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IMPLEMENTATION OF REACH

ENVIRONMENT COMMITTEE MEETING OF 6 OCTOBER 2009

Questions received from Richard Seeber (PPE)

1. Concerning the implementation on Reach could the Commission explain why the 
number of animal tests is so much higher than foreseen? What is the Commission 
planning to hinder this?

2. Can the Commission explain how the Registration procedure is going on?

3. How long is the time needed to complete a dossier?

Questions received from José Manuel Fernandes (PPE)

Following news reports regarding the breach by some Member States [of their obligation] to 
notify the Commission of their sanctions legislation for REACH whose deadline expired in 1 
December 2008, I would like to ask the Commission:

1. Is there any Member State in breach of notification? If so, who are these Member 
States?

2. In case there is a breach of notification what measures has the European Commission 
adopted to address this infringement?

3. In case the Commission has already notified some of these Member States, what reason 
have they used to justify the delay?

Questions received from Jo Leinen (S&D)

1 Technical issues
• In the light of the experience gained from pre-registration, what preparations will 

ECHA make for the first registration phase, due to end on 1 December 2010?
• In its preparations, will ECHA take account of the fact that its obligations under the 

GHS Regulation ((EC) No 1272/2008) also need to be met by the same deadline? 
• ECHA is funded from fees paid by businesses. Is this model sustainable? Will 

additional funding need to be found from the EU budget? 
2 Publications

• Various committees have been set up (Member States Committee, Risk Assessment 
Committee, Socio-economic Analysis Committee, Forum). What form will the 
reporting on their work take?
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3 Impact of REACH
• How and when will it be possible to make statements on whether the REACH 

Regulation has made improvements to the environment or to health? 
• Are there any studies on the extent to which the competitiveness of businesses has 

been improved or impaired by the REACH Regulation, including in comparison to 
businesses outside Europe?  

Questions received from Vittorio Prodi (S&D)

Since June 1st 2007 a lot of pre-registrations (almost 2.7 Million) for a lot of substances 
(more than 145.000) have been introduced. Only 13 months away from the first deadline, 
some of the Guidelines and tools that the Commission promised to deliver to producers and 
importers are still not available (for ex.: the Technical Completeness Check Tool to evaluate 
whether a registration dossier is complete), other tools are not updated (ex.: "Guidelines on 
Annex V). Other obstacles for an effective implementation are linked to the procedure in 
SIEF (Substance Information Exchange Fora), in particular:

1.  Duties and responsibilities of the Lead Registrant are not clear
2.  the procedure for the identification of the substance (especially if containing various 

components) is unclear
3.  sometimes National and European rules to protect the copyright are in conflict with the 

REACH requirement of including studies and data in the registration dossiers.

What does the Commission intend to do if some industries cannot respect the first
registration deadline, considering that one of the pillars of REACH is "no data no market" (in 
a phase of acute economic crisis!) and what does the Commission intend to do to solve the 
lack of necessary tools for chemical industries that want to comply with REACH regulation?"

Questions received from Mario Pirillo (S&D)

Reach is the most relevant European regulation on Chemicals.  The first deadline for the 
registration of chemicals is by the end of 2010 when a lot of information on intrinsic 
proprieties of chemicals will be available. Those data could eventually lead to some 
restrictions on the use of chemicals.

At European level other legislative measures have been meanwhile adopted, i.e. the new 
cosmetic directive or the Ecolabel Regulation where additional restrictions on the use of 
chemicals have been adopted. I believe there is a risk of an overlapping of regulations on 
chemicals which inevitably leads to overburden companies and especially SMEs.

Don’t you think Reach is covering well enough the chemical sector and that there’s no need 
to establish new measures for chemicals in other legislations?
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Questions received from Asa Westlund (S&D)

1. Considering the small number of listed substances, will the Commission ask ECHA to 
take on a considerable number of candidate dossiers for nomination, particularly from 
Annex I of Directive 67/548/EEC, with a near-term deadline?

2. Despite the fact that the European Union has had a community strategy on endocrine 
disruptors since 1999, none of the existing candidates nominated in the ‘equivalent 
concern’ category, nor any of the proposed candidates are endocrine disruptors. Will 
the Commission ask ECHA to produce dossiers on endocrine disrupting substances for 
candidate list nomination, within the next 2 deadlines for submission (February 2010, 
August 2011)?

3. The current criteria are too restrictive and exclude the scientific evidence from 
bioaccumulation for air-breathing organisms.  Can the Commission clarify when the 
next substantive proposal for improved criteria will be presented for consideration and 
adoption?

Questions received from Corinne Lepage (ALDE)

1. REACH sets the reference for regulating persistent, bioaccumulative and toxic (PBT) or 
very persistent and very bioaccumulative (vPvB) substances in other Community 
legislation (e.g. priority hazardous substances under the water framework directive, cut-
off criteria for pesticides). The review of the annex which sets the criteria for PBT and 
vPvB has been beset by delays.  The majority of Member States, the Agency and 
observers participating in the discussion of the Annex Review have called for 
improvements to the current criteria, which are severely deficient. They are too 
restrictive and exclude the scientific evidence from bioaccumulation for air-breathing 
organisms.

Can the Commission clarify when the next substantive proposal for improved criteria 
for PBT and vPvB substances will be presented for consideration and adoption?

2. The Parliament's resolution from 24 April 2009 on the regulatory aspects of 
nanomaterials called on the Commission to review all relevant legislation within two 
years to ensure safety for all applications of nanomaterials in products with potential 
health, environmental or safety impacts over their life cycle, and to ensure that 
legislative provisions and instruments of implementation reflect the particular features 
of nanomaterials to which workers, consumers and/or the environment may be exposed. 
It stated that this review should implement the principle "no data, no market" for 
nanomaterials.

It called specifically on the Commission to evaluate the need to review REACH 
concerning inter alia:
- simplified registration for nanomaterials manufactured or imported below one 

tonne,
- consideration of all nanomaterials as new substances,
- a chemical safety report with exposure assessment for all registered nanomaterials,
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- notification requirements for all nanomaterials placed on the market on their own, 
in preparations or in articles.

Does the Commission intend to apply the "no data, no market" principle to 
nanomaterials? What changes does the Commission foresee for REACH in relation to 
the calls by the European Parliament to review REACH so that nanomaterials are taken 
into account?

Questions received from Frédérique Ries (ALDE)

1. Some Member States have collaborated to increase the nomination and adoption of 
candidate lists for substances of very high concern (Currently, only 15 substances are on 
that list, and another 15 are going through a public consultation) but the Commission 
can also assign dossiers to the Chemicals Agency for candidate nomination. 

Will the Commission ask ECHA to take on a considerable number of candidate 
dossiers, particularly from Annex I of Directive 67/548/EEC, with a given near-term 
deadline?

2. One of the important categories of substances of very high concern is that of ‘equivalent 
concern’, in which chemicals which do not conform to the other ‘high concern’ criteria 
can be nominated for authorisation. An important set of such equivalent chemicals are 
‘endocrine disruptors’, which the REACH text explicitly names as examples in Article 
57f. To date, none of the existing candidates, nor any of the proposed candidates are 
endocrine disruptors nominated in the ‘equivalent concern’ category. This is despite the 
fact that the European Union has had a community strategy on endocrine disruptors 
since 1999, which has conducted a significant amount of research to identify substances 
with endocrine disrupting properties, and which has a currently a list of at least 34 
substances of concern covering expected high, medium and low exposure.

Will the Commission ask ECHA to produce dossiers on endocrine disrupting substances 
for candidate list nomination, within the next 2 deadlines for submission (February 
2010, August 2011)?

Questions received from Jens Rohde (ALDE)

1. During the process leading up to adoption of REACH, the European Parliament had 
particular focus on the authorisation procedure, which i.a. would lead to the phasing out 
of a number of substances of very high concern, for instance carcinogenic substances. 
The European Chemicals Agency, ECHA, has sent proposals on inclusion of 7 
substances of very high concern to the EU Commission. We now look forward to the 
Commission’s further action to ensure the final practical implementation of this element 
of REACH by presenting proposals on inclusion of substances on the Authorisation List 
under Annex XIV. The Annex XIV lists the substances, which require authorisation for 
use.

Can the Commission let us know when it will follow up on ECHA’s recommendation 
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and present a proposal on inclusion of these 7 substances on Annex XIV?

2. According to REACH, the Commission shall review the criteria for substances that pose 
a risk to the environment – the so-called PBT-criteria – in Annex XIII. The review was 
discussed with the Member States in January, and we look forward to receiving a 
review proposal for the Annex, since identification of substances that pose a risk to the 
environment is important as a first step towards phasing out those substances.

Can the Commission indicate when it will present a proposal on amendment of Annex 
XIII?

Questions received from Verts/ALE

1. Satu Hassi: Candidate list
More than two years after entry into force of REACH, the consumer right-to-know 
about substances of very high concern in articles (Art. 33 of REACH) continues to be 
almost non-existent due to the very limited candidate list. To date, only 15 substances 
are on that list. A public consultation is currently ongoing for another 15 substances. 
However, there are more than 1000 substances that clearly meet the criteria of a 
substance of very high concern. Even when disregarding intermediates, at the current 
speed of 15 substances/year, it would take more than 30 years to include all currently 
known non-intermediate CMR or PBT/vPvB substances onto the candidate list. This 
makes a mockery of the consumer right-to-know in REACH, especially when one 
considers that that the relevant dossier for identification of a substance of very high 
concern can be limited to a reference to an entry in Annex I of Directive 67/548 (Art. 
59(2)). 

Several Member States have joined forces to accelerate and structure the establishment 
of a more meaningful candidate list by creating a master table of 400-500 substances.

How many substances and by what time should be on the candidate list to effectively 
implement the consumer right-to-know according to the Commission? Will the 
Commission join this "effort-sharing" exercise by certain Member States? If not, why 
not? If yes, for how many of these substances will the Commission ask ECHA to prepare 
Annex XV dossiers in 2009, 2010 and 2011?

2. Satu Hassi: Decisions on Annex XIV
In June 2009, ECHA recommended seven substances for inclusion into Annex XIV (i.e. 
phase-out of these substances, unless industry requests and is granted an authorisation 
for specific applications). While there is a deadline in REACH for ECHA to make a 
recommendation for inclusion into Annex XIV, there is no deadline for the Commission 
to act upon it.

When will the Commission take the decision on the inclusion of these substances in 
Annex XIV? Will the Commission make its decision dependent on internal agreement on 
the Commission guidance document on the assessment of alternatives, stuck in the 
Commission since 2007 due to disagreement between the relevant services, and thus 
further delay action on these first set of substances of very high concern, or decide 
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irrespective of that guidance document? When will the Commission adopt the guidance 
document?

3. Carl Schlyter: Revision of PBT and vPvB criteria
One of the priorities of REACH is to tackle substances that are persistent, 
bioaccumulative and toxic (PBT) or very persistent and very bioaccumulative (vPvB). 
Moreover, REACH sets the reference for regulating PBT and vPvB substances in other 
Community legislation (e.g. priority hazardous substances under the water framework 
directive, cut-off criteria for pesticides). However, the current criteria for identifying 
such substances in REACH are severely deficient. Firstly, they do not allow 
implementing current experience by excluding e.g. the use of monitoring and modelling 
data for the assessment of bioaccumulation. Moreover, they only evaluate 
bioaccumulation for water-living animals, hereby excluding bioaccumulation in air-
breathing organisms - such as e.g. humans or polar bears - from the assessment. As 
such, a significant amount of potentially bioaccumulative substances is not identified.

Article 138(5) obliges the Commission to carry out a review of Annex XIII by 1 
December 2008 with a view to proposing an amendment to it. The review has been 
conducted, and highlighted numerous deficiencies. While 11 Member States as well as 
ECHA support the use other information relevant for the identification of PBTs/vPvBs, 
and only one Member State is, no proposal for an amendment has yet been forthcoming.  

Why has the Commission not yet come forward with the necessary amendment to Annex 
XIII? Can the Commission commit to rectify the above deficiencies by proposing to 
amend the actual criteria in Annex XIII accordingly by the end of the year, including an 
assessment of bioaccumulation in air-breathing organisms?

4. Carl Schlyter: REACH and nanomaterials
On 24 April 2009, the European Parliament adopted a resolution on the regulatory 
aspects of nanomaterials. It called on the Commission to review all relevant legislation 
within two years to ensure safety for all applications of nanomaterials in products with 
potential health, environmental or safety impacts over their life cycle, and to ensure that 
legislative provisions and instruments of implementation reflect the particular features 
of nanomaterials to which workers, consumers and/or the environment may be exposed. 
It stated that this review should implement the principle "no data, no market" for 
nanomaterials.

It called specifically on the Commission to evaluate the need to review REACH 
concerning inter alia:
- simplified registration for nanomaterials manufactured or imported below one tonne,
- consideration of all nanomaterials as new substances,
- a chemical safety report with exposure assessment for all registered nanomaterials,
- notification requirements for all nanomaterials placed on the market on their own, in 

preparations or in articles.

Does the Commission agree to extend the "no data, no market" principle to 
nanomaterials? Is the Commission undertaking the review requested by the European 
Parliament? What changes does the Commission foresee for REACH in relation to the 
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calls by the European Parliament?

5. Caroline Lucas and Bas Eickhout: REACH and animal testing
A new controversy about the number of animal tests required under REACH was 
sparked by a recent opinion published in Nature1. However, according to the European 
Chemicals Agency (ECHA), the figures are inaccurate and overestimate the impact of 
REACH on animal testing six times2. ECHA instead reconfirms the estimations that 
were made during the negotiations of REACH. 

Animal testing is controversial not just due to ethical considerations, but also for 
scientific reasons, as there are many questions about the relevance of animal tests for 
human risk assessment, and their ability to accurately predict the effects of test 
substances in human beings. Replacing animal tests with more modern alternative 
methods valid for human risk assessment therefore represents a true win-win solution 
for the protection of human health and laboratory animals. Unfortunately, discussions 
about animal tests are often instrumentalised by those opposing the requirements of 
REACH to question the need for crucial information on chemical substances.

Article 13 of REACH stipulates that information on human toxicity shall be generated, 
whenever possible, by means other than vertebrate animal tests, including 
toxicogenomics (Recital 40).

What actions is the Commission undertaking to reduce animal testing and accelerate 
the availability of alternative methods, including high-throughput methodologies such 
as toxicogenomics and computational toxicology? What is the Commission's view on the 
findings of the US National Academies of Sciences 2007 report ‘Toxicity Testing in the 
21st Century: A Vision and A Strategy’, especially with a view to encouraging EU 
implementation of the new approaches proposed therein3?

                                               
1 Chemical regulators have overreached. Opinion in Nature, vol.460, 27 August 2009
2 http://echa.europa.eu/doc/press/pr_09_11_animal_testing_20090828.pdf
3 http://dels.nas.edu/dels/rpt_briefs/Toxicity_Testing_final.pdf


