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years of REACH

Yes, it’s true: REACH turned five years old 
on 1 June 2012. 

12 Chemicals legislation 
changing in Asia

The REACH and CLP Regulations are not 
only impacting Europe but also have a 
strong impact on other continents includ-
ing Asia. Increased costs and trade disad-
vantages are matters that are frequently 
raised. 

 
14 To apply or not to  
apply - that is the question 
for business 
The authorisation requirement in REACH 
has always raised a lot of expectations 
and concerns, including fear of the un-
known.

 
 
16 Targeting evaluation 
where safety matters most
To streamline the evaluation process, 
which is among its top priorities this year, 
ECHA is introducing a new, concern driven 
targeted compliance check for the regis-
trations from the first REACH deadline. 

It was, as always, a very great pleasure to meet so many of you again at our 
seventh Stakeholders’ Day here at the end of May. Personally, this was my sixth 
Stakeholders’ Day, and I was struck by just how far the debate has moved on since 
then. In May 2009, the discussion was very much about how difficult REACH was 
going to be to implement; how the deadline would never be achieved; how it was 
going to be impossible to reach data sharing agreements and arrangements that 
were fair for all concerned; and how companies would be put out of business by the 
demands of the legislation.

In saying this, I’m not minimising the challenges faced by industry – and by ECHA 
– over the last three years. Not at all. But rather I want to reflect on how those 
seemingly insurmountable hurdles have actually been jumped over by companies 
in their thousands as well as by ECHA. And now that we collectively have so much 
experience under our belts, it should be that much easier for companies now having 
to implement REACH for the first time. 

That said, there is still much to be improved – take a look at this years’ report on 
Evaluation for examples of the most common dossier failings – but we’re on a 
learning curve together and from an ECHA point of view, we remain committed to 
providing advice and guidance to help companies to comply with the law.

annankatu 18,  p.o. box 400, fi-00121 helsinki, finland  |   echa.europa.eu

Greetings from a sunny and increasingly light Helsinki – we have  
19 hours between sunrise and sunset today.



5 years
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ECHA staff at Corporate Day 2012.
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The recent report by PricewaterhouseCoopers into the work of ECHA 
(http://ec.europa.eu/enterprise/sectors/chemicals/documents/reach/review2012/
echa_en.htm) reflected on the support provided by ECHA for companies 
and wondered whether we should be putting more effort into helping 
consumers and civil society understand chemicals and make educated 
choices about products containing them. That is certainly something which 
we fully intend to do in the future. But for now, the priority has to be getting 
the information on chemicals in the first place. That responsibility clearly 
lies with companies, but if, through our guidance and advice, companies 
are helped to provide the information that we expect, in the way we expect 
it, then that will pay off longer term when we have a fuller and more useful 
database of information on chemicals for people all around the world to 
use.

They say that Rome wasn’t built in a day, and I guess that it took time to 
get the foundations of the buildings in place before the walls of the Forum 
were erected. REACH feels a bit like that. The beautiful buildings aren’t 
there yet – but the foundations are, and the walls are being built as we 
speak, with the next big layer being added at the end of May 2013 when the 
second REACH deadline hits for substances manufactured or imported in 
the EU at levels of 100 tonnes or more per year.

If you weren’t able to join us for Stakeholders’ Day, have a look at the 
recording on our website at: http://echa.europa.eu/view-article/-/journal_
content/40bb6ef5-03b0-496f-8c4c-a8f8d04ab68c . I’m sure that you will find 
material of interest there.

I wish you all a very enjoyable summer break and look forward to seeing you 
again in October for the second Lead Registrant Workshop of the year. (If 
you are a lead registrant and haven’t let us know, please do so through our 
REACH 2013 campaign page:  http://echa.europa.eu/reach-2013. Only that way 
can we provide you with the targeted support that we offer to all leads.) 

editorial

In this issue:
4 ECHA updates its key IT tools ahead of the 2013 deadline 
6 Helsinki Chemicals Forum 2012: Chemical safety in the spotlight
9 Stakeholders' Day focused on registration, evaluation and authorisation
11 Regulation on biocidal products enters into force
11 ECHA term: Your opinion counts!
11 ECHA launches a stakeholder consultation to improve dissemination  
 of information
15 Simplified submission of downstream user reports available
18 Blogging about chemicals
20 Users help to test the new version of Chesar
21 MEP Julie Girling: Understanding the role of the agencies
22 Executive Director Geert Dancet visits national authorities
23 Evaluation statistics
24 Making information on registered chemicals publicly available

To subscribe to the ECHA news alerts 
and newsletter, register at: 
http://echa.europa.eu/en/news-and-
events/news-alerts
Disclaimer: The views presented in 
the Newsletter do not necessarily 
represent the official position of the 
European Chemicals Agency. All the 
links are up to date at the time of 
publication. 
ISSN: 1831-4953

Editor-in-chief: Lindsay Jackson 
Editor: Hanna-Kaisa Torkkeli

European Chemicals Agency
Annankatu 18, P.O. Box 400,
FI-00121 Helsinki Finland
Tel. +358 9 6861 80
Fax +358 9 6861 8210 

http://echa.europa.eu
echanewsletter@echa.europa.eu

Head of Communications
Lindsay Jackson

© ECHA

“...we’re on a learning 
curve together and 

from an ECHA point 
of view, we remain 

committed to providing 
advice and guidance 

to help companies to 
comply with the law."
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reach anniversary
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Guest column | Guido Sacconi

Five years of REACH 
Yes, it’s true: REACH turned five years old on 1 June 
2012. It is too early, naturally, to make a definitive as-
sessment. As you might know, REACH will only come 
into full effect in 2018 and from that time on only will it 
be possible to analyse its results and effects. However, 
there is something we can say now without any doubt 
– REACH and ECHA, the machine that has been engi-
neered to manage it, are working perfectly. 
The first important deadlines concerning 
the pre-registration and the registrations 
of chemical substances in high volumes 
have been achieved successfully. At the 
same time, the mechanism of evaluation 
and the identification of substances of 
very high concern (SVHCs) that will be af-
fected by the restriction and authorisa-
tion processes have started working. It is 
also very important to highlight the fact 
that we have made access to informa-
tion on chemical substances available to 
citizens as a right while at the same time 
guaranteeing industry’s right to protect their confiden-
tial information. This is a great innovation that will have 
a positive effect in the future for the protection of hu-
man health and the environment both inside and outside 
Europe.

Clearly, during this first phase of REACH implementa-
tion, we have also had difficulties. But how could it have 
been different? It has been and will continue to be, even 
for the coming deadline, an experiment of a magni-
tude and complexity without parallel in the world. Even 
though there were many at the European Parliament 
who wanted to achieve perfection with this regulation 
– I, personally, always thought that it would have been 
much more important to start working on a practical im-
plementation of this ambitious project and then eventu-

ally start working on correcting and adjusting it. 
It seems to me that what is happening now confirms the 
correctness of this approach. We need to acknowledge the 
ability of the ECHA management group as well as its staff 
to deal with an enormous amount of information coming 
their way.

And perhaps we should also acknowledge that 
with the agreement of the authorities of the 
Member States, ECHA has provided patient 
and intelligent guidance and information for 
industry, which is proving invaluable.

All of this makes me say that I do not see any 
need to make additional corrections to this 
regulation, except those provided this year by 
art. 138, and eventually they should mainly be 
addressed to avoid overlap with other Com-
munity provisions.

If I may conclude with a short personal con-
sideration, REACH is five years old now but, as we all know, 
it had a very long and troubled gestation period. After 
countless studies and preliminary discussions, the legisla-
tive procedure lasted more than three years. Up until the 
eve of the Parliament's first reading (17 November 2005), 
the risk that everything might not work out was absolutely 
concrete. I can assure you that there were many at that 
time, both inside and outside Parliament who continued to 
argue that REACH was not only a terrible threat to com-
petitiveness but also that it would never work. Well, now 
we see that this was not true and also that it is now taken 
as a reference for many other countries. It’s for this reason 
that I continue to repeat that I consider myself very lucky. 
It’s really not common for politicians to be able to see the 
results of their works.

Guido Sacconi
former Italian MEP,  Parliament’s lead Rapporteur 
on the REACH proposal, former member  
of the ECHA Management Board

© ECHA
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performed under the REACH 
Regulation.

The standardisation of reporting 
the CSR information in IUCLID 
enables the exchange and efficient 
processing of this information 
between companies either for 
preparing their registrations or for 
re-using part of it in their SDS. It will 
also enable authorities to process 
and evaluate this type of information 
more easily in their regulatory 
activities.

REACH-IT UPGRADED TO 
PROCESS DOSSIERS IN NEW 
IUCLID FORMAT

As a continuation of the IUCLID 5 
update, ECHA plans to release a 
new version of REACH-IT in July 
2012. The updated REACH-IT will 
accept only IUCLID 5.4 dossiers. 
This applies to all dossiers, initial 
or updated, submitted to ECHA 

IUCLID 5 and REACH-IT
ECHA updates its key IT tools ahead of  
the 2013 deadline
TEXT BY HANNA-KAISA TORKKELI, VASILEIOS TSIFOUTIS

IUCLID 5.4 includes new fields to 
report key information, currently 
in the Chemical Safety Report 
(CSR), in a more structured 
manner. In addition, it facilitates 
the publication of certain SDS 
information.  IUCLID 5.4 was 
released before the upgraded 
REACH-IT to allow users to prepare 
for the transition from IUCLID 
5.3 to IUCLID 5.4 and adapt their 
internal procedures. The upgrade of 
REACH-IT is foreseen for July.

CHEMICAL SAFETY 
INFORMATION REPORTED IN 
A MORE STRUCTURED AND 
TRANSPARENT MANNER

The information included in the 
CSR is an essential element for 
managing the conditions for the 
safe use of a substance. IUCLID 
5.4 now includes sections to 
allow the information on the 
conditions of manufacture/use, 
exposure assessment (including 
conditions of safe use) and risk 
characterisation to be reported in 
a more structured, transparent and 
searchable manner. For example, it 
enables storing of the result of the 
PBT (Persistent, Bioaccumulative 
and Toxic chemicals) and vPvB 
(very Persistent and very 
Bioaccumulative) assessment 

A new version of IUCLID 5 was released by the Agency on 5 June. 
IUCLID 5.4 introduces several changes on how to compile a dossier 
and submit certain data to ECHA. With this release and the subsequent 
upgrade of REACH-IT, certain information included in the Safety Data 
Sheet (SDS) will be made publicly available in the registered substances 
database on ECHA’s website starting from autumn 2012.

via REACH-IT (registration dossiers, 
PPORDs, Inquiries, downstream 
user reports, substances in articles 
notifications, CLP notifications 
created in IUCLID etc.) or using one of 
the manual submission systems (e.g. 
application for authorisation, request 
for alternative chemical name under 
CLP Article 24, dossiers submitted 
by authorities). Before the upgrade 
of REACH-IT, ECHA will only accept 
IUCLID 5.3 dossiers. 

SAFETY DATA SHEET 
INFORMATION TO BE PUBLISHED 
IN AUTUMN 2012

A few months after the release of the 
updated IT-tools, ECHA will start to 
publish online more information on 
chemical substances which is normally 
found in the Safety Data Sheet (SDS). 
The new information includes the 
identities of the registrant(s) of a 
registered substance, the registration 
number(s), an indication of whether 
a chemical safety assessment (CSA) 
was performed and the result(s) of 
the PBT (Persistent, Bioaccumulative 
and Toxic chemicals) and vPvB (very 
Persistent and very Bioaccumulative) 
assessment.

5 June 2012

REACH-IT

IUCLID 5.3

July 2012 31 October 2012

Launch of  
REACH-IT  
upgrade

Launch of IUCLID 5.4
IUCLID 5.4 dossiers are not  
accepted until REACH-IT  
upgrade

IUCLID 5.3 dossiers  
no longer accepted   
by ECHA

Only IUCLID 5.4  
dossiers accepted,
resubmission window

ECHA starts to 
publish certain non-

confidential SDS 
information on its 

website

IUCLID 5.4
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The SDS information will be 
disseminated from all registration 
dossiers regardless of whether 
the substance requires an SDS 
or not, unless the information 
is claimed confidential. If the 
substance does not require an 
SDS, ECHA will assume that the 
registrant volunteers to publish this 
information if it is not flagged as 
confidential.

The new dissemination policy 
affects all registrants. 
Those registrants who have 
submitted their registrations prior 
to the update of REACH-IT are 
invited to review their dossiers and 
add any relevant confidentiality 
claims where and if needed. This 
needs to be done in the three 
months between the launch of the 
new REACH-IT and the new practice 
of publishing SDS information in 
November (resubmission window). 
The resubmission deadline is 31 
October 2012.

OTHER SUPPORTING IT-TOOLS 
AND MANUALS

The manuals on how to create, 
check and submit IUCLID 5.4 
dossiers using REACH IT (i.e. Data 
Submission Manuals and REACH-
IT Industry User Manuals) will 
also be updated and published 
together with the new REACH-IT 
release. This includes as well the 
relevant manuals concerning the 
dissemination of information and 
confidentiality requests. 

Similarly, ECHA has developed a 
series of IUCLID plug-ins to help 
registrants preparing their dossiers 
(i.e. technical completeness check, 
fee calculation, dissemination and 
CSR plug-ins). The plug-ins currently 
available for IUCLID 5.3 will be 
updated for IUCLID 5.4 and will also 
be made available at the same time 
as the release of the new version of 
REACH-IT.

A new version of ECHA’s Chemical 
Safety Assessment and Reporting 
Tool, Chesar, will be released by the 
end of June 2012. 

You can read more about the tool and 
the testing of the new release, Chesar 
2.0, on page 20.

Further information:
Q&A on dissemination & confidentiality 
of Safety Data Sheet information
News alert 7 June 2012
http://echa.europa.eu/view-article/-/
journal_content/5a35fc19-9d8e-4143-8dd7-
50dfd42a5745

Questions and answers on dissemination 
and confidentiality claims of Safety 
Data Sheet information in IUCLID 5.4
http://echa.europa.eu/support/faqs

IUCLID 5.4 is now available
News alert 5 June 2012
http://echa.europa.eu/view-article/-/
journal_content/0aa0c0b2-8e88-40d7-9bdf-
45ac65c2c351

IUCLID website
http://iuclid.eu/

ECHA Helpdesk
http://echa.europa.eu/support/helpdesks/
echa-helpdesk

March 2012
Guidance for identification and naming of substances under REACH 
and CLP (corrigendum) 

http://echa.europa.eu/guidance-documents/guidance-
on-reach

April 2012

Guidance on Data sharing (revision) http://echa.europa.eu/guidance-documents/guidance-
on-reach

Guidance on the Application of the CLP Criteria (revision) http://echa.europa.eu/guidance-documents/guidance-
on-clp

Guidance for Monomers and polymers (fast-track amendment) http://echa.europa.eu/guidance-documents/guidance-
on-reach

Three Appendices on nanomaterials updating chapters R.7a, R.7b 
and R.7c of the guidance on IR&CSA (fast-track amendment) 

http://echa.europa.eu/guidance-documents/guidance-
on-information-requirements-and-chemical-safety-as-
sessment

May 2012

Guidance on Registration (revision) http://echa.europa.eu/guidance-documents/guidance-
on-reach

Three Appendices on nanomaterials updating chapters R.8, R.10 
and R.14 of the guidance on IR&CSA (fast-track amendment) 

http://echa.europa.eu/guidance-documents/guidance-
on-information-requirements-and-chemical-safety-as-
sessment

Guidance Fact Sheet on Data sharing (update)  http://echa.europa.eu/support/guidance-on-reach-and-
clp-implementation/guidance-fact-sheets

GUIDANCE PUBLISHED FROM MARCH TO MAY 2012

http://echa.europa.eu/view-article/-/journal_content/5a35fc19-9d8e-4143-8dd7-50dfd42a5745
http://echa.europa.eu/view-article/-/journal_content/5a35fc19-9d8e-4143-8dd7-50dfd42a5745
http://echa.europa.eu/view-article/-/journal_content/5a35fc19-9d8e-4143-8dd7-50dfd42a5745
http://echa.europa.eu/support/faqs
http://echa.europa.eu/view-article/-/journal_content/0aa0c0b2-8e88-40d7-9bdf-45ac65c2c351
http://echa.europa.eu/view-article/-/journal_content/0aa0c0b2-8e88-40d7-9bdf-45ac65c2c351
http://echa.europa.eu/view-article/-/journal_content/0aa0c0b2-8e88-40d7-9bdf-45ac65c2c351
http://iuclid.eu/
http://echa.europa.eu/support/helpdesks/echa-helpdesk
http://echa.europa.eu/support/helpdesks/echa-helpdesk
http://echa.europa.eu/guidance-documents/guidance-on-reach
http://echa.europa.eu/guidance-documents/guidance-on-reach
http://echa.europa.eu/guidance-documents/guidance-on-reach
http://echa.europa.eu/guidance-documents/guidance-on-reach
http://echa.europa.eu/guidance-documents/guidance-on-clp
http://echa.europa.eu/guidance-documents/guidance-on-clp
http://echa.europa.eu/guidance-documents/guidance-on-reach
http://echa.europa.eu/guidance-documents/guidance-on-reach
http://echa.europa.eu/guidance-documents/guidance-on-information-requirements-and-chemical-safety-assessment
http://echa.europa.eu/guidance-documents/guidance-on-information-requirements-and-chemical-safety-assessment
http://echa.europa.eu/guidance-documents/guidance-on-information-requirements-and-chemical-safety-assessment
http://echa.europa.eu/guidance-documents/guidance-on-reach
http://echa.europa.eu/guidance-documents/guidance-on-reach
http://echa.europa.eu/guidance-documents/guidance-on-information-requirements-and-chemical-safety-assessment
http://echa.europa.eu/guidance-documents/guidance-on-information-requirements-and-chemical-safety-assessment
http://echa.europa.eu/guidance-documents/guidance-on-information-requirements-and-chemical-safety-assessment
http://echa.europa.eu/support/guidance-on-reach-and-clp-implementation/guidance-fact-sheets
http://echa.europa.eu/support/guidance-on-reach-and-clp-implementation/guidance-fact-sheets
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constantly”, he said. To move 
forward in the field of chemical 
safety Mr Visser highlighted 
the need to make regulatory 
convergence an international policy 
priority, to use the same or similar 
assessment tools and to further 
develop international cooperation 
on raising awareness and promoting 
mutual understanding of chemical 
safety globally.

HARMONISING REGULATIONS 
TO MINIMISE THE BURDEN FOR 
INDUSTRY AND AUTHORITIES

The first panel discussion tackled 
the regulatory convergence of 
chemicals legislation. Derek 
Knight from ECHA promoted the 
REACH system as an inspiration 
for worldwide convergence. “The 
philosophy and principles of 
REACH and CLP are transportable 
outside Europe as well. REACH is 
not perfect, but it is good enough, 
it targets the activities to get 
maximum effects”, he said. Kaj 

The harmonisation of chemical 
regulations, communicating on 
the safety of chemicals, challenges 
to innovation and alternative 
testing methods were among the 
topics of the Helsinki Chemicals 
Forum from 24 to 25 May in 
Helsinki. 

ECHA’s Executive Director Geert 
Dancet opened the event by 
thanking industry and regulators 
for their efforts in the REACH 
and CLP systems, but reminded 
that a lot remains to be done. 
“Together, all of us being part of 
the interaction between industry 
and regulators, we are undoubtedly 
moving ahead on the road to safer 
chemicals. We in Europe have 
seen an enormous and supportive 
response by industry in living 
up to their obligations as duty 
holders under the REACH and 
CLP regulations. But nonetheless 
we cannot ignore that the quality 
of information provided has 
in a number of respects often 
fallen short of the legislator’s 
expectations. We still have quite a 
long way ahead", he said.

Rob Visser, a former Deputy-
Director from the OECD, spoke 
about the future of chemicals 
management. He convinced the 
audience that chemical safety 
will remain a policy priority in 
the future. “Chemical safety is 
not finished business. REACH 
is an excellent basis for risk 
management but chemical safety 
is a moving target. New types of 
chemicals are being developed 

Helsinki Chemicals Forum 2012 
Chemical safety in the spotlight

Madsen, Senior Programme Officer 
of UNEP, brought the perspective 
of developing countries into the 
discussion. To achieve convergence, 
the developed countries need 
to assist developing countries 
by providing advice on the 
development of legislation, creating 
administrative institutions, building 
capacity and ensuring finance.
 
Manfred Marsmann from Bayer 
AG spoke about improving the 
regulatory framework by reviewing 
and eliminating overlaps and 
gaps, by mutual acceptance of 
methods and by strengthening 
the quality of regulations. To that 
end, he welcomed the review of 
REACH currently underway in the 
Commission. 

Michael Walls, Vice President of 
the American Chemistry Council, 
highlighted the importance of 
clear objectives and priorities. 
“Minimising duplication and 
minimizing the burden on industry 

TEXT BY HANNA-KAISA TORKKELI

stakeholders

Panel members at the Helsinki Chemicals Forum are taking questions from the audience 
through an online message board.

© HCF
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stakeholders

is one thing, but we should also 
enhance the information upon 
which regulatory decisions are 
made. If we can be clear about our 
objectives we can probably bring 
some significant work forward in 
this area”, he said.

COMMUNICATING WITH THE 
GENERAL PUBLIC - ARE WE 
REACHING THE CITIZENS?

The challenge of communicating 
and popularising information on 
chemicals in order to reach the 
general public was discussed 
intensively in the second panel 
discussion. ECHA Director Andreas 
Herdina chaired the panel and 
pointed out the fact that at the 
moment there is a wealth of 
information shared among the 
insiders of the chemicals field but 
for the general public “we need 
to do more”. David Azoulay, an 
environmental attorney from the 
Swiss firm Ciel, spoke about the 
importance of reaching out to the 
general public in a transparent way. 
“People need information to make 
an informed decision on whether to 
use or not to use a certain product”, 
he said. According to Mr Azoulay 
there are shortcomings in ECHA’s 
registered substances database. 
“Unfortunately, the situation is not 
much better now than it was prior 
to REACH. The ECHA database is 
very generic. The will is there but it 
is not enough. The database should 
be more comprehensive and easier 
to use.”

Dr Hans Bender, representing the 
European Detergent and Cleaning 
Industry as President of A.I.S.E. , 
told the audience that industry sees 
itself as an expert in communicating 
with the general public, and that 

industry is taking voluntary action 
to enhance the knowledge of 
consumers. “Consumers’ choices 
have the most impact on the 
environment; we need to make 
consumers more knowledgeable 
about the product and also about 
the use. On-pack labelling is the 
key, but it should be complemented 
with more detailed information 
on websites. Consumers want to 
understand which precautions they 
need to take when using a product”, 
he said.

Sylvia Maurer from The 
European Consumer Organisation 
(BEUC) represented consumer 
organisations on the panel. She told 
that consumer organisations are 
communicating about chemicals 
through comparative product 
testing in magazines, campaign 
websites and through social 
media. As an example of engaging 
consumers in social media, 
she mentioned an application 
developed in Norway to scan 
cosmetic products for endocrine 
disruptors. According to Ms 
Maurer the consumers ‘right to 
know’, introduced by article 33 of 
REACH, does not work. “Companies 
do not seem to have a systematic 
management how to deal with the 
requirements of article 33”, she 
stated. Although the starting 
point with consumer products 
is that they have to be safe, Ms 
Maurer sees a need for additional 
regulatory action. “Chemical 
safety is a moving target, which 
is why regulation needs to play 
a role. We also need a horizontal 
approach on chemicals across 
product groups to lower the 
exposure of general public.”

SUBSTITUTION OF CHEMICALS 
DEBATED

The issue of substitution and whether 
it is being encouraged by the new 
legislation was debated between Dr 
Hans Bender representing industry 
and Ms Anne-Sofie Andersson 
from ChemSec, an environmental 
NGO based in Sweden. Dr Bender 
was convinced that the legislation 
can encourage substitution but 
that substitution should not be an 
end in itself. “There is much more. 
Substitution is one element in the 
safe management of chemicals and 
it should ideally be part of a broader 
innovation effort. One central element 
to enable substitution in REACH is 
authorisation, which provides the 
framework and structure for the 
assessment of alternatives and 
substitution”, he stated.

Ms Andersson mentioned two REACH 
processes that entice substitution: 
authorisation and the Candidate List. 
“Authorisation is not really working. 
It is going slow and has an uncertain 
outcome. Also, the relevance of third 
party contributions will depend on 
the information available and the 
time given to contribute, and more 
transparency on the process is 

Ms Anne-Sofie Andersson and Dr Hans Bender  
debate substitution.

© HCF
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needed. However, the Candidate 
List is working. It has created 
new thinking on what producers 
have in their portfolio. This is very 
important. The process could be 
quicker though”, she said. According 
to Ms Andersson the substances 
of very high concern (SVHCs) and 
the Candidate List have raised 
awareness among industry about 
which chemicals to prioritise and 
focus on. “Substitution might have 
benefits such as saving money 
on waste costs, on take-back 
actions or on the impacts of bad 
reputation.”

REGULATION AS DRIVER FOR 
INNOVATION

The second day started with a 
panel discussion on the relationship 
between innovation and regulation. 
Director Gwen Cozigou from the 
European Commission said that 
we should find the right balance 
between means that provide 
safety and means that enhance 
innovation. “Regulation can 
certainly play a positive role in 
innovation but it is to be looked at 
very carefully knowing that safety, 
competitiveness and innovation 
can play together but they can 
also conflict. The first source of 
innovation is not with us but with 
the private sector”, he said.

Swiss consultant Wim Jetten sees 
that regulation alone cannot drive 
innovation. “Regulation alone is 
not going to give you a business 
reward, it needs more than that. 
Competitive, societal, financial 
and sustainability challenges are 
drivers that make you think what 
kind of products you would like to 
develop. However, regulation has 
a role in setting the conditions, 

directing, stimulation, setting 
timelines and ensuring a level 
playing field”, he explained.

Dr Gernot Klotz, Executive 
Director of Cefic, pointed out that 
innovation is a mindset change, not 
just technology and that innovators 
have to deal with uncertainty. 
“Innovation is moving forward 
much faster than the regulatory 
processes. How are regulations 
maturing to back up innovation?” he 
asked.

ALTERNATIVE TESTING 
METHODS

The Helsinki Chemicals Forum 
concluded with a session on 
alternative testing methods to test 
long-term toxicity. Dr Erwin Annys, 
Director at Cefic, emphasised 
the role of OECD for achieving 
internationally agreed test 
methods, and the fact that REACH 
encourages the use of alternative 
methods. “It is mentioned in REACH 
that animal testing should be 
used only as a last resort. REACH 
promotes a variety of alternative 
possibilities: use of existing data, 
weight of evidence approaches, 
structure activity relationships, 
in vitro methods, grouping and 
read-across, and exposure 
based adaptation of information 
requirements”, he said. All these 
methods should result in the same 
quality of information that would 
be received through traditional 
testing. “There must be a regulatory 
acceptance of the new methods 
and it has to give the same quality 
information as the traditional tests. 
The legal texts are not very flexible 
in their interpretation, which means 
that a lot of creativity is needed to 
use newly accepted test methods 
before all legislations are updated.”

Dr Katy Taylor, Senior Science 
Advisor, from the British Union for 
the Abolition of Vivisection (BUAV), 
spoke about the bureaucratic, 
financial and attitudinal barriers 
to using alternative testing 
methods. According to Dr Taylor, 
harmonisation of alternative 
testing methods is great, but 
unfortunately takes a long 
time. “The EU waits for OECD 
acceptance. It takes two years from 
OECD acceptance until entering 
into the test method regulation. 
The attitudes also need to change. 
There is a failure to appreciate the 
shortcomings of animal tests, and 
sometimes regulators fail to inform 
industry of updates”, she said. Dr 
Taylor concluded with a plea to 
both regulators and industry. “Let’s 
invest more into the science and 
let’s make sure that we have the 
[alternative test method] processes 
in place so that we can move on as 
soon as the science is there.”

More information:
http://www.helsinkicf.eu

The next Helsinki Chemicals Forum 
will be held on 18-19 June 2013 in 
Helsinki.

© ECHA
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ECHA’s seventh Stakeholders’ 
Day on 23 May focused on three 
areas: preparations for the next 
registration deadline on 31 
May 2013, feedback from the 
evaluation of the registration 
dossiers submitted in 2010 and 
applications for authorisation. 
Over 300 participants attended 
the event on-site and a further 350 
followed online via web streaming. 
A video recording and the 
presentations from the event are 
available on the ECHA website. 

The most important message 
to registrants from this year’s 
Stakeholder Day was ‘to step up 
dossier preparation efforts now 
and to pay special attention to 
the quality of their dossiers’. In his 
opening words, ECHA Executive 
Director, Geert Dancet, said that 
“REACH aspires to protect people 
and the environment, and at this 
year's Stakeholders' Day, we are 
really getting to grips with the 
core of this aim: helping companies 
to provide quality data on their 
chemicals so that they can be 
used safely, and beginning the 
authorisation process to limit and 
ultimately phase out the most 
hazardous chemicals in Europe 
today.”

CALLING FOR ‘MISSING’ LEAD 
REGISTRANTS

ECHA Head of Unit for Dossier 
Submission & Dissemination, 
Kevin Pollard, drew the attention 
of registrants to the timely 

preparation and quality of their 
REACH registration dossiers for 
the next registration deadline 
on 31 May 2013. He gave an 
update on the estimated number 
of substances to be registered 
in 2013 and encouraged lead 
registrants to make themselves 
know to ECHA. “We have identified 
3 551 substances that industry 
have signaled would be registered 
for next year. There are 2 685 
substances which have not yet 
been registered by a lead. Of these 
2 685 substances we have nearly 
2 000 where lead registrants have 
nominated themselves to ECHA, 
and around 140 which actually 
have been registered since 
the 2010 deadline. This is very 
encouraging; it shows a reasonable 
level of activity in this area. Then 
we have 746 substances that 
have not yet been registered and 
for which lead registrants have 
not nominated themselves to 
ECHA. For these substances we 
encourage everyone to work within 

the SIEFs and signal to ECHA once a 
lead registrant has been found.” 

ADVICE FOR SMES AND 
DOWNSTREAM USERS

Benjamin Noel, a REACH 
Coordinator from Stéarinerie 
Dubois, shared the SME 
perspective on implementing 
REACH. He pointed out three 
aspects that help with meeting 
the REACH requirements: 
communication, outsourcing and 
preparing for the unprepared. “You 
have to be aware of the impact of 
REACH on your activity, and also 
stay aware. So follow the ECHA 
website and newsletters from 
ECHA and the different trade 
associations, the national helpdesk, 
Cefic etc. Also, remember to tick 
the box in REACH-IT, so that you 
will get a message in your personal 
email once there is a message from 
ECHA on REACH-IT. This is very 
crucial and will save a lot of time”, 
he said.

Stakeholders' Day focused on registration, 
evaluation and authorisation
TEXT BY HANNA-KAISA TORKKELI 

ECHA's Stakeholders' Day attracted over 300 participants to Helsinki.

© ECHA
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Laura Walin from ECHA presented 
key messages for downstream 
users and announced ECHA's new 
improved web pages with targeted 
information for downstream 
users. She highlighted the benefits 
of good communication in the 
supply chain. “It allocates the 
responsibilities between the actors 
and enables the downstream user 
to benefit from the supplier’s 
assessment of their substance. 
It also allows a systematic 
consideration of safe use by 
consumers and helps authorities 
to give an overview of where 
communication in the supply chain 
does not work or where there are 
uses not covered by the registrants’ 
CSA. All in all, it gives us better and 
more information on how chemicals 
are used in practice”, she said.

NEW COMPLIANCE CHECK 
STRATEGY INTRODUCED

ECHA Senior Scientific Officer 
George Cartlidge spoke about 
dossier quality and presented 
ECHA’s new compliance check 
strategy, which complements 
the current evaluation activities. 
The new strategy aims to 
systematically target dossier 
elements that are immediately 
relevant for the safe use of the 
substance. Rather than evaluating 
the full dossier content at once, a 
part of the compliance checks will 
address, for example, targeted 
endpoints related to the Persistent, 
Bioaccumulative and Toxic (PBT) 
or Carcinogenic, Mutagenic or 
Toxic to reproduction (CMR) status 
of a substance. Mr Cartlidge 
encouraged registrants to keep up 
to date with the annual Evaluation 
Progress Reports and act to avoid 
common pitfalls presented in 
the reports. “The likelihood of a 
dossier being checked is now much 

greater and the chance of finding 
those inadequacies, where safety 
matters, is much higher. Don’t wait 
for a draft decision from ECHA – 
improve your dossier quality now", 
he concluded" , he concluded.

SUBSTANCE EVALUATION 
EXPLAINED

Claudio Carlon, ECHA Head of 
Unit for Evaluation, introduced 
the substance evaluation process 
that started in March 2012 and 
described how it is functionally 
interlinked with other evaluation 
and regulatory risk management 
processes. “It is clear that 
substance evaluation deals with 
information, it is an important 
instrument to increase information 
about chemicals. The inclusion 
of a substance in the Community 
Rolling Action Plan (CoRAP) is just 
a start of the evaluation process, it 
is not a pre-judgment of a risk”, he 
highlighted.

Amanda Cockshott, senior 
regulatory scientist from the 
UK REACH competent authority 
spoke about the role of Member 
States in substance evaluation, 
the interaction with registrants, 
with other Member States and 
with ECHA, and shared her first 
experiences with substance 
evaluation in the UK. “Substance 
evaluation is a new process and as 
yet we have only limited experience. 
There are tight deadlines and there 
is limited flexibility, but hopefully 
with good communication we can 
work towards being prepared for 
those. There are opportunities to 
communicate and collaborate - 
these are very important to ensure 
a harmonised approach”, she said.

APPLICATIONS FOR 
AUTHORISATION – A NEW KID ON 
THE BLOCK

Matti Vainio, ECHA Head of 
Unit for Risk Management 
Implementation, focused on 
the challenges of applying for 
authorisation. He described how 
applicants and stakeholders can 
best contribute to the authorisation 
process and explained which 
parts of the applications will be 
made publicly available in order 
to support interested parties in 
providing pertinent information 
on the availability of alternative 
substances or technologies. These 
may be used to substitute the 
substances of very high concern 
(SVHCs). 

ECHA's Richard Duborg spoke about 
the analysis of alternatives and 
socio-economic analysis with regard 
to authorisation. His presentation 
focused on the impacts of a 
substance being listed in Annex XIV 
and being subject to authorisation. 
“The first question is not how you 
apply for authorisation; it is what 
will happen to my business if the 
Annex XIV substance can no longer 
be used in the EU? It is much more 
of a core business question, it is 
something that needs to be owned 
by the company, and not just left 
to consultants. You need to think 
outside of your business to find the 
right scope for your assessment and 
make sure that you are looking at all 
the impacts and all the possibilities. 
A strong case for authorisation is a 
simple case”, he said.

Hugo Waeterschoot from 
Eurometaux presented the 
challenges for industry in making 
applications for authorisation. 
“Authorisation applications is a 
new game, they are new to us all. So 
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we are learning by doing. We are 
going to have to build practices and 
experience in tools when all the 
rules are not yet clear. We all need 
to contribute to that. It takes time”, 
he stated. 

Dr Anna Lennquist from ChemSec 
brought the NGO aspect into the 
discussion. She criticised the 
speed at which chemicals are 
being added to the Candidate 
List of substances of very high 
concern. “We have had five years 
of REACH with one of the main 
purposes of replacing hazardous 
chemicals with safer alternatives. 
We have today 73 substances in 
the Candidate List, 14 substances 
on Annex XIV and the first sunset 
dates are in 2013. So it is easy to 
see that with this speed it will take 
hundreds of years to phase out the 
most hazardous chemicals from 
the market. We would also like to 
have a fully transparent process to 
make the third party consultations 
meaningful”, she said. Ms Lennquist 
announced a new internet portal 
SUBSPORT developed by ChemSec 
and its partners, which intends 
to help companies to fulfil the 
substitution requirements of EU 
legislations. She expects the portal 
to contribute to the authorisation 
process. “The portal is addressing 
a need for publicly available 
information on alternatives that 
is often mentioned as a barrier for 
substitution. It also encourages 
companies and organisations to 
share information on alternatives”, 
she explained.

All the presentations and a video 
recording are available on the ECHA 
website at:
http://echa.europa.eu/en/view-article/-/
journal_content/40bb6ef5-03b0-496f-
8c4c-a8f8d04ab68c

ECHA launches a stakeholder 
consultation to improve dissemination  
of information

ECHA Director of Registration, 
Christel Musset, announced at the 
Helsinki Chemicals Forum that 
ECHA is about to start a stakehold-
er study to enhance its registered 
substances database. The objective 
of this study is to identify, working 
with different users groups, what 
information on substances will be 
of most interest and how the Agen-

cy can make it available online in a 
more user-friendly way. In addition, 
the needs of the general public, the 
audience that is unfamiliar with 
the technical format the data is 
displayed in, will also be  examined 
and taken into considera tion when 
further developing the dissemina-
tion website from 2012 to 2014.

The decision-making process for the 
Biocidal Products Regulation is now 
finalised and will enter into force in 
mid July 2012. The regulation will 
apply from 1 September 2013. By 
that date, ECHA will take up its new 
obligations. The new regulation sets 
rules for placing biocidal products, 
such as insecticides, disinfectants 
and repellents on the market. The 
aim is to simplify and harmonise the 
procedures for authorisation and, at 
the same time, ensure a high level of 
protection for human health and the 
environment.

Like its predecessor (the Biocidal 
Products Directive) the new regula-
tion will have a two tier approach: 
only biocidal products with approved 
active substances may be authorised 
for placement on the market. A new 

Regulation on biocidal products enters 
into force

element is the ‘Union authorisation’ 
which allows companies to get an au-
thorisation for their biocidal products 
that is applicable across the whole EU.

Under the Biocidal Products Regula-
tion, ECHA primarily has a facilitating 
and coordinating role. Coordinating 
with respect to the approval process 
of active substances and under Union 
authorisation, covering the opinion to 
be delivered by ECHA via the Biocidal 
Products Committee. ECHA will offer 
ICT support; technical and scientific  
support to the Member States; guid-
ance and a helpdesk. 

ECHA is now preparing the IT tools, 
processes and other support for the 
industry. The initial web pages will be 
published in summer 2012. 

TEXT BY MIRA BANERJEE-RANTALA

Your opinion counts!
ECHA-term invites everybody to consult the database and experience its 
new look and feel. We also encouraging you to fill in the user survey at the 
link provided. Your suggestions and ideas will be taken into account when 
we further develop the database and expand its content. ECHA term: 
http://echa.cdt.europa.eu/

Survey:
https://docs.google.com/spreadsheet/viewform?formkey=dDRGZmZtbzI4eENoSjNFSW
ROenFldUE6MQ

http://echa.europa.eu/en/view-article/-/journal_content/40bb6ef5-03b0-496f-8c4c-a8f8d04ab68c
http://echa.europa.eu/en/view-article/-/journal_content/40bb6ef5-03b0-496f-8c4c-a8f8d04ab68c
http://echa.europa.eu/en/view-article/-/journal_content/40bb6ef5-03b0-496f-8c4c-a8f8d04ab68c
http://echa.cdt.europa.eu/
https://docs.google.com/spreadsheet/viewform?formkey=dDRGZmZtbzI4eENoSjNFSWROenFldUE6MQ
https://docs.google.com/spreadsheet/viewform?formkey=dDRGZmZtbzI4eENoSjNFSWROenFldUE6MQ
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Korea is about to introduce a so called K-REACH, the 
Registration and Evaluation of Chemical Substances 
Act, a similar piece of legislation to the European 
REACH Regulation. The Japanese chemicals regulation 
is also being reviewed. Both Japanese and Korean 
representatives visited ECHA this spring to learn more 
about how ECHA implements the REACH and CLP 
Regulations. 

India, on the other hand, recently published a Draft 
National Chemical Policy that aims to consolidate the 
multiple legislation in India into one law. Currently, 
there are 15 acts and 19 rules that relate to chemical 
policies. The new policy sees the European REACH 
Regulation as a model and aims for the safe use of 
chemicals and protection of human health and the 
environment. 

We interviewed Japanese, Korean and Indian Experts, 
Mr Yul-Beom Lee, Director of Chemicals Management 
Division, Ministry of Environment of Korea; Dr 
Sanghun Kim, Team Leader of Chemical Management 
Lab, Korean Institute of Science and Technology in 
Europe (KIST Europe), Global Knowledge Research 
Centre; Mr Tomohiro Tsunemi, Chief Officer, Chemical 
Management Policy decision, Manufacturing Industries 
Bureau, Ministry of Economy, Trade and Industry, Japan, 
and his colleagues; and Mr Shisher Kumra, Executive 
Director, SSS Sustainable Support Services (Europe) 
AB, Lund, Sweden.

What is the impact of the REACH and CLP Regulations 
in your country and its industry?

 Mr Yul-Beom Lee, Korea
We want to learn from the experiences in the European 
Union because REACH is the globally most important 
system. Therefore, we are creating a K-REACH in 
Korea which will be similar to the EU-REACH. We 
are also thinking of some additional features to the 

REACH and CLP impact 
Chemicals legislation changing in Asia

The REACH and CLP Regulations are not only impacting Europe but also have a strong impact on other 
continents including Asia. Increased costs and trade disadvantages are matters that are frequently raised. 
However, many Asian countries are reviewing and rewriting their chemical policies and regulations, and using 
REACH as the model. Thanks to this, public health and the environment are both likely to improve in Asia. 

TEXT AND INTERVIEWS BY PIA FALLSTRÖM MUJKIĆ 

K-REACH for instance 
helping companies that have 
difficulties in sharing trade 
information. The drafting is 
planned to be completed in 
2013 and the law planned 
to take effect in 2015, but 
before this the political 
decision making process 
also has to be completed. 
The law in Korea will affect 
approximately 2 000 

substances and 3 000 companies depending on the 
legal provisions.

 Dr Sanghun Kim, Korea
REACH is quite complicated and difficult to understand 
for non-EU companies. ECHA has also not given 
definite answers concerning for instance exposure 
scenarios, communication issues in the supply chain 
or nanomaterials. Therefore, we sometimes have 
difficulties in meeting the requests of our customers 
or downstream users. ECHA provides sufficient 
information for European stakeholders, but non-EU 
companies feel disadvantaged.

However, our industry’s mind is changing towards 
health, safety and environment. Many companies have 
already invested in REACH compliance, established 
internal IT systems and enlarged a responsible 
organisation. But, in order to improve our national 
human and environment safety management and 
keep up with the global trend of chemicals regulation, 
the Korean government is preparing a new chemicals 
regulation.

 Mr Tomohiro Tsunemi , Japan
The REACH and CLP Regulations have had a great 
impact on the Japanese industry. We have developed 
our own risk assessment scheme by referring to REACH 

Mr Yul-Beom Lee.

© ECHA
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technical guidance documents and the data on REACH 
and CLP dossiers on ECHA’s website. Especially the data 
on hazardous substances is a very important and useful 
information source.  METI is one of three Ministries 
that work in the field of chemicals regulation and the 
National Institute of Technology & Evaluation provides 
technical support to enforce the regulation. METI 
has now started to consider reviewing the Japanese 
chemicals management system. We are looking at other 
countries’ regulations and we came to ECHA to learn 
more and to get ideas for our own regulation. 

 Mr Shisher Kumra, India
Indian industry saw REACH & CLP as technical barriers 
at first, but on the initiative of Sustainable Support 
Services as well as the Confederation of Indian Industry 
(CII), events were organised across the country to 
create awareness and capacity for REACH compliance. 
These and other activities lead to Indian industry being 
better REACH-prepared.

However, Indian SMEs and micro companies faced many 
problems and had real difficulty in deciding whether 

or not to invest in REACH compliance. The high costs 
make it less cost competitive to act on the EU market. 
EU downstream users could also think that it is easier 
to buy from EU producers rather than import.  In India, 
production is also often labour intensive and it is difficult 
to get the discounted registration fee as the head count 
in India will never be the same as in Europe. But, since 
the compliance requirements on articles are much lower 
than on chemical substances, certain uses of chemicals 
in Europe for the production of articles have moved 
to countries like India and China, and articles are now 
imported to the EU. Thus, some Indian companies have 
moved up in the supply chain ladder.

In 1984, India witnessed the Bhopal-catastrophe and 
there are also other chemical related accidents that 
take place sporadically. Therefore, a robust chemical 
management regulation is needed. It will be advantageous 
for the Indian industry to comply with one regulation 
rather than many and it will be easier for the government 
to regulate and manage one regulation. Needless to say, 
the Indian population will benefit from better regulated 
chemicals. 

KIST EUROPE

 Only Representative of around 30 Korean companies.
 Supports companies from other countries through networking e.g. Japan, Turkey and Canada.
 Arranges regulation related seminars in Korea. 

SSS, SUSTAINABLE SUPPORT SERVICES 

 Only Representative of some 800 Indian companies with clients also in other non-EU countries.
 Has been involved in a preliminary study on which the new Indian chemical policy is partly based. 

© ECHA

Representatives from Japanese ministries visited ECHA in March 2012.
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Applications for Authorisation
To apply or not to apply - that is the question  
for business 

The authorisation requirement 
in REACH has always raised a 
lot of expectations and concerns, 
including fear of the unknown. 
At its recent Stakeholders’ Day, 
ECHA arranged a session on 
applications for authorisation 
which attempted to demystify 
issues relating to the analysis of 
alternatives and socio-economic 
analysis - two important aspects 
of the application process. ECHA 
also described how it intends to 
hold meaningful, transparent and 
efficient public consultations and 
publish as much of the detail of 
the opinions of its Committees as 
possible, whilst maintaining the 
integrity of confidential business 
information.

The overall aim of authorisation 
is the substitution of hazardous 
substances and the promotion 
of safer alternatives. However, if 
industry applies successfully, it can 
get an authorisation to continue 
using substances that are on the 
“Authorisation List”. The first 
deadlines for applications are in 
2013. 

As well as gearing up its own 
capacity to process applications, 
ECHA is making efforts to raise 
awareness of the requirement 
amongst potential applicants, and 
to explain the procedure to all 
parties who might have an active 
role to play in it. 

For each new application received, 
ECHA will launch an eight-week 
long public consultation to 
identify available information on 

possible alternatives to the uses 
for which applicants are seeking 
authorisation. It is crucial that 
stakeholders contribute fully to 
these public consultations so that 
as much relevant information as 
possible is available to ECHA’s 
scientific committees to inform 
their opinion-making. A well-oiled 
public consultation process is a 
prerequisite for this. 

ECHA has tried to design an 
authorisation procedure which is 
transparent and understandable 
for all stakeholders. A lot of 
information from applications will 
be made available for the public 
consultation, including a public 
description of the use applied 
for (including functions and use 
descriptors), public versions of the 
exposure scenario and analysis of 
alternatives, as well as summaries 
of the socio-economic analysis and 
substitution plan. The procedure, 
therefore, also incorporates 
stringent security measures to 
protect confidential data. Non-
confidential comments submitted 
during the public consultation will 
be placed directly on the ECHA 
website, making the process 
efficient and transparent. ECHA 
will also make public full versions 
of the opinions of the scientific 
committees on all the applications 
they have considered. 

So, all that remains is for business 
to submit some applications! 
Actually, this is not quite true. 
Much of the public discussion of 
the application for authorisation 
process tends to be concerned 

with how business can submit 
a conforming and successful 
application. However, the real 
question for business is whether 
they should submit an application 
at all. To answer this question, 
companies need to consider what 
they would do if an Annex XIV 
substance could no longer be used 
in the EU.

Companies need to consider their 
options for how they might get 
by without a substance, and think 
about what the impact of those 
options might be. Through such 
considerations, firms are not only 
doing the sort of analysis they need 
for a good application, they are 
also finding out whether they have 
a good case for authorisation or 
not and hence whether they should 
submit an application. Of course, 
they still need to take into account 
other factors such as the costs of 
compiling an application, paying 
the fee and the need to reapply 
at the end of the review period. 
But if applicants for authorisation 
cannot demonstrate persuasively 
that continuing to use an Annex XIV 
substance is better than all of these 
alternatives, then their application 
might not be granted and the 
resources and money spent on 
putting it together could be wasted.

The key is to think ahead and 
prepare for the application 
deadlines for each substance, 
making use of the guidance and 
advice provided by ECHA and other 
parties to assist with dealing with 
the authorisation requirement .

TEXT BY RICHARD DUBOURG, REMI LEFEVRE, THIERRY NICOT, MATTI VAINIO

ok
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FIRST DEADLINES FOR APPLICATIONS FOR AUTHORISATION ARE APPROACHING

11 of the 14 substances on the Authorisation List have their “Latest Application Date” in 2013. In order 
to make sure that your application is in time, submit it to ECHA at the latest in the following submission 
windows:    

 19 November - 3 December 2012, for musk xylene and MDA;

 20 May - 3 June 2013, for phthalates DEHP, BBP, DBP and DIBP;

 19 August - 2 September 2013, for diarsenic trioxide, diarsenic pentaoxide, lead chromate, lead 
sulfochromate yellow (C.I. pigment yellow 34) and lead chromate molybdate sulphate red (C.I. pigment 
red 104).

Save the date - upcoming events for future applicants for authorisation (1-3 October 2012)
From 1 to 3 October 2012, ECHA will host two back-to-back one-day events, specifically designed for 
future applicants. The first will give an overall understanding of the authorisation application procedure. 
The second will be more focused on the practical aspects of how to prepare an Analysis of Alternatives 
and Socio-Economic Analysis and primarily target future applicants who are more advanced in their 
preparation. Due to space constraints, participants will be selected through an  
application process which will open in early July. Follow ECHA news for more details in the near future.

ECHA web pages
ECHA Support web pages on Application for Authorisation contain all the necessary information for 
future applicants and stakeholders. They are regularly updated with the latest developments and news 
about applications for authorisation.
http://echa.europa.eu/applying-for-authorisation
  

© FOTOLIA

Simplified submission of downstream user reports available 
REACH requires that, under certain circumstances, 
downstream users report their uses of a substance to 
ECHA if these uses or conditions of use are not covered 
by the exposure scenarios provided by their supplier. 
The report must be sent to ECHA within six months of 
receiving the exposure scenarios from the supplier.
 
ECHA has developed an online form to make reporting 
on unsupported uses much easier for downstream us-
ers. This replaces the current reporting method, which 
is based on IUCLID. The submission of downstream user 
reports via the webform requires the prior sign-up and 
login to REACH-IT, as the REACH-IT credentials are 
used to access the form. Information required in Article 
38 is provided in a structured way in the six tabs of the 
form, and short help texts are available within the form 
itself.

The downstream user report is not the same as a down-
stream user chemical safety report (CSR). A down-
stream user CSR is an assessment of the operational 
conditions and risk management measures that ensure 
the safe use of the substance for the uses not covered. 

The CSR, which is not submitted to ECHA, should be 
completed within twelve months of receiving the expo-
sure scenarios from the supplier.

The new downstream user report form is accessed 
from the downstream user support pages in the ECHA 
website. Follow the link below. Information on when a 
downstream user report is required, and other useful 
information for downstream users, is also provided on 
these pages.

Downstream user report page on the ECHA website: 
http://echa.europa.eu/regulations/reach/downstream-users/
downstream-user-reports

http://echa.europa.eu/applying-for-authorisation
http://echa.europa.eu/regulations/reach/downstream-users/downstream-user-reports
http://echa.europa.eu/regulations/reach/downstream-users/downstream-user-reports
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ECHA introduces new concern driven compliance checks
Targeting evaluation where safety matters most

Compliance checks are a powerful mechanism for 
ensuring the safe use of registered substances. They 
assess the quality of the data gathered for complying 
with the REACH information requirements and the 
conclusions of the registrants based on this data. 
This is part of so called 'dossier evaluation' where 
the requirement of REACH is to check at least 5% 
of all dossiers from every registration deadline. 
Compliance checks are intensive multidisciplinary 
tasks, which require the involvement of scientists 
with various backgrounds:  in analytical chemistry, 
physico-chemistry, (eco)toxicology, environmental fate, 
occupational hygiene and more, to cover the multiple 
perspectives of one single dossier. There is also a legal 
complexity, especially when evaluation concludes 
with the need for a draft decision that requires the 
registrants to update their dossiers with specific 
information.

Currently, ECHA checks the compliance of dossiers 
on the basis of a part random, part targeted selection. 
Based on the experience gained, the Agency is now 
introducing a new, concern driven targeted selection. 
“The evaluation process has matured over the last 
three to four years”, explains Wim De Coen, stressing 
the importance of the annual evaluation reports on 
the quality of the registration dossiers. “We have seen, 
during the past years, that there are certain endpoints 
or certain parts of documentation in the dossiers which 
need significant improvement. We also know what this 
could mean for the health and environment safety 
assessments. So, instead of going one by one, dossier 
by dossier, we decided to go for a concern driven 
approach.”  

From now on, a significant part of ECHA’s compliance 
checks will focus on specific endpoints or elements 
rather than assessing the full dossier in one go. “We 

will systematically screen like a radar across the 
entire registration database for selected types of 
concern”, says Wim De Coen.  He also clarifies that 
full compliance checks, which are based on random 
selection and give everyone a fair chance to be selected, 
will continue.  Currently, they represent about one 
quarter of all compliance checks, but he expects that 
their share may change over time. “If dossier quality is 
gradually improved over time, we can expect an increase 
in the random selections”. 

EXAMPLES OF CONCERNS

The first screening of the dossiers has already started 
and by the autumn ECHA will send out the first wave 
of draft decisions based on the results.  Wim De 
Coen explains that every new wave of multiple draft 
decisions will potentially have a different focus related 
to different endpoints.  

In the first phase during this year and next year, the 
focus will be on those endpoints that can immediately 
be linked to persistence, bioaccumulation and toxicity 
(PBT) and to the carcinogenic, mutagenic and reprotoxic 
(CMR) properties of the substances. “It is exactly for 
such endpoints, that significant improvement in the 
data was needed in the past. Now with REACH, one 
of the aims is to generate sufficient and good quality 
data for the safety assessment”, reminds Wim De Coen. 
He stresses that reliable risk management measures 
can only be taken if the good quality data are used 
to underpin credible and scientifically sound safety 
assessments. To illustrate the approach, he mentions 
genotoxicity and aquatic toxicity as examples of 
endpoints that will be looked upon in this concern-
based approach. 

To streamline the evaluation process, which is among its top priorities this year, ECHA is introducing a new, 
concern driven targeted compliance check for the registration dossiers from the first REACH deadline. This 
means screening across all the dossiers for specific concerns. It also means increased efficiency in using 
ECHA’s resources. Wim De Coen, ECHA Head of Unit for Evaluation, explains the new approach.
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The focus of the Agency is initially on whether 
the intrinsic properties of substances have been 
documented.  Step-by-step, there will be more 
attention on how the conclusions have been made and 
then on the core of the chemical safety assessment. 
“You can only have good conclusions if you have good 
data”, he points out. “If you have systematically failed 
to address the PBT properties for example, how can 
the PBT assessment be credible?” He also refers to the 
excessive use of waving statements without scientific 
justification and mentions that such dossiers are much 
more likely to be selected for compliance check.  

The new approach also targets other types of general 
concern, such as missing chemical safety reports, 
and separate submissions. “Joint submission is not 
an option, it is a REACH requirement”, Wim De Coen 
explains, drawing the attention of both current 
and future registrants. “Companies who have not 
submitted jointly will automatically undergo a targeted 
compliance check”, he warns and adds that this is also 
on the radar of national enforcement authorities.

A WAKE UP CALL FOR COMPANIES 

Wim De Coen is quick to underline that if a registrant 
receives a draft decision related to a specific concern, 
it is not a sign that the rest of the dossier is fully 
compliant. “Every draft decision should be seen by 
companies as a wake up call for them to look at the 
entire dossier. It is very possible that a few months 
later another draft decision could follow for the same 
dossier, but for another endpoint.” 
 
Receiving a draft decision is a wake up call. Receiving 
a second one is worrying and a third is serious.  “In 
that case, you have to revise the overall registration 
strategy or the data generation strategy of the 
Substance Information Exchange Forum (SIEF).” 

His best advice to registrants is for them to carefully 
read the recommendations in the annual evaluation 
report as soon as they have received a draft decision. 
“Even better… do not wait for the outcome from a 
compliance check but be proactive. Update voluntarily 
on the basis of our current recommendations.”

A LEVEL PLAYING FIELD

The new concern driven compliance check is rewarding 
for companies that are doing a good job to comply 
with REACH. It treats all registrants equally, using 
the same benchmark and at the same time.  It also 
increases ECHA’s efficiency. “First of all, it gives us 
the advantage of selecting those endpoints that are 
considered critical for safe use.  Secondly, if you have 
a group of scientists that are looking through all the 
dossiers at the same endpoints, there will be more 
consistency.  Also, from a legal point of view this new 
take on compliance checks is more efficient”, says Wim 
De Coen. With the new draft decisions, which will be 
sent by ECHA in waves, all the registrants who have to 
correct the same mistakes will get exactly the same 
message at the same time. “We want to ensure that 
the resources we spend on evaluation really matter 
and have an impact. It is not just about checking the 
boxes, because the boxes have to be checked, it is 
about creating a quality-based level playing field for all 
registrants. “ 

The new compliance check approach directly supports 
two of the main strategic objectives of ECHA and 
REACH – the quality of data about the chemicals on 
the European market and the need to address the 
substances of concern. “It is not about having the 
quality of information because it is nice to have”, he 
says. “It is about having quality information that will 
ensure the safe use of chemicals and efficient spending 
of the tax payers’ money.”

There are still at least 800 dossiers to be checked 
before the end of 2013 when ECHA has set the date 
to evaluate 5% of the existing dossiers. However, 
compliance checks are not going to stop there. “We will 
continue beyond 2013”, says Dr De Coen.  “It is about 
the safety of chemicals and if it is poorly documented, 
we will have to act.”  

To read ECHA evaluation reports and follow 
the new targeted compliance check approach, 
visit ECHA website at:  
http://echa.europa.eu/evaluation

http://echa.europa.eu/evaluation


18

featuring

Swedish Monica Kauppi is an 
environmental journalist and 
lecturer who publishes a blog called 
Kemikaliedetektiven. She started 
up her blog in 2010 as a follow-up 
of her journalistic activities related 
to heavy metals and synthetic 
chemicals. “I have been dealing with 
chemicals for the past 20 years 
in my profession. I have written 
a book about everyday exposure, 
and the blog partly discusses the 
themes of the book. I mainly focus 
on suspected endocrine-disrupting 
effects, which I find particularly 
disturbing for the future. I would 
say that writing about endocrine 
disrupting effects of chemicals 
is the main reason for my 
engagement”, says Ms Kauppi. 

Kemikaliedetektiven receives 
on average 2 000 visitors per 
week. “The purpose is to inspire 
people to conscious consumption 
in a simple and entertaining way, 
and if possible, contribute to the 
development of more sustainable 
materials and products”, says 
Ms Kauppi. Her target audience 
consists primarily of ordinary 
consumers, but researchers, 
government officials and politicians 
also visit the site.

Ms Kauppi finds source material 

Blogging about chemicals

online, in the media, in research 
reports and from governmental 
agencies. “I also make my own 
investigations and interviews 
and am inspired by personal 
experiences – both my own and 
those of others. There is a lot of 
information available but it is not 
always easily accessible. I have 
learnt a lot, especially to question 
and think in an interdisciplinary 
way, but there is so much more to 
learn.”

To make her blog texts accessible 
to her readers, Ms Kauppi tries to 
simplify the information and relate 
it to everyday life. “Sometimes I use 
metaphors or creative linguistic 
expressions to make a point. I 
post links to other websites where 
there is more detailed explanatory 
information, for example authority 
sites or newspaper articles”, 
she explains. For the future, she 
hopes there will be more easy-to-
understand information available 
to consumers about the content 
of goods and products. “I’m not 
a chemist, which is partly the 
point. You should not have to be 
a scientist to know what you are 
exposed to in your immediate living 
environment. In general, I feel we 
need to change direction towards 
more sustainable production, 

for our own and for the planet's 
sake. We need new thinking, green 
chemistry and more recycling”, she 
says.

But chemicals are not all bad. 
“There are synthetic chemicals 
and metals that contribute to 
our prosperity and comfort in 
a positive way, without being 
harmful”, she concludes. 

Finnish Noora Shingler is a 
freelance journalist and a TV 
host, who started her blog 
Kemikaalicocktail in 2008 after 
being drawn into the world of 
chemicals through her job as a 
journalist for a Finnish consumer 
TV programme. “I was very 
enthusiastic and came up with a 
lot of stories about chemicals. 
Of course, we could not fit them 
all in the TV show, so I wanted 
to find an alternative medium to 
communicate. In addition, I had 
been suffering from stomach 

INTERVIEWS  BY HANNA-KAISA TORKKELI

Talking to consumers about chemicals and chemical exposure is 
not always easy. For the average citizen, the information available is 
sometimes hard to understand. However, the use of different web 
publishing tools has created a new platform, where individual citizens 
and freelance journalists can write about their chosen topics and get 
their messages across in layman’s terms. ECHA Newsletter spoke to 
two bloggers, who publish a blog related to chemicals, to find out more 
about their interests and aims, and why they have chosen chemicals as 
their topic.

© MONICA KAUPPI
Monica Kauppi hopes her stories will 
inspire people to more conscious  
consumption.

© MONICA KAUPPIMonica Kauppi hopes her stories will 
inspire people to more conscious  
consumption.
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Noora Shingler tries to offer her readers al-
ternatives. "It all comes down to individual 
choices", she says.

ache for a long time and my doctor 
suggested a diet, where I was to 
avoid wheat, milk, sugar and yeast. 
So, I started checking the trade 
descriptions of the food that I was 
eating and realised that there is 
much more to food than just, well, 
food. Shortly afterwards, I started 
to do the same with cosmetic 
products”, Ms Shingler explains. 

The aim of Ms Shingler’s blog is to 
influence individual consumers to 
make more intelligent choices and, 
on a larger scale, to influence the 
product portfolio in stores. “I do 
not want to complain, but I want 
to offer people an alternative. 
Many times you have an option, for 
instance, you can decide whether 
to choose the meat with or without 
monosodium glutamate (MSG), or a 
berry soup with aspartame or sugar. 
It all comes down to individual 
choices”, Ms Shingler says. 

Kemikaalicocktail has around 15 
000 readers per week and is one of 
the most popular non-fashion blogs 
in Finland. “My main target audience 
is 20 to 40 year old women. To 
them, I am a peer support. I lead a 
similar life as they do, have a small 
child whose wellbeing is a great 
concern. People can relate to my 
situation”, Ms Shingler says. At the 
moment, her main area of interest 
is chemicals used in plastics. “Our 
lives are surrounded by plastic; our 
food is packed in plastic as are our 
medicines. On top of this, there is a 
lot of plastic in the lives of children. 
To me this is worrying.” 

In her daily life, Ms Shingler 
tries to influence her own 
living environment by avoiding 
unnecessary chemicals and. “There 
is only little information about the 
cocktail effect – this is why I try 

to avoid chemicals that are not 
really needed. I hope that people 
would be more conscious of their 
chemical exposure and take action 
to decrease it where possible. We 
cannot live without chemicals, but 
we should try to avoid the potential 
risks of exposure”, she summarises.

Blogs:

Kemikaliedetektiven
http://kemikaliedetektiven.se/wordpress
(in Swedish)

Kemikaalicocktail
http://www.kemikaalicocktail.fi/
(in Finnish)

June-August 2012

•	 EUROTOX 2012 Congress, 
Stockholm: 17 June  
http://eurotox2012.org/?id=40 

•	 ECHA Management Board:  
20-21 June

Tentative dates: 

•	 ECHA Committee for Risk  
Assessment (RAC): 12-15 June

•	 ECHA Committee for Socio-
economic Analysis (SEAC): 
13-15 June

•	 Forum for Exchange of  
Information on Enforcement:  
18-20 June

Event calendar
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Visits to ECHA

•	 21 – 22 May  
Environment Canada and 
Health Canada  

•	 22 May  
Australia’s National Industrial 
Chemicals Notification and  
Assessment Scheme (NICNAS) 

•	 29 May  
Delegation from Korea  

•	 30 May   
Delegation from China

International 
cooperation

http://www.kemikaalicocktail.fi/
http://eurotox2012.org/?id=40
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ECHA will release version 2.0 of 
Chesar by the end of June. The 
development team has tested 
the tool in collaboration with a 
group of users to improve the 
performance of the software.

During the testing of the new 
version, ECHA invited several 
users to participate in the 
testing and have a first look 
at the improvements of the 
tool. Marie-Hélène Enrici from 
Rhodia used Chesar for the first 
registration deadline to complete 
several registration dossiers and 
since then she has followed the 
development and testing of version 
2.0. She acknowledges that the 
new version is much improved and 
more user friendly. “One nice new 
feature”, she takes for example, “is 
that the tool saves the chemical 
safety assessment automatically 
every time one value is changed 
and several assessments can be 
performed on the same substance.”

Even though the use of Chesar 
was not extensive for the first 
registration deadline, Ms Enrici 
points out that the tool is relevant 
for registration purposes. “The tool 
is important for the environment 
section of the safety assessment 
because there are not so many 
alternatives tools for REACH uses 
as there are for the human health 
section”, she clarifies.

Another long time user of Chesar, 
Daniel Vetter from the consulting 
company EBRC, also welcomes the 
technical refinements of version 
2.0. “Using previous versions of 
Chesar was a bit difficult”, he 

Users help to test the new version of Chesar 
admits, “but this new version is 
not buggy and it does not provoke 
system crashes as before”. He 
expects to use version 2.0 for 
the next registration deadline for 
inorganic chemicals and says that 
“we will particularly appreciate 
the  reporting functionality.”  The 
migration from the previous versions 
of Chesar will be challenging for 
Ms Enrici. “This will be a big issue 
because a complete migration tool 
is not developed. If you used version 
1.2, you cannot import an old version 
of risk assessment to version 2.0 
and the user will have to retype all 
the data. This will be a big issue 
for all dossiers that will need to be 
updated.”

FURTHER IMPROVEMENTS

The Chesar development team will 
continue improving the tool in the 
near future. For Ms Enrici one of the 
challenges could be to make the tool 
more transparent. “Currently, Chesar 
is a very detailed tool that needs 
to be run by experienced people. In 
that respect, an improvement could 
be that interim steps leading to the 
final results would be displayed 
too”. Mr Vetter agrees that there are 
assumptions made in the underlying 
model for Chesar’s exposure 
estimation that might not be obvious 

for all the users. “A less experienced 
exposure assessor might be able 
to use the tool, but he might not be 
aware of the implicit assumptions he 
is accepting when selecting certain 
parameters”.

One of the improvements that Mr 
Vetter would like to see in the future 
versions of Chesar is a higher level 
of integration  of external exposure 
estimation tools. “At the moment it is 
too much time consuming to manually 
report the results of these tools in 
Chesar. So hopefully in the future 
we will see a better integration with 
other tools”, he explains. 

For the user, the final challenge 
according to Ms Enrici is to get 
familiar with the tool before the 
registration deadline. She mentions 
that the first version of Chesar was 
released very close to the deadline 
and her company faced several 
problems, which they did not know at 
the time whether they were software 
bugs or just problems caused by 
lack of knowledge of the tool. “It is 
important to have the latest version 
of tool well ahead, at least six or 
nine months before the deadline”, Ms 
Enrici concludes. 

The version 2.0 of Chesar will be 
available to download at 
http://chesar.echa.europa.eu

TEXT BY EDUARDO ALONSO

CHESAR helps registrants to carry out 
the exposure and risk related parts of 
their chemical safety assessments to 
generate their chemical safety reports. 
It also allows exporting the exposure 
scenarios for communication in the 
supply chain.

http://chesar.echa.europa.eu
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INTERVIEW  BY HANNA-KAISA TORKKELI

Julie Girling has been a member of the 
European Parliament since 2009. She is 
on the Environment, Public Health and 
Food Safety Committee, which is the 
main policy making committee in the 
field of chemicals. “I also have a place in 
the Agriculture and Rural Development 
Committee, which obviously has a 
strong interest in crop protection and 
pesticides”, she adds. Ms Girling came to 
ECHA to learn more about the work of the 
Agency and to understand the challenges. 
“I think it is vitally important for MEPs to 
understand the role of the agencies they 
are connected to through their work. It 
is much easier to do that by coming and 
talking to people than to read reports 
back in Brussels. I also wanted to check 
out some of the background information 
that I’m frequently given by constituents 
and companies about how they interact 
with ECHA, and some of the challenges 
that they have”, she says.

NO DIRECT CONTACTS

The agencies of the European Union are 
established by the European Commission, 
and do not normally liaise directly with 
the Parliament members. “That is one of 
the issues with the agencies. Although 
the Parliament is a full member of 
the regulatory trio, we don’t have an 
equal position in terms of liaising with 
the agencies – neither should we”, Ms 
Girling says, and continues “I do feel 
that my visits to the agencies or my 
ongoing contacts with them will never 

MEP Julie Girling visits ECHA
Understanding the role of the agencies

be on detail nor should they be. 
However, as legislators we pass 
regulations, so we do need to 
have some understanding of how 
those regulations are going to be 
processed and put into effect. It 
is about understanding the broad 
challenges.”

BIOCIDES REGULATION – HOW 
WILL IT WORK?

Ms Girling was keen to know more 
about the actual implementation of 
the upcoming Biocides Regulation. 
She was interested in knowing how 
the regulation, which was amended 
in the European Parliament, would 
actually work. “In the Parliament 
we react to a Commission proposal, 
which is subject to a fairly extensive 
impact assessment. Then we amend 
it, and we do not necessarily assess 
the changes. What we end up with 
at the end of the trilogue process 
is a piece of regulation that has 
not necessarily been fully impact 
assessed”, she states. Her talks 
with ECHA staff helped her to 
understand the expectations of the 
implementing body. “A lot of it is still 
up in the air. We do not know how 
many union authorisations will be 
requested, we certainly do not know 
what the timetable will be like. ECHA 
cannot plan on the basis on a known 
number of applications because that 
number simply does not exist.”

ENDOCRINE DISRUPTORS AND 
COCKTAIL EFFECT EMERGING 
ISSUES

As upcoming chemical related 
challenges in the Parliament, Ms Girling 
mentions endocrine disruptors and the 
exposure to mixtures of chemicals, the 
so-called ‘cocktail effect’. “The issue 
of endocrine disruptors is coming 
forward as an Own-Initiative Report 
from the Environment Committee. 
That could open a lot of new issues. 
There is also increasingly more concern 
within the environment and health 
community in the Parliament about the 
chemical cocktail and what that might 
mean for human health particularly. 
As some people seem to be so much 
more susceptible both to the cocktail 
effect and to the effect of individual 
chemicals on their own personal make-
up, how can you regulate? I think that 
will be an increasing challenge e.g. 
in terms of nanotechnology and the 
various advances in science that might 
have parallel advances in problems”, 
she concludes.

Member of the European Parliament, Julie Girling, is visiting the European 
agencies that impact on her work to gain a better understanding of the 
different roles and mandates they have. She visited ECHA in April to air out 
some of the issues her constituents had brought up about REACH and CLP 
and to learn more about the implementation of the Biocides Regulation.

© ECHA

Julie Girling.
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executive office & management board

"The Member States are very important 
partners for ECHA", Mr Dancet stresses.

ECHA’s Executive Director 
Geert Dancet aims to visit the 
competent authorities for 
REACH and CLP in all EU 
Member States in the coming 
years. 

His goal is to foster cooperation 
and to raise awareness on the 
need for sufficient resources 
for chemicals management. In 
spring 2012, he visited Greece 
and Portugal, meeting also with 
politicians and stakeholders. 
Reaching the common REACH goals 
in times of austerity was the main 
topic during both visits. 

“Member States are very important 
partners for ECHA”, highlights 
Mr Dancet. “For me, the visits 
are an excellent opportunity to 
learn more about the REACH and 
CLP implementation in different 
countries to see how the national 
authorities are organised and which 
challenges they face. For staff 
working at the national authorities, 
it is a good opportunity to present 
their work and see how it fits to the 
overall, European-wide regulatory 
work on chemicals management. 
Furthermore, this is a good channel 
to raise questions, further improve 
our cooperation and give feedback 
to ECHA.”

CHEMICALS MANAGEMENT A 
CORE ACTIVITY

In these times of austerity, 
public administration in many EU 

Executive Director Geert Dancet visits national authorities
“To achieve the common REACH goals, 
cooperation with EU Member States is crucial” 

countries are facing cuts. At the 
same time, new REACH and CLP 
processes, such as substance 
evaluation and risk management 
measures, require additional 
resources and know-how in the 
national authorities. “Chemicals 
management should be considered 
as a core activity. Highly specified 
scientific and regulatory capacity 
is built through years of experience 
and learning by doing. If that 
experience is now cut down, 
rebuilding it later would be very 
inefficient", Mr Dancet continues. 

He highlights that ECHA supports 
national authorities in many ways. 
“The Competent Authorities receive 
reimbursements from ECHA for 
some of their central tasks, such 
as substance evaluation and the 
rapporteur work done in ECHA’s 
Committees.” The Agency offers 
training, guidance, webinars 
and workshops to help national 
authorities in their tasks. ECHA has 
also offered Member States help in 
capacity-building: the authorities 
can second staff temporarily to 
ECHA to be trained for specific 
scientific tasks.

MEETINGS WITH LOCAL 
INDUSTRY FRUITFUL

Most authorities maintain active 
working contacts with national 
industry and stakeholders, 
organising joint working groups, 
seminars and events. During the 
visits, Mr Dancet usually meets 

the helpdesks for REACH and 
CLP, hearing about their activities 
and the actual topics of the local 
industry. “I am also keen to meet 
industry representatives in different 
countries,” he continues. “They can 
ventilate their concerns and give 
direct feedback to ECHA.”  

During the recent visits to Greece 
and Portugal, Mr Dancet had talks 
with representatives of small and 
medium-sized enterprises, many of 
which were also downstream users. 
The approaching 2013 registration 
deadline raised many questions 
ranging from registration costs 
to translations and supply chain 
communication. “To support the 
companies, national helpdesks 
provide valuable help. ECHA also has 
a variety of tools, such as guidance 
documents, information material and 
webinars on its website to support 
industry with registration and other 
tasks”, he stresses.  

TEXT BY TIIU BRÄUTIGAM

© HCF
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Phase-in Non phase-in Total
No of dossiers opened for compliance check1 276 142 418
Draft Decision sent to the registrant 2 55 7 62
Final Decision sent to the registrant 100 43 143
Only Quality Observation Letter sent to the 
registrant 3 13 47 60

Terminated compliance checks4 21 44 65

TABLE B. Compliance check: dossiers and output processed between 1 June 2008 and 31 May 2012.

1 Dossiers opened for compliance check 
notwithstanding their current status.
2 Draft decisions which did not become final 
by 31 May 2012.
3 Some additional quality observation 
letters have been sent together with draft 
decisions, but are not counted here.
4 Terminated upon further information being 
provided by the registrant or terminated 
without administrative action.

Phase-in* Non phase-in Total

No of registered 
dossiers 1

containing testing  
proposals

505 57 562

containing testing propos-
als for vertebrate animals

394 39 433

No of endpoints

covered by registered 
testing proposals

1 043 122 1 165

covered by registered 
testing proposals for 

vertebrate animals
665 70 735

No of third party 
consultations 

closed 387 33 420
ongoing on 31 May2012 3 6 9

planned 47 3 50
Dossiers with testing proposals opened for 
examination  2

559 66** 625

Draft Decision sent to the registrant 3 200 13 213

Final Decision sent to the registrant 42 26 68
Terminated testing proposal examinations 4 93 17 110

1 Successfully registered (accepted and 
fee paid). Note: this number changes over 
time as dossiers may be updated by the 
registrant (e.g. test endpoints added and/or 
withdrawn).
2 Dossiers opened for examination 
notwithstanding their current status.
3 Draft decisions which did not become 
final by 31 May 2012 nor withdrawn due to 
termination of testing proposal examination 
(TPE).
4 Terminated either at the decision-making 
stage and/or upon further information 
provided by the registrant (e.g. cease 
of manufacture, tonnage downgrade or 
withdrawal of a testing proposal).

TABLE A. Testing proposals: dossiers received and output processed between 1 June 2008 and 31 May 2012.

Evaluation statistics
- REPORT ON DOSSIER EVALUATION ACCORDING TO ARTICLES 40 AND 41 REACH

Dossier evaluation covers compliance checks of registration dossiers and examinations of testing proposals. In exami-
nation of testing proposals, all dossiers containing proposals for higher-tier testing, including testing on animals, are 
evaluated. The aim is to check that tests are justified and adequate, and thereby avoid unnecessary animal testing. 
 
Testing proposals that involve tests on vertebrate animals are published on ECHA’s website and third parties are invited 
to provide scientifically valid information.  The compliance check determines whether or not the information submit-
ted is in compliance with the REACH information requirements. At least 5 % of the dossiers received by ECHA per 
tonnage band are checked for compliance. Details of the REACH dossier evaluation processes can be found at:
http://echa.europa.eu/documents/10162/17207/procedure_dossier_evaluation_20110329_en.pdf.
The results obtained so far can be found in the annual progress report on evaluation: 
http://echa.europa.eu/evaluation

Tables A to C report on the statistics of the dossier evaluation processes from 1 June 2008 to 31 May 2012. The 
phase-in status is reported as indicated by the registrant in the dossier and this may have changed when the dossier 
has been updated. The dossier updates may also have testing proposals withdrawn or new ones submitted.

* Phase-in:       
substances subject to transitional  
arangements in the REACH registration 

** Some registration dossiers were opened for 
examination more than once, hence the  
difference vs. the number of  
registered dossiers.

http://echa.europa.eu/documents/10162/17207/procedure_dossier_evaluation_20110329_en.pdf
http://echa.europa.eu/evaluation
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Phase-in

No of registration dossiers 2 19 772

5% target for the compliance checks on registration 
dossiers motivated by the 2010 deadline 3 989

No of dossiers opened for compliance check 4 240

Draft Decision sent to the registrant 5 49

Final Decision sent to the registrant 89

Only Quality Observation Letter sent to the 
registrant 6 9

Terminated compliance checks 7 16

1 Dossiers for normal registrations and transported isolated intermediates 
which comply with the criteria for the first REACH dossier submission deadline 
for phase-in substances (1 December 2010). Submissions containing more then 
one type of registration in one submission (combined submissions containing 
e.g. both a normal registration and a registration as transported intermediate) 
are accounted for only once and only if one of the registration types within such 
a submission satisfies the criteria of the 2010 registration deadline. 
2 All submissions registered by 1 December 2010 including those which were 
handled with a delay.
3 This is the target for the 19 772 registration dossiers motivated by the 2010 
deadline. According to Article 41(5) of the REACH Regulation ECHA shall select 
for compliance check at least 5 % of the registration dossiers received by the 
Agency for each tonnage band. 
4 Dossiers which meet the 2010 registration deadline criteria and that have 
been ever opened for compliance check notwithstanding their current status.
5 Draft decisions which did not become final by 31 May 2012.
6 Some additional quality observation letters have been sent together with 
draft decisions, but are not counted here.
7 Terminated upon further information being provided by the registrant or 
terminated without administrative action.

TABLE C. Status of compliance checks on registration dossiers motivated by the 2010 deadline 1 

Data as of 31 May 2012

Registered Disseminated

SUBSTANCES
Phase-in* 3 820 3 722 (97%)

Non phase-in 1 806 1 626 (90%)

Total substances 5 626 5 348 (95%)

DOSSIERS
Lead 3 277 3 180 (97%)

Member 21 426 20 460 (95%)

Individual 3 167 2 883 (91%)

Total dossiers 27 870 26 523 (95%)

* Phase-in: substances subject to transitional arangements in the REACH registration

Making information on registered chemicals publicly available

Information on registered chemicals: http://echa.europa.eu/information-on-chemicals/registered-substances

Information on phase-in substances intended to be registered for 2013 deadline and active lead registrants:  
http://echa.europa.eu/reach-2013 

http://echa.europa.eu/information-on-chemicals/registered-substances
http://echa.europa.eu/reach-2013

