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1. Composition and objectives of the delegation

On 8/9  April 2010, the Committee on the Environment, Public Health and Food 
Safety visited, for the first time since its establishment, the European Chemicals 
Agency (ECHA) in Helsinki, in order to familiarise itself on-the-spot with the latest 
developments in the implementation of the REACH Regulation. 

The delegation consisted of seven members. It was chaired by Mr Jo Leinen (S & D), 
Chairman of the Committee on the Environment, Public Health and Food Safety and 
also included Mrs Christa Klass (EPP), Mrs Mairead McGuinness (EPP), Mrs Linda 
McAvan (S&D), Mrs Satu Hassi (GREENS), Mr Holger Krahmer (ALDE) and Mrs 
Jutta Haug (S&D, Vice Chair of the Budget Committee). 

The delegation was accompanied by Mr Andreas Huber (HoU, ENVI Committee 
Secretariat), Mr Siegfried Breier (Administrator, ENVI Committee Secretariat), Mrs 
Ulrike Schöner (S&D - Advisor on Health and Environment Policy), Mr Wilhelm 
Bargum (ALDE - Advisor on Health and Environment Policy), Mr. Axel Singhofen 
(GREENS - Advisor on Health and Environment Policy), Mrs Gina Braun-Friderici, 
(Assistant to Mrs Klass) and Mrs Katja Standke (Assistant to Mrs Haug).

The ECHA Management Board was represented by Mr Thomas Jakl (Chair), Mr 
Hartmut Nassauer (Member appointed by the European Parliament), and Mr Guido 
Sacconi (Member appointed by the European Parliament).

ECHA was represented by Mr Geert Dancet (Executive Director), Mr Andreas 
Herdina (Director - Cooperation), Mr Jukka Malm (Director - Assessment), Ms 
Christel Musset (Director - Registration & IT Tools), Mr Jef Maes (Director -
Resources), and Ms Anna-Liisa Sundquist (Chair of the Member State Committee).



2. Structure of the visit

The visit started in the late afternoon of 8 April 2010 with opening statements by Mr 
Geert Dancet (Executive Director, ECHA), Mr Thomas Jakl (Chair of the ECHA 
Management Board) and the Chairman of the ENVI delegation, Mr Leinen and was 
followed by a general introduction to the legal framework of REACH - and the CLP-
Regulation and presentations by the following ECHA senior staff members:

 Overview of ECHA, Geert Dancet
 Preparations for the first REACH Registration Deadline, Andrea Herdina
 Scientific Evaluation and Alternative Methods to Animal Testing, Jukka Malm
 Risk Management through Authorisation and Restrictions, Anna-Liisa 

Lundquist
 Development of Scientific IT Tools, Christel Musset
 Financing Structure of ECHA and Building Issues, Jef Maes

All presentations were followed by short discussions with the ENVI delegation.

3. Achievements and Future Challenges

ECHA got off to a very good start in 2007 prior to its official opening in June 2008. 
The COM spent significant resources in the 4 years leading up to REACH´s entry into 
force. Draft guidance documents and IT tools were developed and staff were 
provided. The ECHA is at the heart of the new regulatory system for chemicals in the 
European Union. Its mission is to manage all REACH tasks by carrying out and 
coordinating the necessary activities to ensure consistent implementation at Union 
level and to provide Member States and the European institutions with the best 
possible scientific advice on questions related to the safety and the socio-economic 
aspects of the use of chemicals. Since 2009 it also has to set up a classification and 
labelling inventory in accordance with the requirements of the CLP Regulation.

The ECHA has successfully managed its initial challenges. Ultimately, pre-
registration numbers in 2008 vastly exceeded previous estimates with more than 2.7
million pre-registrations received from 65.000 pre-registrants covering over 140.000 
substances. 

The EP delegation was concerned that the large number of pre-registrations had
delayed the creation of substance exchange fora (SIEFs) and was also making 
communication between SIEF participants more difficult than expected. 
Consequently, by mid-2009, industry had only been able to provide limited 
information about the number of SIEFs and SIEF participants who intended to submit 
registrations by the 2010 deadline. MS and ECHA actively try to facilitate data-
sharing, particularly through awareness raising and national help desks. The EP 
delegation stressed that it will closely follow the future development of SIEFs and 
examine whether its objectives, namely the exchange of information to avoid 
duplication of studies, can be met. The “One substance – One registration” principle 
should be key to the implementation of REACH.

The ECHA faces its second crucial deadline on 30 November 2010. By that date, 
industry has to submit registration dossiers for all high volume substances and for 



certain categories of substances of concern. The expected number of registrations of 
existing (phase-in) substances and new (non-phase-in) substances is approximately 
25.000, which is close to the original Commission estimate. The ECHA also expects 
to receive approximately 1500 inquiries prior to registration, 300 notifications for 
substances undergoing product and process oriented research and development and to 
make 500 data-sharing decisions.

The ECHA faces its third crucial deadline on 3 January 2011, as companies have by 
that date to submit notifications for their substances, irrespective of their volume of 
production or sale, in order to permit the ECHA to set up a classification and labelling 
inventory under the CLP Regulation. 2 million CLP notifications are expected by 
January 2011.

In addition to these registrations and notifications, the agency has to handle the steady 
increase in scientific dossiers concurrently submitted by authorities: restriction 
proposals, proposals for the identification of substances of very high concern and 
proposals for harmonised classification and labelling. The ECHA will also have to 
perform timely updates of the candidate list which it will recommend for inclusion on 
the authorisation list. 

The ECHA will also have to build up capacity for upcoming or accelerating 
operational tasks in view of assessments of applications for authorisations and the 
science-based evaluation of the large volume of registration dossiers for chemical 
substances that will have been received by the 2010 deadline. This will mean the
handling of hundreds of test proposals and compliance checks with strict legal 
deadlines. It is foreseen that the agency will also take on responsibility for scientific 
support for the assessment of active substances and for aspects of products approval 
under the new biocides regulation which is currently being negotiated between the 
institutions at EU level. The EP delegation was concerned that only very limited 
resources and subsidies are foreseen for these new biocide tasks. It was agreed that an 
appropriate solution should be identified within the budget of the agency (see also 
below).

4. Evaluation, Authorisation and Restriction

The ECHA explained the 3 independent evaluation processes which are used to meet 
its various objectives:

 A compliance check is used to check whether the information submitted by 
registrants is in compliance with the legal requirements. 5% of dossiers per 
tonnage band have to be examined, e.g. several hundreds of dossiers per year.

 Examination of testing proposals aims to avoid unnecessary (animal) testing. 
Registrants must seek permission to undertake certain tests by submission of a 
testing proposal. All testing proposals are examined and those which include 
animal tests undergo public consultation.

 Substance evaluation aims to clarify whether the use of a substance may cause 
harm to human health and the environment and which may constitute a risk. 
The substances are selected by the Agency in cooperation with MS, after a 
prioritisation process.



So far 46 compliance checks have been initiated and 12 dossiers containing testing 
proposals have been received. Apparently 50 % of the dossiers do not fulfil the 
criteria for the compliance checks. In this case, missing information has to be 
provided at a later stage.

Representatives of the ENVI Committee expressed their concerns about the possible 
duration of the authorisation process and the very limited number of substances on the 
candidate list of substances of very high concern. Almost 3 years after entry into force 
of REACH, the consumer`s right to know about substances of very high concern in 
articles continues to be almost non-existent due to the very limited candidate list. To 
date, only 29 substances are on that candidate list, even though there are around 500 
non-intermediate substances that meet in Parliament´s view the criteria of substances 
of very high concern. It was considered as a step in the right direction that VP Tajani 
and Commissioner Potočnik recently agreed on a road-map for the inclusion of 106 
priority substances by 2012. 

Title VIII of REACH on the restriction of substances entered into force on 1 June 
2009 and includes the whole acquis adopted under previous legislation. The COM has 
drafted a proposal to include a number of substances newly classified as CMR 
substances to prohibit their supply as substances or in mixtures to the general public.

The EP delegation stressed that some MS have or are about to prohibit “Bisphenol A” 
in baby bottles. In view of a potential similar approach at EU level, the ECHA 
explained that the assessment on the classification of “Bisphenol A” as a SVHC is not 
yet concluded. In this specific case, food packaging legislation could also be 
applicable.    

5. Organisation

The ECHA has gradually set up its structure. The secretariat, lead by the Executive 
Director, has now 378 staff from 24 MS (on 1st April 2010: 313 temporary agents, 32 
contract agents, 5 SNEs, 28 interim staff) and is expected to grow to over 500 within 
the next 2 years. 

The ECHA management board consists of 

 1 per MS (+ observers EEA/EFTA)
 2 nominated by EP and 3 by COM
 3 interested party observers nominated by COM (no vote)

The ECHA is supported in its day-to-day work by the following committees and 
agency bodies:

 Member State Committee (appointment MS)
 Committee for Risk Assessment (appointment MB)
 Committee for socio-economic analysis (appointment MB)  
 Forum for Exchange of Info on Enforcement (appointment MS)
 Board of Appeal (independent from the Secretariat – appointment MB)



6. Budget

The EU budget 2010 includes 35 million Euro commitments for ECHA. The rest of 
the ECHA budget for 2010 is supposed to be covered by incoming registration fees 
(110 million Euro for 2010 and 220 million for 2011 - tentative figures). 

According to the Financial Programming 2007-2013, there are no subsidies  foreseen 
in the EU Budget to cover ECHA expenses from 2011-2013 since it is expected that 
the agency's income will we covered by fees.

The EP delegation was concerned about the fact that ECHA is not foreseen to receive 
a permanent EU subsidy for REACH implementation as from this year onwards. The 
ECHA budget will indeed largely depend on incoming fees. Consequently, REACH 
implementation might be jeopardised if the income generated from fees in 2010 and 
2011 is lower than anticipated during the preparation of the REACH Regulation in 
2006. 

The bulk of the fee revenue from the first registration wave is expected to be received 
only at the very end of 2010 and in the following year. There is, however, still a high 
level of uncertainty regarding the number of registrations and corresponding fee 
income. The anticipated continuing weakness of the general economic situation 
reinforces this assumption.

In order to avoid disruptions in the implementation of REACH, the possibility of 
having a permanent subsidy foreseen for ECHA, even on small scale, was discussed 
during the delegation visit in Helsinki. Such a permanent subsidy would help ECHA 
to react more flexibly if the need arises. The subsidy would have to be repaid if all 
costs could be covered by incoming fees (assigned revenue). 

The ECHA budget is supposed to remain a mixed funding regime in the next financial 
perspectives period:

Year Budget (in mio) Fees Subsidy
2014 111 52 59
2015 114 52 62
2016 117 60 57
2017 120 65 55
2018 123 101 22
2019 126 37 89
2020 129 37 92
Total 837 404 433

7. Facility Issues

As part of the preparations for the setting up of the Agency, the Commission co-
operated with the Finnish Government to find a suitable building for the hosting of the 
agency in the centre of Helsinki. This building has a large state-of-the-art conference 
centre which was constructed shortly after the agency moved into the building. 
Recently, the agency has taken over the last available space of the building which was 



previously occupied by a supermarket. The space is under conversion and will 
provide ECHA by the end of this year with additional office and meeting spaces. It is 
not anticipated that the agency will need additional space in the short- to medium 
term.


