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3 Register now for the 
ECHA Stakeholders' Day

The European Chemicals Agency hosts its 
seventh annual Stakeholders' Day confer-
ence on 23 May 2012 in Helsinki.

4 Towards safer use of 
hazardous substances

ECHA released the first version of the 
Classification and Labelling Inventory in 
February. Publishing the inventory is a 
big step in hazard communication and in 
implementing the CLP legislation.

 
6 Valuable advice to  
prepare for 2013 
Companies which have to register sub-
stances by the next REACH deadline of 
31 May 2013, are strongly advised to use 
the recommendations from the Evaluation 
report 2011 to ensure that their dossiers 
are compliant.

 
 
16 Industry calls for  
uniform enforcement

This is a good time to remind you of the next REACH registration deadline - only one 
year away at the end of next May. We are planning the Stakeholder’s Day for your 
benefit, to support you in your efforts in complying with your REACH obligations. 
The event will give key information for registrants ahead of the 2013 registration 
deadline and also cover the topical ongoing issues of dossier and substance 
evaluation and applications for authorisation for the use of SVHCs. We are sharing 
the floor with you and with the representatives of industry associations and NGOs. 
It is also worth remembering that the ECHA Stakeholders Day precedes the annual 
Helsinki Chemicals Forum to be held from 24 to 25 May. So you can take full 
advantage of your travel to Helsinki for both events. There is more about both the 
Stakeholder’s Day and the Helsinki Chemicals Forum and how to register on page 3 
of this newsletter.

Providing support and preparing for the 2013 registration deadline is one of 
our main priorities at the moment. We will continue to provide support to lead 
registrants to assist them in preparing high-quality dossiers and chemical safety 
reports, and to carry out targeted communication activities to reach out to new 
registrants. The plan is to finalise all guidance updates that impact on registration 
and enhance the dossier submission process and update our IT systems well in 
advance of the 2013 deadline.

Welcome to Helsinki in May!

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

The spring is finally here in Helsinki and we at ECHA warmly welcome you to 
our seventh Stakeholder’s Day to be held on 23 May.
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However, other REACH and CLP work is moving forward as well, and much 
has been achieved in the past few months. In February the Classification 
and Labelling Inventory was published:  this is the largest database of self-
classification of substances in the world.  The inventory will be developed 
and improved overtime, in particular by facilitating harmonisation of 
classifications of the same substance by industry.  You can read more 
about the inventory on page 4.

The Evaluation Report for 2011 was published in February. This presents 
the main findings from the 2011 evaluation work and highlights the 
key messages to companies to improve the quality of their registration 
dossiers. The report is therefore invaluable reading for all registrants 
– existing and new – and I strongly recommend each registrant to 
familiarise themselves with the recommendations of the report for their 
new registrations and to be proactive in updating their existing dossiers 
accordingly.

February also saw the publication of the first list of substances to be 
evaluated, the Community rolling action plan (CoRAP), that kicks off 
substance evaluation under REACH. There are 90 substances that the 
Member States will evaluate in 2012, 2013 and 2014 to examine if further 
information is needed in order to decide if there is a risk from these 
substances. ECHA will have an important coordination role in the process 
and we will support the Member States in administrative, scientific and 
legal aspects of the process. This is extremely important especially while 
the process is new. The CoRAP will be updated annually - we have already 
started the preparations for the next update in February 2013. You can 
learn more about substance evaluation on pages 8-11.

I look forward to seeing you here in Helsinki in May.

news from echa
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Day to be held on  
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stakeholders

Register now for the seventh ECHA Stakeholders’ Day

The European Chemicals Agency hosts its seventh 
annual Stakeholders' Day conference on 23 May 
2012 in Helsinki. The conference offers participants 
the chance to hear and discuss the latest news and 
updates from ECHA, European industry associa-
tions and NGOs. 

This year’s event is split into three main plenary  
sessions: 
•	 registration, 
•	 evaluation and 
•	 applications for authorisation.

The session on registration focuses heavily on key 
information for registrants ahead of the 2013 REACH 
registration deadline together with presentations for 
SMEs and downstream users. The evaluation session 
gives the latest feedback from the Agency’s Evaluation 
Directorate as well as news about substance evaluation 
and the Chemical Safety Assessment and Reporting 
tool (Chesar). The afternoon session on applications 
for authorisation opens the floor for discussions on 
how stakeholders and applicants can contribute to the 
process for applying for authorisation, an analysis of 
alternatives and socio-economic impacts as well as key 
challenges for industry and NGO expectations.

The Stakeholders’ Day is open to all, but it is particu-
larly relevant for those involved in REACH and CLP: 
industry associations, companies, public bodies, NGOs, 
third country representatives and the media.

REGISTRATION OPEN UNTIL 16 MAY

Online registration for the conference will remain open 
until Wednesday 16 May 2012. The conference will 
also be web-streamed live and a recording of the web-
stream will be published on the ECHA website within 
one week after the event.

Registration: 
https://www.webropolsurveys.com/Answer/SurveyParticipa-
tion.aspx?SDID=Fin416304&SID=b37a97a4-d1a7-4e0c-96af-
1b30e42e6b2a&dy=1763013096

Further information and preliminary agenda:
http://echa.europa.eu/en/view-article/-/journal_
content/40bb6ef5-03b0-496f-8c4c-a8f8d04ab68c

HELSINKI CHEMICALS FORUM

The fourth global chemical industry con-
gress, Helsinki Chemicals Forum, engages 
international authorities, politicians, in-
dustry leaders, NGOs, academics and the 
media in an open dialogue on key issues 
of global relevance regarding chemicals 
policy and the control of chemicals safety. The Forum 
follows the Stakeholders' Day from 24 to 25 May.

See the programme and register at: 
http//www.helsinkicf.eu/

TEXT BY ADAM ELWAN 

© STA
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news from echa

for EINECS substances regardless 
of their classification”, says Palmi 
Atlason from ECHA’s Classification 
Unit. If your substance is registered 
as non-classified, you may still be 
able to find out more about it by 
searching the registered substances 
database.

DIFFERENT CLASSIFICATION AND 
LABELLING 

At present, the inventory might 
include different classification and 
labelling for the same substance. 
The reasons for this are many. 
”First of all, the substances can 
have different impurity profiles, 
compositions or form and physical 
state, resulting in different 
classifications. In some cases, 
some notifiers may have access to 
different or more information than 
others. There can also be diverging 
views on the classification, based 
on the same data. Lastly, in several 
cases technical errors or minor 
differences (e.g. affected organs) 
can result in seemingly different 
classification and labelling although 
there is little disagreement”, explains 
Evita Luschützky from ECHA’s 
Classification Unit.

In some cases, the inventory might 
show a hazard classification for a 
substance for which there is a ”no 
classification” registered. “In these 
cases the notifiers seem to disagree 

Classification & Labelling inventory
Towards safer use of hazardous substances

At the moment, the inventory 
contains information from over 
three million submission records 
covering more than 96 000 
chemical substances, and the 
information is regularly refreshed 
as more C&L notifications are 
received and updated. 

The first version of the inventory, 
which was released on 13 February 
2012, contains information from 
notifications for substances 
classified in the hazard classes 
detailed in article 119(1)(a) of 
REACH. These include most of the 
hazard classes for physical hazards, 
almost all of the hazard classes 
for health hazards as well as all 
substances classified as hazardous 
to the aquatic environment and 
to the ozone layer. Currently, 
notification information for 
substances that are not classified 
as hazardous or are only classified 
in hazard classes not covered 
by REACH article 119(1)(a), as 
amended by CLP article 58(7), 
do not appear in the inventory. 
“For the first release, we are 
focusing on substances notified 
as hazardous. This covers around 
80 percent of the substances. The 
dissemination of more than three 
million notifications is a technically 
demanding task and utmost care 
must be taken to ensure we do 
not disseminate confidential 
information. In the next phase, 
we will include all notifications 

ECHA released the first version of the Classification and Labelling 
Inventory in February. Publication of the inventory is a big step in 
hazard communication and in implementing the CLP legislation. In 
the long run, it will help improve the safe use of hazardous substances 
by consumers, professional users and industrial workers.

with the registrants and believe the 
notified substance to be hazardous 
based on the information available to 
them”, says Dr Atlason.

STRIVING FOR A UNIFORM 
CLASSIFICATION OF SUBSTANCES
 
To improve the information in the 
inventory, ECHA encourages notifiers 
to have a look at their notifications 
and update them if they see a need, 
for instance, if they notice a technical 
error or a minor mistake in their 
notification. ECHA, in return, ensures 
that the information in the inventory 
is refreshed on a regular basis to 
reflect industry’s updates on their 
notifications. In addition, ECHA is 
currently working on the development 
of a web-based discussion platform 
that will allow notifiers and registrants 
of the same substance to discuss and 
agree on a common classification 
as required by article 41 of the CLP 
Regulation. This will help to improve 
the public inventory.

The launch of the inventory is the 
first step in a long process. The 
development towards a reliable 
and long-lasting database of self-
classified substances on the EU 
market will need active involvement 
from all parties involved: industry, 
the Member States and ECHA. 
“The bottom line is that it is the 
responsibility of industry to provide 
good quality information. We 
recommend potential notifiers to 
consult the manuals and practical 
guides published on the ECHA website 
to ensure the successful submission 
of their C&L notifications”, Ms 
Luschützky and Dr Atlason conclude.

TEXT BY HANNA-KAISA TORKKELI
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REACH 2013 - Act now! 
Best practice in data sharing

2013 campaign

One of the most important aspects of REACH is ensuring the sharing 
of data between registrants. Companies registering the same substance 
have a common responsibility to find an agreement on sharing data, 
keeping in mind the aims of data sharing: minimising costs, avoiding 
unnecessary animal testing and facilitating the common classification 
and labelling of substances. Ms Laurence Hoffstadt, a Scientific Officer at 
ECHA, talks about the challenges and gives her best advice on data shar-
ing to those who will register in 2013.

Ms Hoffstadt, what are the main 
challenges for companies sharing 
data?

Compared to previous legislation, 
the concept of data sharing was ex-
tended to a higher number of sub-
stances by the REACH Regulation. 
Companies need to understand 
their obligations; to understand 
what fair, transparent and non-dis-
criminatory sharing of costs means, 
as well as develop their procedures 
and learn how to work together in 
Substance Information Exchange 
Fora (SIEFs).

What about SMEs, do they have 
some specific challenges for shar-
ing data? 

In general, SMEs have limited time, 
budget and expertise that they 
can assign to the implementation 
of the REACH Regulation in their 
businesses, in comparison to larger 
companies. In addition, we under-
stand that language can sometimes 
be a barrier in the communication 
within the SIEFs. Also, to compen-
sate for lack of time and expertise, 
SMEs often have to rely on external 
resources. These may be costly and 
challenging to identify and to rely 
on.

However, we would like to high-
light that companies can always 
revert to regional or national indus-
try associations or other networks 
that can offer support on REACH 
implementation. Each national com-
petent authority can also provide 
support in their language via the 
national helpdesks.

According to ECHA’s experience so 
far, could you give some advice on 
best practice for sharing data?

We would like to remind companies 
of two main points when they are 
sharing data: firstly, data shar-
ing is compulsory under REACH 
for multiple registrants of the 
same substance, which means 
that companies registering the 
same substance have the common 
responsibility to find an agree-
ment on sharing data. Secondly, the 
determination of the costs has to 
be agreed in a fair, transparent and 
non-discriminatory manner. 

It is also good to keep in mind 
that companies are only required to 
share the costs for the information 
required according to their regis-
tration tonnage band. The justifica-
tions of the approach followed in 
the selection of data/cost sharing 
model should always be provided to 
the companies in a transparent way, 
and companies should not be dis-
criminated against due to their size, 
their contributions in terms of data 
or their registrations deadlines. 

Moreover, companies have to 
make every effort to reach an 
agreement. For instance, compa-
nies have to be committed to meet 
reasonable and agreed timelines to 
providing their answers during the 
negotiations. 

Finally, we strongly recommend 
that all companies keep a record 
of their contacts, such as email or 
letter exchange and minutes of 
phone conversations or meetings 
established during the data sharing 
negotiation. This information will be 

important if the sharing of data ends 
in a disagreement between companies 
and they decide to submit a dispute to 
ECHA.

Where can companies find further 
information on data sharing?

Companies can find information on 
data sharing and support to regis-
trants on ECHA’s website. We also 
advise companies to contact their 
national trade associations or national 
competent authorities to obtain infor-
mation in their own language. 

It's good to remember that the na-
tional helpdesks are the first point of 
contact to provide advice on the  
general provisions and obligations 
under REACH & CLP, including data 
sharing.

FURTHER INFORMATION

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

REACH 2013 web page
http://echa.europa.eu/reach-2013

Lead registrant workshop presenta-
tions, 2-3 February 2012 Helsinki
http://echa.europa.eu/view-article/-/jour-
nal_content/b5961cb7-ee61-4c40-9a14-
9068f23f28f9

Webinar recordings and  
presentations 
http://echa.europa.eu/support/training-
material/webinars

INTERVIEW BY JOEL GUIOMAR

Laurence Hoffstadt 
has been working at 
ECHA since 2008. 
She is involved in all
 aspects of indus-
try’s obligations 
related to data 
sharing. She also 
provides support 
to registrants 
to facilitate 
their activities 
within the SIEFs. 
Academically she 
has a background 
in toxicology and 
her professional 
experience has 
been related to 
toxicological 
aspects in different 
EU legislation.

http://echa.europa.eu/guidance-documents/guidance-on-reach
http://echa.europa.eu/guidance-documents/guidance-on-reach
http://echa.europa.eu/reach-2013
http://echa.europa.eu/view-article/-/journal_content/b5961cb7-ee61-4c40-9a14-9068f23f28f9
http://echa.europa.eu/view-article/-/journal_content/b5961cb7-ee61-4c40-9a14-9068f23f28f9
http://echa.europa.eu/view-article/-/journal_content/b5961cb7-ee61-4c40-9a14-9068f23f28f9
http://echa.europa.eu/support/training-material/webinars
http://echa.europa.eu/support/training-material/webinars
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1  Substance identity
Precise definition of the substance 
identity is the starting point and 
fundamental for the compliance of 
the registration dossier. The report 
shows that ECHA had to open more 
dossiers for compliance checks 
than initially planned because in 
about a quarter of the dossiers 
containing testing proposals, the 
substance identity was ambiguous 
and needed to be clarified by 
the registrant before the testing 
proposals could be examined. 

When a substance is not well 
defined, this may not only signal 
that the dossier may cover more 
than one substance, but also 
undermines the pertinence of the 
hazard data, the risk assessment, 
the appropriateness of risk 
management measures and the 
extracted guidance on how to use 
the substance safely. Dossiers are 
routinely filtered and when the 
substance is not clearly identified, 
the likelihood of the dossier being 
selected for compliance check is 
higher.

≥ Define your substance precisely 
and unambiguously. The identity 

Companies which have to 
register substances by the next 
REACH deadline of 31 May 2013, 
are strongly advised to use the 
recommendations from the 
Evaluation report 2011 to ensure 
that their dossiers are compliant. 

Evaluation (the “E” in REACH) 
assists industry in its obligation to 
provide adequate information on 
registered substances. The main 
findings of the evaluation process, 
which are reported by ECHA at 
the end of February every year, 
flag the most frequently found 
incompliances in the dossiers. 
ECHA’s evaluation reports provide 
further recommendations on how 
to avoid these incompliances. This 
offers a unique opportunity for 
current and future registrants to 
take stock and act in line with the 
advice. Alongside previous editions, 
the Evaluation report 2011 is 
essential reading for registrants to 
achieve compliant and good quality 
registrations. 

The main recommendations 
from the report of 2011 touch 
topics such as substance identity, 
chemical safety assessment and 
the use of read across. All such 
elements are essential for ensuring 
the safe use of chemicals while 
avoiding unnecessary testing on 
vertebrate animals.

Evaluation Reports 
Valuable advice to prepare for 2013

and composition specified in the 
registration dossier needs to be 
supported by appropriate analytical 
information on the substance 
manufactured and/or imported.
≥ Make sure that the substance 
identifiers and the test materials 
used in studies are representative 
for the registered substance.

ECHA support:  
Guidance on the identification and 
naming of substances under REACH
http://echa.europa.eu/guidance-
documents/guidance-on-reach

2  Chemical safety assessment
The chemical safety assessment 
is crucial for the safe use of 
chemicals. Deficiencies have 
been observed in all parts of the 
chemical safety reports. If the 
assessment does not cover all 
the relevant hazards, uses and 
exposures, then some of the risks 
are not properly identified and 
remain uncontrolled. Consequently, 
the main aim of REACH, i.e. the 
safe use of chemicals, cannot be 
achieved.

≥ Be thorough in completing the 
chemical safety assessment.
≥ Classify the substance according 
to the CLP Regulation.
≥ Cover all identified hazards and 
uses with exposure scenarios.
≥ Demonstrate the safe use of your 
substances in the chemical safety 
report.
≥ Provide advice on the safe use of 
your substances and communicate 

TEXT BY VIRGINIA MERCOURI

2013 campaign

© FOTOLIA
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2013 campaign

it to your customers in complete 
safety data sheets.

ECHA support: Chesar tool for 
preparing the chemical safety 
assessment  
http://chesar.echa.europa.eu/  
and report and examples of 
exposure scenarios  
http://echa.europa.eu/en/support/
practical-examples-of-exposure-
scenarios

3 Use of read across
Read across makes best use 
of existing data and can avoid 
unnecessary testing. However, 
this only holds true when the read 
across is scientifically justified and 
well documented. The registrant 
must ensure that the information 
needs are covered for all properties 
as they would be with the standard 
test data on the substance. 

≥ Justify your read across 
approaches with sound reasoning, 
scientific evidence and available 
experimental data.

ECHA support: Practical Guide 
6 – How to report read across and 
categories
http://echa.europa.eu/
documents/10162/17250/pg_report_
readacross_en.pdf

The main finding of the report is that a large part of the examined 
registration dossiers raise concerns to different degrees and require ECHA 
to address the shortcomings by regulatory action. Of the 146 compliance 
checks completed in 2011, 134 resulted in ECHA requesting the registrant 
to provide further information. The most frequent shortcomings refer to 
substance identity (72%); mutagenicity (16%); exposure assessment and 
risk characterisation (9%) as well as robust study summaries (8%). 

ECHA strongly encourages companies who have already registered, to read 
the recommendations of the report and proactively update their dossiers. 
New registrants can use it to prepare good quality and compliant dossiers.

Compliance is the registrants’ responsibility

According to REACH, it is the responsibility of companies to ensure the 
safe use of their substances and compliance with the regulation. The 
evaluation process is there to support registrants to achieve compliance. 
Since 2011, ECHA offers the possibility of informal interaction to such 
registrants who received a draft decision requesting further information 
addressing detected incompliances in their dossiers. ECHA encourages 
registrants to use this opportunity, if they need clarification. 

CALL FOR ACTION!

FURTHER INFORMATION

Evaluation under REACH  Progress 
Report 2011 and previous reports can be 
downloaded from ECHA’s website at: 
 http://echa.europa.eu/evaluation

REACH 2013 web section: 
http://echa.europa.eu/2013

ECHA support: 
http://echa.europa.eu/support

Evaluation Report 2011. 

http://chesar.echa.europa.eu/
http://echa.europa.eu/en/support/practical-examples-of-exposure-scenarios
http://echa.europa.eu/en/support/practical-examples-of-exposure-scenarios
http://echa.europa.eu/en/support/practical-examples-of-exposure-scenarios
http://echa.europa.eu/documents/10162/17250/pg_report_readacross_en.pdf
http://echa.europa.eu/documents/10162/17250/pg_report_readacross_en.pdf
http://echa.europa.eu/documents/10162/17250/pg_report_readacross_en.pdf
http://echa.europa.eu/evaluation
http://echa.europa.eu/2013
http://echa.europa.eu/support
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The first list of substances to be evaluated under REACH published

Increasing information for the safe use of substances

Substance evaluation is an integral 
part of the REACH implementation. 
It is one of the three evaluation 
processes under REACH, the 
other two - examination of testing 
proposals and dossier compliance 
checks – are also collectively 
known as dossier evaluation. “The 
basic difference between dossier 
and substance evaluation is that 
dossier evaluation aims to ensure 
that the standard information 
requirements are fulfilled in each 
registration dossier, whereas 
substance evaluation starts from a 
potential concern for human health 
and the environment. To clarify 
any potential risk, the registrants 
may be asked for information 
beyond the standard information 
requirements”, says Claudio Carlon, 
one of the ECHA Heads of Unit for 
Evaluation. Another difference is 
that substance evaluation is carried 
out by the Member States, while 
ECHA primarily evaluates dossiers 
under dossier evaluation.

Substance evaluation involves 
an assessment of all registration 
dossiers from all registrants of the 
same substance. “With substance 
evaluation we cross read the 
information from all the registrants 
of the same substance and we can 
assess concerns that go beyond 
the control of the single registrant. 
For example we see better the 
potential effects coming from the 
cumulative exposure from different 

The publication of the Community Rolling Action Plan (CoRAP) at 
the end of February starts up a new process in REACH: substance 
evaluation. The aim of substance evaluation is to clarify whether the 
manufacture or uses of a chemical substance pose a risk to human 
health or the environment.

INTERVIEW BY HANNA-KAISA TORKKELI

sources of the same substance", 
says Mr Carlon.

COMMUNITY ROLLING ACTION 
PLAN LISTS THE SUBSTANCES 
TO BE EVALUATED

The Community Rolling Action Plan 
(CoRAP) specifies the substances 
that are to be evaluated over a 
period of three years. The first 
CoRAP addresses 90 substances 
that are suspected of posing risk to 
human health or the environment. 
These substances are to be 
evaluated in 2012, 2013 and 2014. 
The plan also indicates which 
Member State is responsible for 
the evaluation of each substance. 
The selection and prioritisation 
of substances for evaluation is 
made according to risk-based 
criteria, which include hazard and 
exposure information as well as 
the aggregated tonnage of the 
registrations. These criteria are 
refined in collaboration with the 
Member States.

In 2012, 36 substances will be 
evaluated by 17 Member States. 
The rolling nature of the plan means 
that the plan is annually updated to 
cover the following three years.

SUBSTANCE EVALUATION 
PROCESS

From the publication of the CoRAP, 
the evaluating Member State 

has, for those substances to be 
evaluated in that year, 12 months 
to consider a need for further 
information to clarify the concern 
and to prepare the request in the 
form of a draft decision. The draft 
decision is sent to the registrants 
for comments, and to the other 
Member States and ECHA for 
possible amendments. ECHA will 
then adopt the final decision. 
“We have a clear responsibility 
in planning and coordinating the 
overall process. We are ready to 
support the Member States on 
the administrative, scientific and 
legal aspects of the substance 
evaluation, and we also offer 
the possibility of a consistency 
screening during the preparation of 
draft decisions, in order to ensure 
that the process is harmonised 
across the EU. This is very 
important especially in the first 
years”, explains Mr Carlon.

OUTCOME OF SUBSTANCE 
EVALUATION

It can be that the Member States 
clarify the risk without the need 
to request further information. 

© ECHA

news from echa

Claudio Carlon.

© ECHA
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news from echa

The first list of substances to be evaluated under REACH published

Increasing information for the safe use of substances
However, substance evaluation is 
expected to very often result in 
a request for further information 
from the registrants of a substance. 
The registrants are legally bound to 
submit the information specified in 
the final decision.

The request for further information 
might be needed to confirm 
certain hazard effects, relevant 
exposure routes or both. The 
way the registrants provide this 
information is through a dossier 
update. The conclusion might also 
be that the risks are sufficiently 
under control with the measures 
already in place. In other cases 
the generation of new information 
might lead to the identification of 
further risk management measures 
to be put in place by the registrants. 
“Substance evaluation can lead 
to the confirmation of concerns 
but also to the identification 
of adequate risk management 
measures by the registrants. So, 
certain suspected hazardous 
properties, for instance, can be 
confirmed but at the same time 
the registrant can decide to put in 
place risk management measures 
to adequately control them”, says 
Mr Carlon and continues, “in some 
cases, however, the information 
obtained might trigger the 
proposal of Community level risk 
management measures. This could 
happen, for instance, when specific 
measures need to be ensured and 
harmonised across Europe, or when 
the risk management is beyond 
the possibility of action for single 
registrants, as for the effects of 
aggregated emissions.” Mr Carlon 
stresses that substance evaluation 
is focused on the production of all 
necessary information. “The two 
evaluation processes (dossier and 
substance) are the only processes 

under REACH to request more 
information. Substance evaluation 
is an instrument for the Member 
States to get all the information, 
also beyond standard information 
requirements, that is required to 
assess the safe use of chemicals 
and the need for any further risk 
management measures.”

It is the responsibility of the 
evaluating Member State to 
complete the evaluation and 
consider whether the concern is 
clarified and no action is required, 
or whether Community level risk 
management measures should 
be proposed. These proposals 
may refer to processes under the 
REACH and the CLP Regulations, 
such as restriction, authorisation 
or harmonised classification and 
labelling, but possibly also to other 
regulatory instruments in the field 
of occupational and consumer 
safety or environmental protection. 
“The final aim is not to produce peer 
reviewed EU risk assessments. The 
time schedule of the process does 
not allow this. The final report is 
the conclusion of the evaluating 
Member State only, and has a very 
functional role under REACH for 
the further actions to be taken”, Mr 
Carlon points out. Eventually, the 
reports will be published on the 
ECHA website.

UPDATING THE CORAP 

The first decisions expressing 
the need for further information 
from the registrants are expected 
in early 2013. But the CoRAP is a 
rolling plan and the work for the 
next annual update has already 
started. “In the next CoRAP 
update in 2013 we foresee the 
need to identify a good number 
of new substances for the list 

because Member States are able 
to evaluate more substances than 
what is anticipated at the moment 
for the second and third year, and 
because we have to add substances 
for the year 2015. In addition, the 
inclusion of some substances in the 
plan for 2013 and 2014 might be 
revised and eventually be withdrawn 
from the CoRAP. For instance, if 
new information becomes available 
clarifying the concern, or if we 
consider other substances to be of 
higher priority”, Mr Carlon explains.

The screening for new substances 
has already started, in collaboration 
with the Member States. “We apply 
our prioritisation criteria to screen 
all the registration dossiers and 
shortlist potential substances that 
may cause concern. This is initially 
done by using IT applications. Then 
a manual screening is done, which 
means that ECHA and Member States' 
experts open the dossier, examine the 
information and assess whether the 
concern picked up by the automated 
screening is confirmed”, Mr Carlon 
illustrates. “For the update of the 
next CoRAP covering 2013, 2014 
and 2015 we have strengthened our 
cooperation with the Member States 
and planned a joint project to share 
and enhance our capacity of manual 
screening.”

ECHA recognises that companies 
may be concerned about substance 
evaluation. Therefore, the aim is to 
make the process very transparent. 
“We have produced communication 
material, such as a Q&A and a fact 
sheet to clarify the nature of the 
process and what the registrants 
and the general public can expect as 
a result. The process is new and we 
want to respond to concerns that our 
stakeholders might have”, Mr Carlon 
concludes.
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The task is not only big and broad, but also 
challenging. Germany has selected substances 
that are potentially persistent, bioaccumulative or 
toxic for the environment, or the source of concern 
for safety for consumers or in the work place. 
Some of the substances are also high on the public 
debate. For bisphenol A, which is well known and 
has been controversially discussed for a long time, 
the German authorities are now analysing whether 
the environmental exposure aspects and risks to 
consumers are correctly addressed and hope that on 
the basis of this analysis it will be possible to draw 
final conclusions. They have also initiated informal 
cooperation on bisphenol A with France, especially 
with regard to the assessment of human health and 
the French proposals for harmonised classification 
and labelling and intended restriction. In Germany the 
evaluation workload, as other REACH tasks, are shared 
by the Federal Institute for Occupational Safety and 
Health (BAuA), which is also the Federal Office for 
Chemicals, the Federal Environment Agency (UBA), and 
the Federal Institute for Risk Assessment (BfR). 

A Member State's perspective 
Substance evaluation is an open process

With nearly one quarter of the production and use of chemicals in Europe, it is hardly surprising that 
Germany has volunteered to take the largest share of substance evaluation work during the first year of 
CoRAP: the German Authorities for REACH will evaluate five of the 36 substances in the plan for 2012.

INTERVIEW BY VIRGINIA MERCOURI 

stakeholders

Another substance evaluated by Germany is 
tetrafluoropropene, which will be the new cooling 
agent in car air conditioners. This means that it will 
enter wide use, but there are concerns regarding 
the environmental impact and the toxicity of its 
degradation and/or combustion products. The list of 
substances to be evaluated by Germany also includes 
n-hexane – a solvent with neurotoxic properties that 
have been known for a long time. It is registered 
under REACH for high volumes and has many 
industrial uses, but some of them may also be linked 
to significant human exposure despite the existence 
of safer substances. Therefore, the main focus in 
evaluating n-hexane is occupational safety, while for 
naphtylaniline the aim is to clarify whether it may prove 
to be persistent, bioaccumulative and toxic for the 
environment. For iminodiethanol the aim is to verify 
whether it could form carcinogens during use of the 
substance in cooling lubricants for metal working.

Elmar Böhlen, who is head of the Unit for Evaluation 
and Risk Management in the German Federal Office for 
Chemicals, is quick to point out that the inclusion of 
any substance on the list as such does not necessarily 
have direct implications for companies. “Substance 
evaluation is an open process. It may turn out that our 
concerns are justified and that regulatory action is 
required, but it may also be the other way round: the 
evaluation clarifies that the substance is of no concern. 
That is why we do the evaluation. Otherwise, we would 
immediately propose harmonised classification and 
labelling, authorisation or restriction. Evaluation means 
that we are not yet certain about the result.”

The German authorities are open to dialogue with 
stakeholders if they want to contribute to the process. 
“This is our principle and it is true for all steps of 
REACH and also for substance evaluation”, says Mr 
Böhlen. He also points out that the national authorities 
are in charge of the substance evaluation, while the 

Elmar Böhlen.
© E.B.
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stakeholders

main task of industry is to ensure data quality and the 
safe handling of chemicals through the registration 
process. 

NEED FOR QUALITY REGISTRATIONS 

Substance evaluation may result in the request for 
information beyond the standard requirements of 
REACH, but Mr Böhlen points out that the most 
important source of information for their evaluation 
is the registration data. This will be the basis from 
which to assess, for example, whether the quality of 
the tests is sufficient for predicting the concentration 
and/or deriving the levels below which the use of the 
substances will not have adverse effects of concern 
for human health or the environment. “Registration 
dossiers should be good enough for the purpose of 
doing substance evaluation. If this is not the case, it 
would be better to look for general actions to improve 
dossier quality rather than to request information 
case by case.” Mr Böhlen also shares the view that the 
good quality of the registration data will not only ease 
the process of substance evaluation, but also save tax 
payers’ money, as the authorities are paid by ECHA for 
this work. 

BUILDING UP COOPERATION WITH ECHA 

According to Mr Böhlen the registration data and its 
screening will have much more significance for future 
updates of the CoRAP than it had on the first plan. 
“There we expect support from and cooperation with 
ECHA, so that we can do this more efficiently in the 
future.” This is quite important not only for substance 

evaluation, but for the entire work of his team, which 
is also in charge of the dossiers for restriction, 
authorisation and the proposals for harmonised 
classification of hazardous chemicals. 
In both cases, the work must be based on up-to-date 
registration data for formal as well as scientific 
reasons. “What is important for me is to look at all 
the dossiers, not only those that are already of public 
concern. There may be some substances hidden in 
the large number of registration dossiers that are 
dangerous”, says Mr Böhlen and explains that it would 
be beneficial for the Member States to continue 
cooperation with ECHA on screening tools that can help 
them to identify substances that raise concern from 
the REACH registration database.  

A BENEFICIAL TASK 

Substance evaluation requires intensive scientific 
work.  Mr Böhlen says that his team now has to 
divide resources between this and the dossiers on 
restriction, authorisation and the harmonisation of 
the classification and labelling. However, he thinks 
that this can only have a positive outcome, because 
substance evaluation broadens the basis for further 
risk management options under REACH, e.g. identifying 
substances of very high concern. He is convinced that 
it is wise to invest in substance evaluation. “Neglecting 
substance evaluation and going directly for proposing 
further risk management measures only on well known 
substances would be tempting and even popular, but it 
would mean, in the end, that the substances which need 
regulation the most, are not being regulated.”

Member States are in the driving seat of substance evaluation under REACH – they agree and refine the 
criteria for the selection of the substances, they propose (jointly with ECHA) substances for the CoRAP 
list and most importantly, they carry out the actual evaluation work. Based on the outcome of the 
scientific analysis, it is the Member States that conclude whether there is sufficient evidence to drop 
the initial concerns regarding the use of a particular substance or whether there is a need to request 
further information from the registrants. ECHA’s decisions regarding such requests are based on the 
proposals of the Member States. Furthermore, if the initial concerns are confirmed, Member States 
may also use the results from the substance evaluation to propose Community-wide measures for 
addressing the risks through authorisation, restriction or harmonised classification and labelling.



12

Luisa Consolini came to ECHA 
in 2010 to take over the newly 
established directorate for 
information systems. She brought 
together staff working on IT from 
different parts of the Agency 
under one directorate, and had 
to convince them that she was 
credible. Today, she certainly has 
done that. 

The Agency managed well the first 
registration deadline, provides 
supporting IT tools for industry, 
disseminates information on 
registered substances and publishes 
the world’s largest database of self-
classified substances in the form 
of the C&L inventory. Hence, many 
challenges remain. “The biggest 
risk in IT is to lose focus”, says Mrs 
Consolini. 

LOOKING AHEAD

ECHA has started a project to 
restructure its IT systems. The new 
landscape is expected to be up and 
running in three years. “Our current 
systems, like REACH-IT and IUCLID 
for instance, will be more integrated. 
The aim is to move from just 
gathering and hoarding data to really 
making intelligent use of it. This is 
also in line with the overall strategy 
of the Agency”, says Mrs Consolini. 
The restructure means opening 
and reengineering the systems in 
production. “The biggest challenge 
is to keep the current systems 
running while allocating resources to 
building up the new.”

Another challenge is the overhaul 
of the ICT infrastructure. “We 
want to bring more efficiency to 
our processes. The scope of our 
work is increasing, and we simply 
cannot just put more and more 
resources into managing the IT 
infrastructure. We have started 
a long journey to a new way of 
conceiving our infrastructure. This 
means new hardware of course, 
but also rethinking the way we 
manage our infrastructure and 
the way we deliver”, Mrs Consolini 
explains.

On a personal level as a director, 
Mrs Consolini sees the changing 
environment as a challenge. 
“Technology has already changed 
the way we work and live, and 
will continue to do so even more 
dramatically in the coming years. 
We need to think more in terms of 
services, not in terms of platforms 
or technologies. Services by 
definition are completely different 
from products or technologies. 

They oblige to think in a cross-
cutting horizontal way, not in 
a vertical way. This requires a 
mindset change”, she says and 
continues, “bringing about change 
in IT takes an incredibly long time. 
If you are convinced that the future 
entails a change, you have to start 
now.” 

PREPARING FOR THE NEW 
LEGISLATIONS

ECHA will take over the 
administrative responsibility for 
the revised regulations for biocides 
and Prior Informed Consent (PIC) 
in the future. Also, the IT landscape 
has to support these new tasks. 
“We know that in the second half of 
2013 we have to support biocides, 
for PIC there is more uncertainty. 
We have already done some 
preparatory work, mostly analysis 
of the new processes. The biocides 
scheme seems like a little sister 
of REACH but if you look at the 

Luisa Consolini, Director of Information Systems
Staying focused
INTERVIEW BY HANNA-KAISA TORKKELI 

interview

Luisa Consolini.

© ECHA
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news from echa

rate and span of the processes, it 
is actually equally complex. The 
new processes will be included 
in the work for reengineering our 
systems. We are not planning to 
develop new IT but to enhance 
and supplement the IT we already 
have. Otherwise it will not be 
sustainable”, Mrs Consolini says. At 
present there is no real possibility 
to allocate resources to do proper 
planning since the legislations have 
not entered into force. “The real 
starting point for us is when we get 
the green light from the Council and 
the European Parliament.”

ENJOYING ECHA AND HELSINKI

Luisa Consolini has spent most 
of her professional life within 
industry and consulting. She came 
to ECHA from the University 
of Bologna. “The work at ECHA 
has been very demanding and I 
enjoy it. Also, Helsinki has been a 
positive experience. It is like a big 
Bologna. Everything works; people 
are absolutely kind, correct and 
welcoming. I like the closeness of 
the sea, but the dark winter months 
for an Italian are another story”, she 
laughs. From her colleagues, she 
expects courage to take initiative. 
“When people, irrespective of 
the hierarchy and the role, have 
the courage to highlight risks and 
propose solutions that to me is a 
success. This has already happened, 
but I would like to see more. Nobody 
has the monopoly of good ideas in 
IT”, she concludes.

Latest news from ECHA

ECHA to update REACH-IT and IUCLID 5
News alert, 11 April 2012
http://echa.europa.eu/en/view-article/-/journal_content/22c22fe1-f670-426f-
903f-541586de45e7

Increased support for dowstream users
News alert, 3 April 2012
http://echa.europa.eu/en/view-article/-/journal_content/8b812ac7-4b78-4de5-
b6f4-609f02308ade

ECHA publishes updated Guidance on data sharing
News alert, 3 April 2012
http://echa.europa.eu/en/view-article/-/journal_content/9fe416a2-1f85-4ec2-
a98b-e298f421c87b

ECHA updates the Classification and Labelling Inventory 
News alert, 29 March 2012
http://echa.europa.eu/view-article/-/journal_content/872361ec-86d0-418d-
84ed-775ac6c0d507

ECHA launches a six-month public consultation on the  
proposed restriction of chromium VI in leather articles
News alert, 16 March 2012
http://echa.europa.eu/en/view-article/-/journal_content/ 
a19f3846-4158-4351-8304-39de35c35f1b

RAC adopts four scientific opinions on harmonised classification 
and labelling
News alert, 13 March 2012
http://echa.europa.eu/view-article/-/journal_content/c14568bf-8451-4681-
b178-1495fda69e68

QSAR Toolbox version 2.3 now available
News alert, 13 March 2012
http://echa.europa.eu/en/view-article/-/journal_content/dd3f490e-270c-
4def-98a6-d87761bf6c5e

ECHA publishes information on consumer articles containing sub-
stances of very high concern (SVHCs)
Press release, 5 March 2012 
http://echa.europa.eu/en/view-article/-/journal_content/800e9ce8-253b-415e-
8972-262879ddf8ce

Substance evaluation starts under REACH: The first list of sub-
stances published
Press release, 29 February 2012
http://echa.europa.eu/view-article/-/journal_content/c26e0b90-8d88-4580-
9954-842a934486a1
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http://echa.europa.eu/en/view-article/-/journal_content/9fe416a2-1f85-4ec2-a98b-e298f421c87b
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http://echa.europa.eu/view-article/-/journal_content/c14568bf-8451-4681-b178-1495fda69e68
http://echa.europa.eu/view-article/-/journal_content/c14568bf-8451-4681-b178-1495fda69e68
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http://echa.europa.eu/en/view-article/-/journal_content/dd3f490e-270c-4def-98a6-d87761bf6c5e
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Examples of consumer articles containing 
SVHCs are now available

ECHA has started to publish 
information on consumer articles 
containing Substances of Very 
High Concern (SVHCs) based 
on both the notifications that 
companies have submitted to 
ECHA as well as the information 
contained in the registration 
dossiers. The data, available on 
the ECHA website, describes 
some of the types and the uses of 
articles where substances on the 
Candidate List may be found. 

Lisa Anfält, Scientific Officer 
at ECHA, explains that the aim 
of publishing this information is 
to increase general knowledge 
on substances in articles as it is 
currently low compared to other 
areas, such as chemical products. 
With the information, importers of 
articles can have a better idea of 
what type of articles may contain 
an SVHC and, therefore, improve 
the communication in the supply 
chain on the safe use of chemicals. 
Another aim is to improve the 
awareness on the obligation to 
notify substances in articles.

Consumers can also benefit. Even 
though specific articles or brands 
are not mentioned, the data can 
help them to become more aware of 
some of the dangerous substances 
in consumer articles. Consumers 
have the right to ask retailers 
and suppliers, free of charge, if 
an SVHC on the Candidate List is 
present in an article. 

The majority of the information 
published so far relates to 
four phthalates that are on the 
Candidate List due to their toxicity 

to reproduction. They can typically 
be found in plastic articles. Bags, 
packaging material, waterproof 
garments and PVC flooring are 
examples of articles in which the 
presence of phthalates have been 
notified.

ECHA has provided as much detail 
about the types of articles as could 
be extracted from the notifications, 
but underlines that the data does 
not give a comprehensive picture 
of the presence of Candidate 
List substances in articles on 
the EU market. “The number of 
notifications at the moment is 
low. The producers and especially 
importers of articles may not yet 
be aware of their responsibility to 
notify”, Ms Anfält says. 

ECHA has received notifications 
for 18 Candidate List substances. 
There may be several reasons why 
some substances on the Candidate 
List have not been notified, for 
example, they might not be used 
in articles or they might not 
exceed the limits set by the legal 
requirements.

The data will be updated every six 
months and will increase when more 
notifications are received, and 
when more substances are added to 
the Candidate List. 

REMEMBER YOUR LEGAL 
OBLIGATIONS

Producers and importers of 
articles have to notify to ECHA the 
substances on the Candidate List 
that are present in their articles if 
the substance is present above a 

concentration of 0.1% weight by 
weight, and in quantities totalling 
over one tonne per year. However, 
there are also derogations, for 
example, if the substance has 
already been registered for the use 
in question.

Companies can submit their 
notifications using REACH-IT 
and IUCLID. The information 
includes the tonnage and the use 
of the substance in the article, for 
example if it is used as a flame 
retardant or a softener, and a 
description of the type of article 
and how it is used. 

Companies have to notify no later 
than six months after the inclusion 
of the substance in the Candidate 
List. The deadline to notify the 20 
substances that were included in 
the Candidate List in December 
2011 is thus in June 2012.

As with any other obligation of the 
REACH Regulation, the national 
authorities of each Member State 
are in charge of the enforcement. 

FURTHER INFORMATION

Data on Candidate List substance in 
articles:
http://echa.europa.eu/information-on-
chemicals/candidate-list-substances-in-
articles

Requirements related to Candidate 
List substances in articles:
http://echa.europa.eu/regulations/reach/
candidate-list-substances-in-articles

TEXT BY EDUARDO ALONSO
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In 2011, ECHA started to verify 
the correctness of the company 
size declarations made by small 
and medium sized enterprises 
(SMEs) at the time of dossier 
submission. The results of this 
verification show that a high 
proportion of the examined 
companies did not qualify for 
the fee reduction that SMEs are 
entitled to under the REACH 
and CLP Regulations. Such 
companies have to pay the 
appropriate increased fees and 
an administrative charge. ECHA 
encourages all SME registrants 
to ensure that their company size 
is correctly declared, and inform 
ECHA if a mistake needs to be 
corrected.

Incorrectly declared SME 
registrants can avoid paying 
administrative charges if they 
voluntarily declare a mistake before 
the start of the SME verification 
process. Once a registrant has been 
contacted by ECHA to verify the 
declared SME status, it is no longer 
possible to avoid the administrative 
charge if the company size category 
was erroneously defined as an SME. 

HOW TO RECTIFY YOUR 
COMPANY SIZE

Companies that incorrectly 
indicated the SME size category 
should inform ECHA about this by 
filling in the Helpdesk contact form 
available on the ECHA website. 
This notification is mandatory, as 
updating the company profile in 

Registrants are encouraged to re-examine their 
declared company size

REACH-IT is not enough to avoid 
the administrative charge.

ECHA VERIFICATION AND 
ADMINISTRATIVE CHARGES

Registrants declare their company 
size in REACH-IT when creating 
their account and re-confirm it at 
the time of dossier submission. 
Registration fee invoices are then 
generated and sent out on the basis 
of the information provided by the 
registrants. 

After submission, ECHA verifies 
the size that companies have 
declared. To do so, ECHA requests 
supporting documentation such as 
the ownership structure at the time 
of the dossier submission, financial 
accounts and staff headcount. If in 
the process of the SME verification 
the registrant fails to provide 
ECHA with sufficient documentary 
evidence of their SME status at the 
time of the submission, ECHA will 
consider the registrant as ineligible 
for the SME fee reductions and 
will levy the balance of the fee 
applicable to the correct company 
size as well as an administrative 
charge. 

TEXT BY EDUARDO ALONSO

news from echa

The administrative charges are 
significant: 20 700 euros if a large 
enterprise incorrectly claims to be 
an SME; 14 500 euros if a medium-
sized enterprise incorrectly claims 
to be a small- or micro-sized 
company; and 8 300 euros if a small 
enterprise incorrectly claims to be a 
micro-sized company. 

Companies are considered medium-
sized, small or micro enterprises 
according to the Commission 
Recommendation 2003/361/EC.

FURTHER INFORMATION

Step-by-step guidance on how to 
determine your company size:
http://echa.europa.eu/web/guest/
support/small-and-medium-sized-
enterprises-smes

What to do if you incorrectly 
indicated the SME size category:
http://echa.europa.eu/support/small-and-
medium-sized-enterprises-smes/what-to-
do-if-you-incorrectly-indicated-the-sme-
size-category

Commission Recommendation 
2003/361/EC:
http://eur-lex.europa.eu/LexUriServ/
LexUriServ.do?uri=OJ:L:2003:124:0036:0
041:en:PDF
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http://echa.europa.eu/support/small-and-medium-sized-enterprises-smes/what-to-do-if-you-incorrectly-indicated-the-sme-size-category
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2003:124:0036:0041:en:PDF
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2003:124:0036:0041:en:PDF
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2003:124:0036:0041:en:PDF
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stakeholders

Conference on REACH and CLP enforcement
Industry calls for uniform enforcement

ECHA Newsletter interviewed two industry 
representatives who participated in the enforcement 
conference. Both Mr Juha Pyötsiä, Assistant Director 
of the Chemical Industry Federation in Finland and Dr 
Uta Jensen-Korte, Director General of the European 
Association of Chemical Distributors (FECC) called 
for more uniformity in enforcement in the EU Member 
States. 

Dr Jensen-Korte, as a moderator of one of the panel 
discussions of the conference, what were your general 
impressions of it?

The fact that the conference was open to a broader 
audience and even to stakeholders was very good. 
The enforcement authorities had earlier worked in a 
slightly less open way. Therefore, this openness was 
very appreciated and welcome. The conference showed 
that the Forum is a useful platform for the exchange 
of information in order to reach a unified approach on 
enforcement. The conference was useful in increasing 
transparency, and in the future it would be great if the 
Forum could work even closer with industry. 

What are your experiences with the enforcement of 
REACH and CLP?
 
There are different approaches in the Member States. 
In some countries, more general inspections are 
made looking at the compliance related to several 
legislations. In other countries, the inspections are 
specifically related only to REACH and CLP Regulations. 
Also some countries are more active in the field of 
enforcement than others. We are in a learning phase and 
many Member States choose very pragmatic solutions 
to problems. The Forum helps to reach a consistent 
approach to enforcement and we think this is important. 
In general, we support enforcement and see it as 
essential for the success of REACH and CLP. 

What are your expectations of enforcement?

We support transparency and would like to see that 
inspections are announced in advance. Until now, 
this has been the practice in most Member States. In 
addition, the authorities have so far been pragmatic 
and there has been some flexibility, and we would also 
like to see this in the future. As such, we would like to 
continue to differentiate between deliberate deviation 
and accidental infringement. Furthermore, we would 
like enforcement actions to take place at the industry 
site at the delivery and not only at the customs site.

In our opinion, enforcement must be fair, transparent 
and proportionate in all EU countries. At the same time, 
it must take into account the differences in Member 
States. This was in fact also the main message from 
the conference: to foster an equal playing field for 
the industry. We have learnt that while enforcement 
cannot be completely harmonised it must be as unified 
as possible. Both the enforcement authorities and 
industry are still learning and it will take some more 
time to improve. In addition, IT tools will still need to be 

The European Commission’s enforcement conference brought together the Commission, ECHA, Member 
State enforcement authorities and stakeholders to reflect on REACH and CLP enforcement activities. The 
conference concluded that enforcement plays a critical role in the success of REACH and CLP and that it is 
important to ensure harmonised enforcement across the European economic area (EEA).

Stakeholders indicated their support for enforcement 
and said they are keen to see how the ECHA led 
Enforcement Forum (Forum) could enhance the 
harmonisation of enforcement actions. 

The conference, held in Brussels on 1 March, focused 
on REACH and CLP enforcement activities in Member 
States and on identifying best practice on enforcing 
the new legislation. More than 400 participants 
attended on the spot and over 600 people viewed 
online via web stream. 

The video recording of the conference is available on 
the Commission website:
http://ec.europa.eu/enterprise/sectors/chemicals/reach/events/
index_en.htm#h2-1

http://ec.europa.eu/enterprise/sectors/chemicals/reach/events/index_en.htm#h2-1
http://ec.europa.eu/enterprise/sectors/chemicals/reach/events/index_en.htm#h2-1
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developed. More information from the authorities is 
also needed but we are on the right track. 

***

Mr Pyötsiä, what are your experiences with the 
enforcement of REACH and CLP?
 
In Finland, the aim is to centralise enforcement 
because, for instance, enforcement would be difficult 
to manage for local municipalities with small resources. 
They might simply not have enough knowledge 
of REACH and CLP to carry out the inspections 
themselves. Therefore, the Finnish enforcement 
legislation is going to be rewritten. 

However, the number of enforcement activities in 
Finland is rather small and is concentrated to the well 
known and larger companies. Many smaller companies 
in Finland do not know much about the regulations and, 
in fact, some have never even heard about REACH and 
CLP. For the inspectors, it is not easy to find these so 
called ‘free-riders’.   

What are your expectations of enforcement?

Both our organisation and CEFIC always emphasise 
enforcement as one of the most important aspects of 

REACH and CLP. Enforcement is in fact a necessity for 
their comprehensive implementation. It has to be based 
on expertise and on providing advice to companies.

It is important that the authorities have the same 
guidelines on how to interpret the regulations and how 
to carry out enforcement in practice. There is a need 
for harmonisation in this area. The Forum is, for the 
moment, the only place where these matters are openly 
discussed. The platform for uniform interpretation of 
REACH and CLP should also in the future be the Forum 
and the HelpNet.

What did you learn at the conference?
 
The most interesting were the presentations given by 
Member State representatives. It was nice to see that 
the problems as well as the solutions to problems are 
the same in all EU countries. The small, large, new and 
old Member States deal with the same problems and 
because of this, uniform enforcement should not be 
difficult to achieve.  

***

Enforcement Forum:  
http://echa.europa.eu/en/about-us/who-we-are/enforcement-
forum

© EUROPEAN COMMISSION

http://echa.europa.eu/en/about-us/who-we-are/enforcement-forum
http://echa.europa.eu/en/about-us/who-we-are/enforcement-forum
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Can you tell us about the Danish model? 

We have had campaigns to raise the general public’s 
awareness on chemicals for many years. As a part 
of the Danish Chemicals Action Plan, we have had 
an annual campaign since 2006 and since 2010 we 
have had two campaigns each year. The subjects and 
the target group vary. For instance we have made 
campaigns for teenagers on perfume and hair dye, for 
pregnant women on reducing exposure to chemicals, 
and for “do it yourself” people also on reducing 
exposure to chemicals.

What type of material have you used? 

We have published web pages, print and online 
advertisements and leaflets as well as organising 
competitions and PR-events. We have also produced 

Communicating good advice on chemicals to citizens:
the Danish model

A recent study shows that the general public in Denmark is able to recognise new labelling pictograms more 
often than in other EU countries. ECHA contracted the study to fulfil its duties under the Classification, 
Labelling and Packaging (CLP) Regulation and submitted a final report to the European Commission in 
January 2012. Denmark has invested in awareness raising activities over several years. ECHA Newsletter 
interviewed Christel Søgaard Kirkeby, Communications Officer in the Danish Ministry of Environment, 
Environmental Protection Agency, to find out more about the Danish model.

INTERVIEW BY PIA FALLSTRÖM MUJKIC 

online video clips. One of them is a movie about 
superheroes to raise awareness for the new labelling 
pictograms. 

Danes recognised the “old” pictograms more often 
than other EU citizens. What do you think is the reason 
for this?

Our campaign on the labelling of chemicals for which 
we produced the video clips mainly focused on the old 
symbols, and the information on the labels. A small part 
of the recognition of the old labels can be attributed to 
this campaign. In general, chemicals have received great 
attention in our media and political scene, which means 
that Danes are very often informed about chemicals 
and risks. For many years there has also been a great 
effort in Danish work places on chemicals, the use of 
safety data sheets and the substitution of substances, 
and the Danish Consumer Council and the Danish 
Information Centre for Environment and Health have 
done great work in informing people about chemicals. 
I also believe the schools and education system have 
played an important role.

In the Eurobarometer, Danish respondents recognised 
the new pictograms quite well. But only a few people 
were able to tell what they mean.  What do you think 
about that?

It is not surprising that the understanding rate of the 
new pictograms is not very high. For instance, the new 
exclamation mark pictogram can not be understood 
logically. When we made our campaign on hazard labels 
in 2009, it was also a bit too early to raise awareness 
because the new pictograms were not yet in use. So our 
main aim was to highlight the importance of following 

One example of Danish campaign material produced to raise awareness of the 
new labelling pictograms. @ Danish Ministry of the Environment.
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© FOTOLIA

the safety precautions on the label. With regard to the 
high recognition, I suspect that people believe they 
have seen for instance the exclamation mark before 
because they mistake the pictogram for the traffic 
symbol that looks somewhat similar. To raise the 
understanding of the pictograms takes time, and is an 
area that needs further effort over the coming years. 
For instance, we have, together with the other Nordic 
countries, made an online quiz on the new pictograms. 
The quiz has been quite popular on our website.

What has been the expected impact of your 
campaigns?

Normally, we carry out a survey to measure peoples’ 
knowledge, attitude and behaviour before and after 
each campaign. The expected impact has been different 
for each campaign. When the target groups have been 
small and specific we have expected to reach 20-40% 
of the target audience. However, when a campaign 
has targeted the general public we have aimed lower; 
intending to reach 10% of the target group. Our 2009 
campaign on labelling aimed to raise awareness on 
the hazard labelling in general and also introduced 
the new pictograms. After the campaign, 9% of the 
Danish population remembered it. In general, people 
appreciate gaining knowledge and good advice from our 
campaigns, and it also helps in changing behaviour, so 
risk communication is a worthwhile activity. 

FURTHER INFORMATION

Danish campaigns (in Danish)
http://www.mst.dk/Borger/Kampagner/
 
Danish campaigns translated into English
http://www.mst.dk/English/Chemicals/consumers_consumer_
products/information_campaigns/

Danish campaign on hazard labelling
http://www.deoversetefaresymboler.dk/

Study on Communication on the safe use of chemicals 
to the General Public, submitted to the European 
Commission on 20 January 2012:
http://echa.europa.eu/documents/10162/13559/clp_study_

en.pdf

Special Eurobarometer 360 – Chemical Products
http://ec.europa.eu/public_opinion/archives/ebs/ebs_360_en.pdf 

Guidance on the communication of information on the 
risks and safe use of chemicals
http://echa.europa.eu/guidance-documents/guidance-on-reach

ECHA carried out a “study on the communication of 
information to the general public on the safe use 
of substances and mixtures and the potential need 
for additional information on labels” as defined in 
the CLP Regulation (Art. 24 (1)). It consisted of two 
complementary pillars: qualitative research and 
quantitative work in the form of a Eurobarometer study 
on consumer understanding of labels and the safe use of 
chemicals.

The main findings of the study are that the new CLP 
pictograms are not well recognised by the general public, 
people often misunderstand them and that awareness 
raising activities are needed at national level. 

Recent Danish campaigns

2005: Multiple chemicals sensitivity
2006: Good chemistry to pregnant and nursing mothers
2007: Indoor climate 
2008: Teenagers and skin allergy from perfume, hair dye  
              and henna tattoos
2009: Hazard labelling (pictograms)
2010: Mercury in energy-saving light bulbs
2010: Do it yourself products
2011: Teenagers and skin allergy from perfume, hair dye  
              and henna tattoos
2011: Chemicals in clothes

COMMUNICATIONS STUDY

http://www.mst.dk/Borger/Kampagner/
http://www.mst.dk/English/Chemicals/consumers_consumer_products/information_campaigns/
http://www.mst.dk/English/Chemicals/consumers_consumer_products/information_campaigns/
http://www.deoversetefaresymboler.dk/
http://echa.europa.eu/documents/10162/13559/clp_study_en.pdf
http://echa.europa.eu/documents/10162/13559/clp_study_en.pdf
http://ec.europa.eu/public_opinion/archives/ebs/ebs_360_en.pdf
http://echa.europa.eu/guidance-documents/guidance-on-reach


20

news from echa

TEXT BY PIA FALLSTRÖM MUJKIC

Janne Koivisto, the Assistant Director of the Helsinki Region Chamber of Commerce, speaking at the EEN event in March.

On 22 March ECHA hosted a 
seminar on REACH 2013 for 
more than 30 Finnish industry 
representatives. The event was 
organised jointly with the Finnish 
representative of the Enterprise 
Europe Network (EEN), the 
Helsinki Region Chamber of 
Commerce. 

The seminar was part of ECHA’s 
campaign reaching out to small 
and medium-sized companies in 
order to raise their awareness of 
the 2013 registration deadline and 
of the new duties for downstream 
users. It included a session 
on the companies’ roles and 
requirements under REACH and 
another session on the guidance 
and support in which information 
was provided on services of 
the ECHA helpdesk and of the 
Finnish national helpdesk. The 

Increased cooperation between the Enterprise 
Europe Network and ECHA

Assistant Director of the Helsinki 
Region Chamber of Commerce, 
Janne Koivisto presented the 
activities and services of the 
EEN. The presentations were 
followed by lively discussions. 
The most discussed topic was the 
responsibilities of downstream 
users, a very important matter to 
many small companies. 

Mr Koivisto stressed during his 
presentation that the EEN’s most 
valued service to its members is 
the information on EU countries’ 
legislation. It is normally not easy 
to get access and to understand 
the national legislation in other 
countries. Advice on EU law and 
standards is also important. 

Following the event Mr Koivisto 
said that he would be interested 
to continue the co-operation with 

ECHA and to promote this experience 
also to other national organisations 
of the Enterprise Europe Network. 
ECHA sees the EEN as an important 
partner for its outreach activities to 
small and medium-sized enterprises 
and especially to companies from 
the non-chemical sector. The Agency 
participates regularly in the annual 
events of the network. The EU 
chemicals legislation and the REACH 
2013 campaign are high on the list 
of activities for 2012 that have 
been recommended by the European 
Commission for the Enterprise 
Europe Network.

The presentations from the seminar 
are published on the website of 
the Helsinki Region Chamber of 
Commerce (in Finnish):  
http://www.helsinki.chamber.fi/index.
phtml?2969_m=3678&s=540

© ECHA

http://www.helsinki.chamber.fi/index.phtml?2969_m=3678&s=540
http://www.helsinki.chamber.fi/index.phtml?2969_m=3678&s=540
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April-June 2012

•	 REACH and CLP Helpdesk  
Network (HelpNet): 17-18 April 

•	 Exchange Network on Exposure 
Scenarios, 2nd meeting:  
21-22 May    

•	 ECHA Stakeholders' Day:  
23 May 2012

•	 Helsinki Chemicals Forum:  
24-25 May 2012 
www.helsinkicf.eu

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

•	 ECHA Management Board:  

Event calendar

20-21 June

Tentative dates:

•	 ECHA Member State  
Committee: 24-27 April

•	 ECHA Member State  
Committee: 5-8 June

•	 ECHA Committee for Risk  
Assessment (RAC): 11-15 June

•	 ECHA Committee for  
Socio-economic Analysis 
(SEAC): 12-15 June

•	 Enforcement Forum:  
18-20 June 

•	 Launched in 2008 by the European Commission’s Directorate-General 
for Enterprise and Industry

•	 Continued the work of the former Euro Info Centre (EIC) and Innovation 
Relay Centre (IRC) networks 

•	 Consists of 600 business support organisations from 50 countries, 
many of them chambers of commerce

•	 Aim of the EEN is to boost growth and jobs within the European Union 
through increased opportunities for European small and medium-sized 
enterprises (SMEs) 

•	 Co-financed through the EU’s Competitiveness and Innovation 
Framework Programme

•	 Managed by the EU Executive Agency for Competitiveness and 
Innovation.  

http://www.enterprise-europe-network.ec.europa.eu

ENTERPRISE EUROPE NETWORK (EEN)

 New Chair of Committee for  
 Socio-economic Analysis 

Tomas Öberg started as Chair of ECHA’s Committee for Socio-
economic Analysis as of 16 February. Tomas is Swedish and comes 
to Helsinki from the European Food Safety Authority (EFSA) where 
he has worked as Senior Scientific Officer and Deputy Head of Unit 
managing a team in support of EFSA’s Scientific Committee and its 
working groups.

Tomas also holds a post of Professor of Environmental Science 
in Linnaeus University, Sweden. He has a Ph.D. in Environmental 
Science and has written a text book on human health and environ-
mental risk analysis. Tomas’ areas of expertise include human health 
and environmental impact assessment, uncertainty analysis using 
probabilistic methods, non-testing methods in hazard assessment, 
fate and exposure modelling, environ-
mental chemistry of persistent organic  
pollutants, abatement and control  
technology.

© ECHA

www.helsinkicf.eu
http://eurotox2012.org/?id=40
http://www.enterprise-europe-network.ec.europa.eu
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executive office & management board

ECHA's Management Board 
finalised the prolongation 
procedure for the mandate of 
the Executive Director and 
took important strategic and 
budgetary decisions.

ECHA's Management Board 
concluded the evaluation procedure 
related to the prolongation of the 
mandate of Mr Geert Dancet as 
the Agency's Executive Director. 
After the final discussion about 
the future tasks and challenges of 
the Agency, the Board unanimously 
decided that Mr Dancet is capable 
to lead the Agency towards 
future objectives, and that 
pursuant to Article 84(2) of the 
REACH Regulation, his mandate 
as Executive Director shall be 

Results of the 25th Management Board meeting
prolonged for another term in 
office of five years as of 1 January 
2013. The prolongation procedure 
was initiated in September 2011 
and an evaluation of the first 
mandate of the Executive Director 
was concluded in December 2011.
Thomas Jakl, Chairman of the 
Management Board stated: "I 
am particularly pleased with the 
underlying evaluation process 
related to the prolongation decision 
taken with regard to the Executive 
Director's mandate. This was much 
more than just an administrative 
procedure because it permitted 
the Board to discuss and agree 
with the Agency's management 
about the future strategic aims 
of ECHA and how these should be 
implemented in the multi-annual 
work programme."

GENERAL REPORT 2011 
ADOPTED, WORK PROGRAMME 
2013-15 TO PUBLIC 
CONSULTATION

The Management Board adopted 
several strategic documents, such 
as the ECHA General Report for 
2011 and a multi-annual staff 
policy plan on the staffing needs for 
2013-2015. It approved a budget 
proposal for 2013 that was then 
sent to the Commission. 

Furthermore, the draft Multi-annual 
Work Programme 2013-2015 was 
endorsed for public consultation. 
This document outlines the 
Agency’s future activities for the 
next three years and introduces 
ECHA’s four strategic aims: 
Improving the quality of data 
submitted by industry; intelligent 

use of data for better chemicals 
management; managing resources 
efficiently and effectively; 
and addressing the scientific 
challenges. These aims help the 
management to identify the priority 
actions for the coming years and to 
determine resource allocation. 
The draft Multi-annual Work 
Programme 2013-2015 will be 
available on ECHA website for 
comments. Its final adoption is 
foreseen for June 2012.
   
SYSTEMATIC VERIFICATION OF 
SME STATUS TO START

Taking a strategic decision 
for further implementation by 
the Agency, the Board agreed 
that ECHA should prepare for 
systematically verifying the 
eligibility of registrants who claim 
to be entitled for a fee reduction 
because of their company size 
(SME verification). The decision 
was supported by findings in 2011 
which showed a high number of 
falsely declared company sizes, 
despite detailed instructions and 
support provided by ECHA. The 
implementation will require a 
revision of the Management Board 
decision on administrative charges 
under the Fee Regulation, which 
will be presented at a next Board 
meeting. Companies will be kept 
closely informed.

Management Board documents 
can be found on the ECHA website 
under About us: 
http://echa.europa.eu/about-us/who-we-
are/management-board

© ECHA

The ECHA Management Board decided to prolong 
Mr Geert Dancet's mandate as Executive Director 
for another term in office of five years as of 1 January 
2013.

TEXT BY TIIU BRÄUTIGAM

http://echa.europa.eu/about-us/who-we-are/management-board
http://echa.europa.eu/about-us/who-we-are/management-board
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Phase-in* Non phase-in Total

No of registered 
dossiers 1

containing testing  
proposals

511 54 565

containing testing propos-
als for vertebrate animals

398 37 435

No of endpoints

covered by registered 
testing proposals

1 077 115 1 192

covered by registered 
testing proposals for 

vertebrate animals
677 65 742

No of third party 
consultations 

closed 367 31 398
ongoing on 31 March 2012 20 2 22

planned 50 2 52
Dossiers with testing proposals opened for 
examination  2

554 62** 616

Draft Decision sent to the registrant 3 199 10 209

Final Decision sent to the registrant 30 24 54
Terminated testing proposal examinations 4 69 17 86

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 March 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 31March 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. Test-
ing 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 submitted is in compliance with the REACH infor-
mation 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 and B report on the statistics of the dossier evaluation processes from 1 June 2008 to 31 March 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 

** Same registration dossier was opened for 
examination more than once, hence the  
difference vs. the number of  
registered dossiers.

statistics

http://echa.europa.eu/documents/10162/17207/procedure_dossier_evaluation_20110329_en.pdf
http://echa.europa.eu/evaluation
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Around 92% of all dossiers and 80% of all substances registered have been made publicly available by 3 April 2012. 
Information on registered substances can be found on the ECHA website at http://echa.europa.eu/information-on-chemicals/
registered-substances. 

Making information on registered chemicals publicly available

Data as of 3 April 2012

Registered Disseminated

SUBSTANCES
Phase-in* 3 758 3 624

Non phase-in 1 758 702

Total substances 5 516 4 326

DOSSIERS
Lead 3 210 3 107

Member 21 277 20 461

Individual 3 107 1 739

Total dossiers 27 594 25 307

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

Notified Published

C&L INVENTORY
Total substances 115 979 96 425

Phase-in Non phase-in Total
No of dossiers opened for compliance check1 210 140 350
Draft Decision sent to the registrant 2 50 6 56
Final Decision sent to the registrant 90 42 132
Only Quality Observation Letter sent to the 
registrant 3 13 46 59

Terminated compliance checks4 17 43 60

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

1 Dossiers opened for compliance check 
notwithstanding their current status.
2 Draft decisions which did not become final 
by 31 March 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.

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