBOX 
 
Environmental group

 FORMCHECKBOX 
 
Animal welfare group 

 FORMCHECKBOX 
 
Trade union 

 FORMCHECKBOX 
 
Consumer organisation

 FORMCHECKBOX 

Other

Public authorities

 FORMCHECKBOX 
 
EU Member State government

 FORMCHECKBOX 
 
Other national government

 FORMCHECKBOX 
 
International organisation

 FORMCHECKBOX 
 
National or regional authority

Other

 FORMCHECKBOX 
 
Academic or technical institute

 FORMCHECKBOX 
 
Worker in chemicals or downstream industry

 FORMCHECKBOX 
 
EU citizen

 FORMCHECKBOX 
 
Other

Please structure your response according to the following topic areas and provide comments or proposals for amendments to the legislation. Please comment on those topics that are relevant to you.

When finished, please send your document to the following address:

entr-env-ec-reach@cec.eu.int.

Thank you in advance for your contribution.

E - Topics:

General Considerations

The proposal of the Commission is very ambitious and there is a lot of concern as to whether SMEs will be able to meet the requirements of the new system. Substances falling under the Reach system will be subject to a strict regime similar to products covered by the Product Safety Directive. Considering the effects this proposal will have on businesses and SMEs in particular, UEAPME regrets that the consultation period was of only 8 weeks. This is all the more regrettable that the documents were only available in English. This approach makes it impossible for many SMEs and micro-businesses especially to respond to the consultation and from contributing to the debate. Many of our members have also refused to participate in the consultation for the same reasons.  

1. Duty of care

The need for manufacturers and importers to undertake a Chemical Safety Assessment (CSA) for all substances, regardless of the tonnage manufactured or imported under the duty of care principle is not in line with the rest of the proposal which only deals with substances manufactured or imported in quantities beyond 1 tonne. This requirement will cause unnecessary red-tape for small businesses producing or importing small quantities of substances and should be removed.    

2. Chemical Safety Assessment (CSA) + 3.
Information flow

The proposal requires downstream users to perform a downstream Chemical Safety Assessment (CSA). In order for this to be possible upstream producers will have to provide downstream users with all the complete, necessary information

on the substances contained in the final product. Experience shows that it is, today, very difficult to obtain sufficient information on the chemical and toxicological qualities of substances used, even when they are asked for environmental reasons. This lack of willingness to share information will mean extra costs for SMEs who will have to undertake CSAs from scratch, without being able to rely on the manufacturer's CSA or their safety data sheets. UEAPME requests that the transfer of information is made compulsory and that all businesses have access to the database of the European Chemicals Agency in agreement with the provisions governing the confidentiality of information. 

4.
Registration procedure

The registration process is somewhat burdensome and redundant. For instance, the information required in Annexes IV to VIII is already contained in the safety report which includes all the relevant information regarding the safe use of a substance. There is also the risk that information provided to authorities will be submitted a number of times since there is no recognition of assessments such as the OECD SIDS Programme. UEAPME also regrets that data requirements are only based on quantities produced and do not take into account the exposure factor. 

Substances that must be registered or on the contrary are exempt from registration are addressed in different parts of the title (point 7 scope, point 9 exemptions, point 10 biocides and plant protection, point 15 polymers, point 18 intermediates, point 22 phase-in substances, point 25 notified substances) which is very confusing. UEAPME therefore suggests that all substances that must be registered are dealt with in a same point and all the exemptions in another separate point, perhaps already in the first chapter of the first title. There is also a concern that having to provide a list of customers for the exemption under the research and development clause will hinder innovation.

Registration requirements should be limited to intended uses only. However the definition of “intended uses” is not manageable when requiring that own and intended uses represent at least 90% of the manufactured volume. 

5.
Polymers
UEAPME is very much in favour of excluding all polymers and intermediates from the scope of the Directive. Including polymers will add unnecessary burden on businesses both administratively and financially. This is all the more regrettable that polymers are only rarely a threat to the environment and human health. Therefore if an overall exemption for polymers is not foreseen then the number of exemptions should at least be increased. 

6.
Intermediates

As for polymers, UEAPME would like to see intermediates excluded from the scope of the Directive. 

8.
Data sharing/consortia formation
The need for businesses to pre-register all their phase-in substances creates unnecessary bureaucracy both for the businesses and the competent authorities. UEAPME suggests returning to the White Paper option of not requiring any pre-registration. 

One of the consequences of the new Regulation will be that SMEs will have to occasionally contribute financially to the costs of additional tests on chemical substances. Therefore, UEAPME calls on the setting up of a specific framework regulating the sharing of data and costs between producers and users. 

Such a framework should also address cases when a second registrant wishes to enter the market for an already existing substance. As the proposal currently stands, the first registrant would only have to provide the new registrant with data relating to testing on vertebrates. No obligation is foreseen for the first registrant to provide information on other protected data necessary for the registering of the substances. This could lead to situations where businesses in possession of results of tests, other than on vertebrates, might authorise access to them in a "selective way", setting their own conditions for disclosure. It is clear that "free negotiations" are liable to favour dominant positions in the market, very much to the disadvantage of SMEs, which represent the weaker element. For example, dominant positions of important companies are now increasing in the Italian plant protection products sector. In fact, Directive 91/414/EEC allows "free negotiations" between the customer and the supplier in the sharing of data. The tests required under the new system are very expensive and most SMEs will not be able to afford them. For that reason, businesses must be able to access all the necessary protected data (both testing on vertebrates and other tests) indispensable for the registration of the substance. Otherwise, SMEs will most likely be put out of business if the first registrant is to set the price. It is in the interest of the internal market as well as for the future competitiveness and employment level in the EU that confidentiality does not mean exclusivity, allowing only the first registrant to have market shares. 

Therefore, UEAPME suggests the following procedure. At the time of the declaration of intent of the second registrant to register the same product, the first and second registrants should enter negotiations in order to agree on the information to be exchanged for all protected data useful for registration and not only the tests on vertebrates. During negotiations the second registrant should already be authorised to place his/her product on the market. If no agreement can be reached, then the case should be submitted to arbitration, the outcome of which would be binding for the two parties. 

It is clear that SMEs have to pay for the data they receive but the price should be fair, reasonable and proportionate. One possibility could be to calculate the price for information on the basis of the number of years the protection clause has still to run. One example: if the information is protected for 10 years, then after 7 years the second registrant would have to pay some 30% of the total cost.              

9.
Procedures for downstream users

The proposal does not provide sufficient guarantees to the downstream users that they will have access to the necessary information from the database and/or from their suppliers. As previously mentioned under point 3, UEAPME requests that the transfer of information is made compulsory and that all businesses have access to the database of the European Chemicals Agency in

agreement with the provisions governing the confidentiality of information. 
The reporting provisions for downstream users are also very stringent. UEAPME is especially concerned about the threshold of 250 kg for the reporting obligation. This puts downstream users to a disadvantage as they might be obliged to undertake tests at lower levels than the manufacturers or importers.

10.
Evaluation procedure
According to point 35, evaluations will be undertaken by the competent authorities of the Member States. UEAPME is against this procedure despite the agreement procedure cooperation guarantees of point 42. Analysis of the current regulations on substances confirms that Member States address issues differently leading to distortions. Therefore, UEAPME asks for the task of evaluations to be given to the EU agency.  

From point 38 one can imply that competent authorities could require manufacturers to carry out further tests for uses which were not registered by the manufacturer. The gathering of information about the chemical substances and finding the appropriate structures/institutions to carry out the tests will prove too expensive and burdensome for SMEs. Therefore UEAPME suggests a simplified solution for the evaluation of risks of final products, based on the use of "minimum dossiers" in which the data required can be provided through a “family’s or chemical groups” approach.  

Industry should also be more involved in the evaluation process and should especially be given the possibility to appeal to a decision of the competent authorities.  

11.
Authorisation procedure

Authorisations will be granted at either national or EU level depending on the objective. This is not convenient and will inevitably lead to problems of distortions. Therefore UEAPME would like to see the national authorisations abolished.  

For downstream users, the authorisation procedure adds further unnecessary pressure considering the extensive information and reporting requirements of the evaluation procedure.

As previously mentioned, there is a need to ensure that businesses will have a right to appeal, which could best be dealt with in a separate chapter and which would apply to all the different procedures, evaluation, authorisation etc.

12.
Restrictions procedure

The role of the Commission in the restriction procedure makes it very difficult for businesses to appeal against its decision. As previously mentioned businesses need to have a right to appeal and this should be foreseen at every level of the Reach procedure. This is all the more important that the financial implications are great.  

13.
The Agency

The Agency should be given a legal status. It should be given the mission to implement the REACH system together with the competent authorities of the different Member States. This seems to us to be the only way to ensure harmonisation across the EU.   

UEAPME welcomes the involvement of stakeholders in the Management Board of the Agency as well as in the working groups. However, stakeholders will not be involved in the committees and nothing is provided to ensure that their interests will be represented within these committees.  
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