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Conclusions and Recommendations of 

Workshop on REACH Impact Assessments
held on 25th  – 27th of October 2004 in The Hague
(Corrigendum)

Introduction 

On 29 October 2003 the Commission made a proposal for a thorough revision of the EU’s Chemicals policy.
The European Commission, Member States, business associations and NGO’s commissioned several impact studies regarding the REACH-proposal.
The Dutch Presidency organized this workshop to bring together the results of the studies already available and to consider the lessons to be drawn from them.

Basis of the debates in the workshop was an overview document, called ‘The impact of REACH’. This document has been prepared on behalf of the Netherlands EU-presidency.

It contains a summary and analysis of 36 REACH impact assessments. 
The participants in the workshop focused their debates on 4 themes:
· Impact of REACH on Society 
· Direct costs to industry
· Indirect costs to industry
· Impact on the competitiveness and innovation.
The conclusions and recommendations of this workshop were given to the Presidency in order to present these to the Competitiveness Council and the Environment Council, via the Ad-hoc Council working group on Chemicals.
General Conclusions

· The workshop stressed the importance of the REACH-objectives, for example protection of human life and the environment, maintenance or improvement of the competitive position and innovation potential of European business, thereby contributing to achieving the Lisbon goals.
· The workshop expects REACH to contribute to public health and workers’ safety in the EU as well as enhance the protection of the environment.

· It is difficult to quantify these positive effects.

· The workshop refrained from a lengthy debate on the estimates of the direct and indirect costs to industry. Instead it focused its attention on options to reduce these costs. 

· Furthermore, it concluded that reductions in the direct costs to industry will also result in subsequent reductions of the indirect costs to industry. The competitiveness of EU industry as well as its ability to innovate will equally benefit from such reductions.

· During the workshop special attention was paid to the impact of REACH on SMEs since the direct and indirect costs of REACH are not equally distributed and have a heavier impact on SMEs.

· Leaving pending studies aside, there was a general feeling that future research on the impact of REACH should also address the workability of REACH for industry and the competent authorities. 

Recommendations on direct costs and benefits to industry

· Make REACH as simple and user-friendly as possible in order to enhance the understanding of and compliance with REACH requirements.

· Reduce the costs of registration by enhancing co-operation between companies in the field of data sharing and by considering the possibilities to avoid the duplicate submission of information for the registration of substances at a later stage. 

· As regards testing: stimulate the development, validation and acceptance of alternative test methods, e.g. in-vitro tests, read-across and QSARs. These alternatives may contribute to a reduction in the number of tests, in particular on animals, and to a reduction in the costs of testing.

· Consider the possibility to reduce costs, especially for SMEs and downstream users, by further exploring the concept of use and exposure categories. 
· Becoming familiar with REACH and adapting internal business procedures for implementing REACH, requires significant resources for companies. In order to reduce the costs of such activities, Member States are recommended to promote without delay, in co-operation with industry or their associations, information and communication projects on REACH and its requirements, in particular for SMEs.

· Reduce bureaucracy e.g. by assisting companies with their registration and with other obligations. Standard forms could be developed.

· Reduce costs that have to be made for the production and distribution of Safety Data Sheets (SDS) by optimizing the use of information technology and by standardization, where possible.

· Member States are encouraged to support the European Commission in its endeavour to develop and validate tools to facilitate for industry to comply with the REACH-requirements.

Observations and recommendations on indirect costs and benefits to industry

observations
· Cost implications from REACH requirements could induce companies to withdraw a substance for which continued marketing would be no longer economically viable. This will result amongst others in indirect costs for downstream users. 

· Also due to the above mentioned mechanism, downstream users are faced with uncertainties on continued availability of their ingredients. Therefore they need at early stage clarity on whether or not supply of those ingredients will continue. 

· EU-Companies marketing a substance in the lower tonnages ranges (with no or limited information requirements) that foresee momentarily exceeding tresholds (with more information requirements) may be slowed down in their expansion by the requirement to complement their registration with additional information. This situation is less critical for others exceeding other tonnage levels (100 and 1000 tpa).

· The workshop acknowledged that REACH provides rules on confidentiality of data on substances (art. 115 and 116). These rules will be complemented with further guidance, to be developed by the REACH Implementation Projects (RIP-projects). Further it was noted that sharing of information may be hampered by a desire to keep certain information confidential.

recommendations

· A system of early and simple pre-registration, may encompass communications between suppliers and downstream users. It also could enhance the information flow within the value chain (chain transparency), promotes co-operations and identifies at an early stage necessary initiatives to find alternatives or to reformulate products.

· Time to market disadvantages between EU and e.g. Asia or US need to be minimised. 

Observations and recommendations on competitiveness and innovation

observations

· EU manufacturers and importers operating on the European market need all to comply with the requirements of REACH, thus making the EU market a level playing field. However, EU companies selling to non-European markets may have a disadvantage compared to their non-European competitors. This may lead to a shift of production facilities to countries outside Europe, especially those producing solely for export.

· EU producers of articles can only use substances which fulfil the requirements of REACH. Non-EU competitors may be in a more advantageous position regarding such substances, depending on the requirements of their domestic chemicals legislation. Imported articles can be produced by non-EU producers with substances that do not meet equally high requirements, which could be a competitive disadvantage for EU producers.

· Certain sectors of industry and SMEs in general may be more affected by REACH than others. The workshop acknowledged that specific provisions in REACH are intended to alleviate for the potential disproportional burden on SMEs, such as: extended research and development periods, a higher threshold level for registration for new substances (of 1 tonne per annum) and an extended registration period for low volume phase in substances (11 years after entry into force of REACH) and lower data requirements for low production volumes. 

· On innovation, the workshop observed that in the short run innovation may be hampered because available resources for research and development might be used for the implementation of REACH, especially by SMEs. However, in the longer perspective the requirements of REACH may stimulate the development of less harmful substances as substitutes for restricted ones. On a global scale, EU companies may have first mover advantages regarding these substitutes. 

· REACH may invoke a knock on effect if other countries follow.

recommendations

· Member States should be aware of the potential negative effects on the competitiveness of EU business and consider measures to enhance business awareness of REACH and capacity to comply with its requirements.

· The business community should start preparations for the implementation of REACH well before its entry into force.

· Monitoring of market developments may be used to further refine and improve the provisions of REACH to the benefit also of SMEs. 

· More should be done to alleviate the burden on SMEs.

Observations on the impact of REACH on society

It is difficult to quantify the impacts of REACH on society in terms of cost and benefit. Nevertheless, the workshop noted that the benefits for society (e.g. improvement of health, reduction of diseases, improvement of biodiversity, improved worker safety through better knowledge on chemicals and their effects) are undisputed. Likewise, costs will occur for society e.g. in the form of loss of workplaces, reduction of competitiveness of European enterprises and price increases, but are difficult to estimate.

Other issues

· Substances derived from supply chain outside the chemical industry (metals, minerals, other inorganics and organic products derived from plants and animals) are included in both the existing substances regulations and in REACH. However few of the impact assessments so far published has addressed these sectors. Results from studies on the effects of REACH on costs, competitiveness and other benefits for these sectors are awaited.

· Any major proposals for amending the Commission’s REACH proposal should take costs and benefits into consideration.

· In view of the anticipated difficulties for SMEs in implementing REACH, Member States may consider establishing national help desks. 

Final remarks

· In line with earlier political conclusions, the necessity of the new EU regulation on chemicals is evident.
· In implementing REACH it is necessary to maximize cost effectiveness for industry, in particular SMEs.

The Hague

October 27, 2004 
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