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Subject: Petition 1509/2012 by Chimica Italiana, an Italian company, on the 
implementation of the 'Reach' regulation

1. Summary of petition

The petitioners are a group of small and medium-sized chemical companies, which produce 
chemicals for the textile, leather and paper industries and have come together in a consortium 
in order to comply with the procedures provided for in Regulation (EC) No 1907/2006, 
known as 'Reach' and Regulation (EC) No 1272/2008, known as the CLP Regulation.

These SMEs are encountering practical difficulties, in particular with regard to the high costs 
and the lack of transparency of the SIEF (Substance Information Exchange Forum).

2. Admissibility

Declared admissible on 6 May 2013. Information requested from Commission under Rule 
202(6).

3. Commission reply, received on 20 September 2013

The REACH Regulation is a significant change to the way risks associated with chemical 
substances have been managed in the EU prior to its adoption. It has given industry (big and 
small alike) a greater responsibility to identify and manage the hazards and risks of chemicals 
as well as to establish appropriate risk management measures to ensure the safe use of 
chemicals. 
The Commission acknowledges the concerns that have been reported to it as regards the 
burden that REACH places on industry, especially for small and medium-sized enterprises 
(SMEs), as reflected in the review of REACH (Report from the Commission on the operation 
of REACH and accompanying Staff Working Document adopted on the 5 February 2013). In 
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view of ensuring legislative stability and predictability and taking into account the overall 
good functioning of the legislation, the Commission decided not to propose changes to the 
enacting terms of the Regulation. Nonetheless, the review identified some needs for 
adjustment and in particular the need to reduce the impact of REACH on SMEs. An Annex to 
the Report from the Commission contains the following list of specific recommendations 
aiming to reduce the administrative burden of REACH by SMEs while maintaining their 
ability to fulfil all REACH obligations:

· ECHA is encouraged to provide more specific guidance on transparency, non-discrimination 
and fair cost sharing in the framework of SIEF formation and operation. The review has 
identified specific problems in relation to the powers of lead registrants which role is more 
frequently exercised by larger companies. These powers could materialize in imposing flat fee 
on 'letters of access' and charging disproportionate amounts for the administration of SIEF. 
The incentives to ensure an economically efficient SIEF administration must be made 
stronger.

· ECHA and industry should develop more user-focused guidance, with special attention to 
SMEs. The review has identified a specific problem in relation to the vast amount of guidance 
developed to support the implementation of REACH. Only a fraction of the existing guidance 
is targeted to specific groups of companies. REACH is applicable to many different types of 
companies through the whole supply chain which has led to often rather complex guidance 
documents.

· ECHA in collaboration with the industry should improve the guidance for protecting 
intellectual properties in the context of mandatory exchange of information in the value chain. 
In the context of joint registration a specific problem has been found with the disclosure of 
important business information, which in some cases constitutes the foundation of specific 
companies. More specific guidance is needed to disseminate best practices among the industry 
on which information should be protected, and how best to achieve satisfactory protection.

· Similarly, ECHA should develop better guidance, especially targeting SMEs and less 
experienced companies, in the use of the Use Descriptor System. Currently SMEs often need 
external support driving up their compliance costs. Improper use of the system may result in 
significant differences between suppliers of the same substance in the required conditions for 
its use which limits the possibility to change supplier; leads to higher costs and reduced 
stability of supplies.

· ECHA and national REACH Helpdesks are called upon to develop specific activities and 
guidance on integrating REACH processes early into the R&D and other innovation 
processes. Some innovative companies have expressed concerns over regulatory uncertainty. 
While a number of innovation-friendly mechanisms are present in REACH and a lot of 
information is being produced by ECHA and disseminated on the internet on the exact 
obligations, these mechanisms and information sources need to be well advertised among 
innovating companies. 

· The Commission will make further use of Enterprise Europe Network (EEN) to increase 
awareness of REACH along the supply chain and to improve the communication within the 
supply chain. REACH concerns a wide variety of companies and a significant proportion of 
businesses in Europe qualify as downstream users. It is believed that a number of SMEs are 
unaware about their role and obligations related to the Regulation, and those who are aware, 
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may have a false impression of the exact scope of their duties. For this reason wider 
communication and awareness raising activities will be pursued using established platforms 
of EEN and national REACH Helpdesks.

· Finally, the Commission will continue to monitor the administrative costs of implementation 
of REACH by SMEs and the quantity and quality of technical and legal support for SMEs 
provided by responsible implementing institutions.

Furthermore, the Fee Regulation has been reviewed taking into account the results of the 
overall REACH review, in particular, those related to costs of REACH and its impact on 
competitiveness and innovation. A main objective of the revised Fee Regulation was to lower 
the costs for SMEs by providing for a reduction up to 95% of the fees.

As regards the proposal to register families of dyes, the Commission would like to remind that 
the OSOR (one substance one registration) principle flows from the wording of Title II of 
REACH which indeed specifies the registration requirements. However, the Commission 
would like to stress the fact that Article 13 of REACH provides for the possible use of 
alternative methods in order to generate information on intrinsic properties of substances and 
namely the use of grouping or read-across in case of similarities, provided that the conditions 
set out in Annex XI of the Regulation are met. This provision enables the registrant to reduce 
the cost of required testing. Nevertheless, the burden of proof remains on the registrant to 
assess the appropriateness of the use of those alternative methods. 

Concerning the requirements for imported substances under REACH, the Regulation provides 
for manufacturers and importers of substances on their own, in mixtures or in articles to be 
treated on an equal footing and therefore, to be both subject to the same requirements under 
the Regulation. That being said, there is the possibility provided by Article 8 of REACH for a 
non-Community manufacturer to appoint an only representative to fulfil the obligations of 
importers under the REACH Regulation. 

The main objective of the data sharing provisions of REACH is to reduce animal testing but 
also to minimise costs of data collection for the industry. The formation and operation of 
Substance Information Exchange Fora (SIEFs) is not regulated by REACH and it is therefore 
for industry to organise themselves in order to comply with the relevant provisions of the 
Regulation. However, the Commission services are aware of potential concerns related to 
transparency and communication within the SIEFs, especially as regards SMEs (as 
acknowledged in the REACH Review). The Commission services currently work on 
gathering concrete information about practical malfunctioning of SIEFs, in order to decide,  
on the basis of those concrete examples, the Commission services will further decide on the 
appropriate actions to be conducted in order to tackle that issue.

Conclusion

The concerns of the petitioners have been partially addressed, namely by the reduction of the 
registration fees and the support available to SMEs in order to ensure REACH compliance. In 
the context of the implementation of the recommendations from the REACH Review, the 
Commission services are gathering information in order to be able – on the basis of concrete 
examples – to consider what appropriate actions could be conducted to address the concerns 
as regards the operation of SIEFs under REACH. 


