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reetings from Helsinki where the longest day and a weekend of Finnish festivities – Juhannus – approaches!

Last month saw another successful Stakeholders’ Day, where over 500 people representing more than 30 nationalities gathered together here in Helsinki to discuss the
next REACH registration deadline; hear about the dossier evaluation and learn lessons
from ECHA’s experience so far; participate in hands on Chemical Safety and Reporting
Tool (Chesar) training; and have one-to-one sessions with our in-house experts. You
can read more on all of that in this issue. One of the key themes to emerge was the
importance for companies planning to register in 2013 to start work now.

Visit the ECHA
website for
up-to-date news:

Take a look at our website where you can watch again the presentations made by

http://echa.europa.eu/
news_en.asp

colleagues from industry giving their advice and guidance on how to register successfully in 2013. The advice of colleagues who have made successful registrations is I’m
sure valuable for the many companies who are embarking on that same journey now.
I urge you to take profit from their feedback and to benefit from the improved tools
and templates that many industry associations and NGOs have made available – for
example, we also heard at the Stakeholders’ Day of improved tools made available by
the European Chemical Industry Council (Cefic), Downstream Users of Chemicals
Co-ordination group (DUCC) and the European Coalition to End Animal Experiments
(ECEAE) who offered assistance to companies seeking to avoid testing substances on
animals. You are welcome also to make use of the range of webinars available on our
website as well as of the materials available there. And advance notice for your diary ECHA is planning to hold another workshop for Lead Registrants at the start of next
year to enable companies to share experience and best practice with one another. You
will hear more of that in the autumn.

Many thanks and I wish you all an enjoyable summer.
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Finally, you can find on page 7 a link to our readership survey on the Newsletter and
e-News. Those of you who responded last year will hopefully have seen that we took
your comments very seriously – we reformed the Newsletter and established our weekly
e-News to help you to digest the range of information that we provide. We would be
most grateful to hear from all of you – we provide this information to help you and we
need your feedback to make sure that we’re doing it in the best way we can.
Lindsay Jackson
Head of Communications
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News from ECHA

ECHA reports to the Commission on the operation
of the REACH and CLP Regulations and on nonanimal testing
ECHA is providing two important reports to the European Commission that
signal how the REACH and CLP Regulations are working in practice.
One of the reports is a broad based
report covering the operation of the
REACH and CLP Regulations thus far
and contains follow up actions to improve their workability.

The legal basis for the reports is laid
down in the REACH Regulation, Article
117, and the Agency is obliged to submit
these reports regularly – every five years
for the operational part and every three
years for the non-animal testing. The reports are provided firstly to the Commission as drafts for their possible feedback.
They will be finalised and published on
the ECHA website by the end of June.

The upcoming issues of the Newsletter
will keep you updated.

The second focusses on the status of the
implementation and use of non-animal
test methods and testing strategies.

Public consultation on inclusion of substances in the Authorisation List
▶ ECHA launches a public consultation on
its draft recommendation of thirteen new
substances to be prioritised from the Candidate List for the Authorisation List. The
deadline for interested parties to submit
comments is 14 September 2011.
In accordance to the REACH Regulation,
ECHA has to regularly recommend to the
European Commission that substances
prioritised from the Candidate List are included in the Authorisation List. Based on
an assessment of the available information
on the substances on the Candidate List,
ECHA currently plans to recommend the
following substances:

1.
2.
3.
4.
5.
6.

Chromium trioxide;
Chromic acid, Oligomers of chromic
acid and dichromic acid;
Sodium dichromate;
Potassium dichromate;
Ammonium dichromate;
Potassium chromate;

7.
8.
9.
10.
11.
12.
13.

Sodium chromate;
Trichloroethylene;
Cobalt(II) sulphate;
Cobalt dichloride;
Cobalt(II) dinitrate;
Cobalt(II) carbonate;
Cobalt(II) diacetate.

Using the web forms available on ECHA’s
website, interested parties are invited to
comment, in particular on the uses that
should be exempt from the authorisation
requirement.
On the basis of the comments received,
ECHA may modify the draft recommendation, which further specifies the conditions to the authorisation requirement for
each selected substance. These conditions
include in particular the possible exemptions of uses from the authorisation requirement and the latest application and
sunset dates.

Further Information
Public consultation on ECHA's third recommendation of priority substances to be
included in Annex XIV (web forms for commenting, recommendation documents
and background information):
http://echa.europa.eu/consultations/authorisation/draft_recommendations_en.asp

Candidate List for Authorisation:
http://echa.europa.eu/chem_data/candidate_list_en.asp

An overview of the authorisation process
under REACH:
http://guidance.echa.europa.eu/authorisation_en.htm
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Interview

Risk Management Interview - Part 2

Authorisation and restriction start
to work
In the second part of an interview on risk management, Director Jack de Bruijn and Heads of Unit Elina Karhu
and Matti Vainio from ECHA's Risk Management Directorate discuss authorisation and restriction.
Elina Karhu, Jack de Bruijn and Matti
Vainio, how would you describe authorisation and restrictions as risk management options?
Jack de Bruijn: Authorisation and restriction are the main risk management
instruments for the EU Member State
authorities and the European Commission under REACH.
Matti Vainio: We use restriction to control situations where specific risks caused
by the use of a substance have been identified. The authorisation process uses the
hazardous properties of a substance as
a starting point and then requires companies to apply for specific uses, which
they would like to continue after the
sunset date.
What is the significance of the Candidate
List?
Jack de Bruijn: Based on our discussions
with the Member States, I would say that
there are several reasons for proposing a
substance for the Candidate List. First,
the list is the first step in the authorisation process. In order to get a substance
on the Authorisation List, it first needs
to be identified as a Substance of Very
High Concern (SVHC) and added to
the Candidate List. Secondly, the only
way to categorise a substance formally
as PBT (persistent, bioaccumulative and
toxic) or vPvB (very persistent and very
bioaccumulative) under REACH is to
identify it as a SVHC and place it on the
Candidate List. We have had a few cases
already.
The link between the Articles 7 and 33
of REACH and the Candidate List is a
4 | ECHA newsletter № 3 | June | 2011

further reason. Companies that have a
Candidate List substance in their articles,
above the level of 0.1 percent weight by
weight need to provide their customers
down the supply chain, or consumers
on request, available information to allow the safe use of the articles. In addition, under certain condition, producers
or importers of articles need to notify
ECHA of the presence of these SVHCs
in their articles.

the authorities who have to prove that a
restriction is needed. Of course they also
consider information from industry.

Elina Karhu: An additional goal is to
raise awareness and support different
actors in taking actions on their own to
replace these SVHCs with less dangerous ones.

Jack de Bruijn: If one use of a substance
is restricted, it means that the authorities have assessed that use. The chemical safety assessments of the registrants
cover the other uses and should demonstrate that these are properly managed.
Or at least nobody has raised an issue
against them, provided the registrants
have checked all details. The main thing
is that industry is trying to do their job,
and that we help them to do it.

Jack de Bruijn: Yes, the Candidate List
definitely has a strong signal function.
The market can start acting or reacting
to that event already - which we understand is also happening, at least for some
chemicals.
Does the authorisation process aim at
stopping the use of substances of very high
concern?
Jack de Bruijn: Yes, it aims at replacing these highly hazardous substances
with other substances in the long run, if
technically suitable and economically viable alternatives are available. That is the
clear longer-term perspective. Another
issue is that we do not want them to be
replaced with equally hazardous ones,
so we are thinking of how this could be
prevented.
Companies asking for authorisation have
the burden of proof and they need to
provide the information basis to the
authorities. In case of restrictions, it is

Elina Karhu: In future, the registration
dossiers might deliver the information
basis for restrictions in most cases.
If one use of a substance has been prohibited by a restriction, how do we know that
the other uses are ok?

Elina Karhu: However, even if every
registrant can show that the risks for
the environment are controlled for their
tonnage and their downstream users,
when we consider all the uses together,
the combined total emissions can cause
a problem and may indicate a need to
get more information on the overall risks
(e.g. through substance evaluation) for
initiating risk management action.
Can all substances be put under authorisation or be restricted?
Matti Vainio: The Authorisation List
does not apply to imported articles.
Therefore, REACH allows restrictions for
substances in imported articles. ECHA
actually has a specific task to check,

Interview

after the sunset date, whether such uses
should be restricted for SVHCs.
Jack de Bruijn: This is of course a real
end-of-pipe measure which in my view
may not be very efficient. However, it was
also very difficult to put under authorisation something that is coming to the EU
in imported articles.
How are substances selected for authorisation and restriction processes?
Jack de Bruijn: The selection is normally
based on a risk assessment resulting
from real experience – like in the case
of having DMFu in sofas causing severe
skin reactions – or as a theoretical activity where a hazard and the potential
exposure were assessed and a problem
identified.

sation, provided that it is a “threshold
substance”. That means that you can establish a level below which the substance
is used safely.
If the substance has no threshold, like the
PBTs, you have to demonstrate – and that
is the difficult part – that the benefit for
the society of an authorisation is larger
than the risks caused by continued use.
Jack de Bruijn: This is also the case for
carcinogenic and mutagenic substances,
unless they have a threshold, but there
are very few of those.
The message for industry in preparing
applications for authorisation is that the
better the quality of the dossier, the better chances you have for a fruitful discussion and a useful outcome.

ECHA prioritises the substances for the
Authorisation List. How is it done?

How about alternatives – is it easy to demonstrate their existence or absence?

Elina Karhu: REACH provides the basic
criteria. First of all, substances with PBT
properties should have a higher priority.
In addition, higher volumes are given a
higher priority than lower volumes, as
well as wide dispersive uses. For example, if a high volume substance is used
only in a limited number of industrial
installations in the EU, a substance used
by a large number of small companies,
professional users, or consumers should
have a higher priority. We also need to
examine the regulatory effectiveness of
the measure. Certain phases in a lifecycle of a substance are, for instance,
not covered by authorisation. So if the
concern is related to the manufacture of
a substance, or its use as an intermediate, or because the substance is mainly
present in imported articles, we should
reconsider twice whether a restriction
would not be a better option.

Elina Karhu: In the case of the “socioeconomic route”, industry has to also
demonstrate that there is no economically and technically feasible alternative
that would also reduce the overall risk.

Jack de Bruijn: The analysis of alternatives will play a very important role in
the further discussions, especially in the
socio-economic route. It will really be
one of the cornerstones of discussions by
RAC and SEAC and also the area where
people can provide information in the
public consultation. The challenge will
be to get useful information that can be
taken into account and assessed by the
Committees. Unfortunately the timelines
are terribly short.
How does ECHA tackle new developments?
Jack de Bruijn: As ECHA, we are of
course not only focusing on the key
legal processes we are responsible for.
We are also following scientific developments, discussions both at political
and scientific-technical level for instance
on nanomaterials, endocrine disruptors
and mixture toxicity, in order to be at
least informed and somehow prepared
and provide input to that discussion.
When that leads to specific changes in
the legislation which would need to be
implemented, we are at least prepared for
the points that need to be tackled.
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What are the reasons to grant an authorisation or decide against it?
Matti Vainio: If you can demonstrate
“beyond reasonable doubt” that the risks
are adequately controlled and the use is
safe, normally you should get an authori-

Jack de Bruijn, Matti Vainio and Elina Karhu expect that the registration data will also
deliver information for risk management measures in future.
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News from ECHA

ECHA to publish more information on chemical substances

This extension of ECHA’s dissemination
practice follows a legal interpretation by
the European Commission Services and
the advice of its Management Board.
The opinion of the Commission Services
states that in particular the name of a
registrant is part of the information to
be disseminated by the Agency, as it is
contained in the Safety Data Sheet.

a valid justification and pay the corresponding fee. ECHA will then assess
the confidentiality claims. The names of
registrants of non-hazardous substances
will be published on a voluntary basis.
In addition to the registrant’s name,
ECHA will also make further elements
contained within the Safety Data Sheet
publicly available such as the REACH
registration number and whether the
substance meets the criteria for classification as a Persistent Bioaccumulative
and Toxic chemical (PBT) or very Persistent, very Bioaccumulative chemical
(vPvB). The REACH Regulation legislation requires companies to assess the
PBT and vPvB characteristics of the
chemicals they manufacture or import
into the EU.

Registrants of hazardous substances can
claim confidentiality to protect their
commercial interests, provided they give

This extension of the information to be
published, requires significant technical
revisions to IUCLID and REACH-IT.

▶ Certain information from the regis-

tration dossiers that are contained in the
Safety Data Sheet, including the names
of registrants, will be published on the
ECHA dissemination web section in the
future. Companies will be able to keep
this information confidential, provided
that a valid justification is given and accepted by ECHA.

Therefore, the dissemination of the additional information cannot be released
in the immediate future. Moreover, registrants need to be given adequate time
to adjust to the changes and add confidentiality claims to their dossiers if
appropriate.
Detailed information on how this information will be published and how confidentiality can be claimed will be made
available in due course.
ECHA has already made a large amount
of information on thousands of registered substances freely accessible on its
dissemination web section. This includes
information from registration dossiers
for 95% of all phase-in substances registered by the 2010 deadline.
Dissemination web section:
http://apps.echa.europa.eu/registered/registered-sub.aspx

Notification of Candidate List substances in articles to ECHA from 1 June 2011
▶ Under certain conditions producers and
importers of articles have to notify ECHA of
the presence of Candidate List substances
(Substances of Very High Concern - SVHCs)
in their articles. The notifications should be
submitted no later than six months after
the inclusion of such a substance in the
Candidate List. For the 38 substances that
were included in the Candidate List by 1
December 2010, the notifications had to
be submitted by 1 June 2011.
A further eight substances were added to
the Candidate List on 15 December 2010.
For these substances the notifications had
to be submitted by 15 June 2011.

The necessary submission tools as well as a
manual with instructions on how to create
a notification dossier, fill in the necessary
information and submit the dossier are
available from the ECHA website.
A webinar providing practical information
on how to prepare and submit substances
in articles notifications was organised by
ECHA on 19 May. As a help for notifiers, a
recording of this webinar is available on
the ECHA website.
Further information:

Web pages on substances in articles notifications
http://echa.europa.eu/reach/sia/notification_in_sia_en.asp

Data Submission Manual – Part 20: How to
Prepare and Submit a Substance in Articles
Notification using IUCLID 5
http://echa.europa.eu/doc/reachit/dsm20/
dsm_20_v1.0_en.pdf

Candidate List of Substances of Very High
Concern for Authorisation
http://echa.europa.eu/chem_data/authorisation_process/candidate_list_table_en.asp

Webinar on Substances in articles notification
http://echa.europa.eu/news/webinars_
en.asp

Register!

31 May 2013
© iStockphoto
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News from ECHA

Companies should ensure that their registration dossiers
for intermediates comply with REACH
▶ After screening over 400 dossiers of

substances registered as intermediates,
ECHA has discovered that the majority
of them do not seem to meet the conditions imposed by REACH that would
justify benefiting from reduced information requirements. ECHA encourages
registrants of intermediates to proactively reassess and, where necessary, update
their registration dossiers.
Under REACH, the information that
companies need to provide for certain
types of isolated intermediates may be
reduced compared to the requirements
for other substances provided that the
use of the substance fulfils the following
two conditions:
•

•

the use of the substance meets the
definition of an intermediate as described in REACH Article 3(15) and
further explained in the Guidance
on intermediates; and
the substance is manufactured and/
or used under strictly controlled
conditions.

ECHA’s screening of over 400 registration dossiers for intermediates has indicated that 86% of them seem to not
contain sufficient information in order
to demonstrate that these conditions are
fulfilled.
To ensure the safe use of chemicals and
to demonstrate that they comply with the
REACH Regulation, registrants’ dossiers
should provide sufficient information
showing that they satisfy the specific
conditions for intermediates (Articles 17
and 18 of REACH). The ECHA Guidance on intermediates which was updated in December 2010 helps registrants
to assess the intermediate status of their
substance and lists information elements
that they must provide in their registration dossiers.
In order to demonstrate that a substance’s

use fulfils the criteria of an isolated
intermediate, a registrant should provide information on the identity of the
transformation products resulting from
the use of the substance and/or information on the manufacturing processes
related to the registered substances. The
registration dossier for an intermediate
should also include sufficiently detailed
information on the risk management
measures, describing how strictly controlled conditions are ensured, including
a description of the technical means used
to rigorously contain the substance. This
will enable ECHA to verify the intermediate status.

Further Information
Guidance on intermediates:
http://guidance.echa.europa.eu/docs/
guidance_document/intermediates_
en.htm?time=1302852785

Appendix 3: Format for documenting information on risk management
in a registration dossier for isolated
on-site and transported intermediates
gives advice on:
How to report information on risk
management measures for on-site and
transported isolated intermediates in
registrations?

ECHA may conclude that a registration
dossier claimed to be an intermediate
does not fulfil the conditions for reduced
information requirements and therefore
conclude that a standard dossier should
be prepared instead.

Appendix 4, Definition of intermediates as agreed by Commission, Member States and ECHA on 4 May 2010
gives advice on:
How to assess the intermediate status
of the substance?

ECHA has already communicated with
registrants in relation to a number of
intermediate dossiers containing missing or doubtful information by inviting
them to update the dossiers. However,
registrants should not necessarily await
dossier or substance evaluation steps to
bring their dossiers in line with the legislation and updated guidance. Instead
they should proactively document that
they are taking steps either independently or in the SIEF to reassess the
dossier against new guidance development and may subsequently update the
registration dossiers of intermediates.
That documentation can then be shown
to inspectors on demand.

News Alert on the publication of Guidance on Intermediates:

ECHA will continue to examine the registration dossiers of isolated intermediates to ensure that the information gap
on these substances is not left unfilled by
unduly considering these substances as
intermediates.

http://echa.europa.eu/
enews/2010_12/20101222.html

ECHA conducts a news
readership survey
▶ We would like to receive your feedback
on the ECHA Newsletter and e-News to ensure that they meet your needs. The survey
should take approximately 10 minutes to
complete. Your answers will be processed
anonymously.
The first part of the survey focuses on the
ECHA Newsletter and the second part
covers ECHA's e-News, which were both
launched last year. Thank you very much
in advance for your time and valued comments!
https://www.webropol.com/P.
aspx?id=536067&cid=104478648
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News from ECHA
Using existing information and non-test methods to fill REACH data gaps

QSAR Toolbox - increasing confidence in
computational assessment

T

he REACH regulation requires
registrants to collect and assess
all data available for the substance they intend to register
under REACH with regard to substance
properties, exposure, use and risk management measures. This information
must be documented in a registration
dossier submitted to ECHA.
After collecting existing information
the registrants need to identify data gaps
and consider whether these gaps can be
filled by using non-standard data before
any new tests are conducted. This means
that all available information is collected: in vivo and in vitro studies, information from human exposure, information
from structurally-related substances (i.e.
‘read-across’ and ‘chemical categories’)
and predictions from valid (Q)SARs*.
When collecting and assessing data,
grouping (chemical categories) and
read-across approaches have proven
to be very useful for filling data gaps.
These approaches rely on the fact that
the substances in the group have physicochemical, toxicological and ecotoxicological properties that are likely to
be similar or follow a regular pattern
as a result of structural similarity. The
QSAR Toolbox software developed by
OECD and ECHA, in close cooperation,
is a valuable tool for building meaningful categories and applying read-across
approaches. It helps registrants to fill
data gaps, and to assess the (eco)toxicity hazards without new testing under
REACH. “The QSAR Toolbox aims to
make (Q)SAR methodologies more acceptable by exploiting the success of
grouping and building categories”, says
Doris Hirmann, the QSAR Toolbox
project manager at ECHA. “One of the
objectives of REACH is to promote the
development of alternative methods for
the assessment of hazards of substances.
8 | ECHA newsletter № 3 | June | 2011

The development of the QSAR Toolbox
supports this objective. Using alternative
approaches also lowers the costs”, Ms
Hirmann continues. The Toolbox can be
used not only by the chemical industry
but also by authorities and other stakeholders to identify the substances most
likely to be hazardous and to verify the
quality of non-test data. “At ECHA, for
example, the tool supports the evaluation process”, Ms Hirmann says.

Together with the OECD
The QSAR Toolbox project was initiated
by the OECD member countries with
the aim of improving the regulatory use
of (Q)SAR methodologies. The first version of the Toolbox which emphasises
the technological proof-of-concept was
released in March 2008 with an update
following soon after in December 2008.
Version 2.0 was released in October
2010 and the current version 2.1 in February 2011. “We are now in phase two
of the development process. ECHA has
decided to support the further development of the Toolbox; we have signed a
joint development agreement with the
OECD meaning that we are the coowners of the tool”, says Ms Hirmann.
OECD has the scientific lead in the
development of the project and does a
lot of the day-to-day management. “We
contribute a lot in the IT area, and also
offer our scientific knowledge”, Ms Hirmann explains.

Chemical categories
A chemical category is a group of chemicals which can be expected to behave in
a similar manner. To explain the concept
of grouping, Ms Hirmann has used a
real life example with people:

“First you identify a certain aim to
group people, let’s say I want to find
people who share my dancing hobby.
Then you look for certain characteristics like outgoing, nice and sporty from
the group of people and identify those
individuals who meet these characteristics. You can basically do the same with
chemicals. You look for certain characteristics that relate to a certain endpoint.
For example if you look for an endpoint
related to genotoxicity you may want to
identify those chemicals that react with
DNA. Then you look for the chemicals
that have experimental data available
and apply a read-across. Read-across
means that information on an endpoint
for an untested chemical is predicted
from data from a similar tested chemical. The basic idea is that entire categories of chemicals can be assessed when
only a few are tested.”
The similarities for grouping may be
based on a common functional group,
common constituents or chemical classes or similar carbon range numbers, an
incremental and constant change across
the category or the likelihood of common precursors and/or the breakdown
products which result in structurally
similar chemicals.

Dealing with uncertainty
How sure can one be that predictions
based on the similarities of substances
reflect reality? Ms Hirmann says that
dealing with uncertainty is the most
interesting and challenging question. “It
is also interesting in terms of what you
compare with. We would like to predict
toxicity to human health and to the environment, but we don’t have a golden
standard for that, so we model. What
we used to do was to model with experimental data. Now we try to compare the

News from ECHA

predicted values to the experimental values generated for example with rats, fish
and daphnia. But still it’s not reality; it is
again a comparison to another model.”
Ms Hirmann thinks that the regulators feel more confident with the readacross and grouping approach than with
the statistical (Q)SAR approach. “In the
statistical (Q)SAR prediction you have
quite a lot of data and you can relate
the data to a descriptor. Then you can
see a trend and make a trend analysis
for your substance and predict. But at
the end you don’t understand why. And
you have outliers. It gets even more difficult when the endpoint is complex.
The approach is considered to be a kind
of black box, where you don’t know
exactly what is happening.” In the readacross and categories approach one deals
with fewer substances but there is more
information available about each substance. “More attention is paid to the
mechanisms inside the human body,
than to the understanding of why those
ten or fifteen substances belong to this
one group. This gives confidence in the
result”, says Ms Hirmann. Ms Hirmann
emphasises that statistical (Q)SAR models are not bad and that there are actually some that work very well: “We have
received dossiers with predictions that
could be accepted.”
The OECD has created a list of five
key validation principles for (Q)SAR
models, and several guidelines on the
application of (Q)SARs. These five principles and the guidelines also provide
a basis for ECHA guidance and other
supporting documents about the basic

concepts of validity, applicability and
acceptance of (Q)SAR models.

How does the Toolbox work in
practice?
The Toolbox incorporates information
and tools from various databases into
a logical workflow. “Basically it has a
workflow with six steps. First you enter
your chemical into the database and
retrieve the characteristics for this substance. This is called profiling. After
that you retrieve any data that is available on your substance and/or use the
information available in the tool. Then
you start to build your category based
on the characteristics that you identified before. Eventually you will find
similar substances and hopefully these
similar substances have experimental
data available. The next step is that you
apply either read-across or trend analysis to fill the data gap. The last step is
the generation of reports”, Ms Hirmann
explains. The Toolbox software can be
downloaded free of charge with the various databases, stored models, profiles
and rule basis from the QSAR Toolbox
website http://www.qsartoolbox.org.
Ms Hirmann says that the Toolbox
can be of great assistance when registrants prepare for the upcoming 2013
and 2018 REACH deadlines. “For the
first deadline there was a lot more data
available on substances. For the 2013 and
2018 deadlines substances with less data
will have to be registered. This means
more experimental testing, in-vitro testing or using these non-test methods to

fill the data gaps.”
“You can do a lot with the Toolbox
and I encourage registrants to use it.
However, it’s not the most simple software. In the end, the quality of information you get out of the Toolbox depends
on how you build your prediction. This
requires expertise and experience”, Ms
Hirmann says.

Further development
The QSAR Toolbox project is appreciated among the OECD member countries, and both the OECD and ECHA
are committed to further developing the
tool in a four-year collaborative project.
“The development is progressing very
well. One of the future challenges is to
improve the methodology of the tool to
be able to reduce uncertainty”, says Ms
Hirmann. The release of the next version
is scheduled for October 2012. “Version
3.0 is envisioned to have more databases
incorporated, improved rule basis and
profilers to identify characteristics of
chemicals, especially profilers that identify specific mechanisms or modes of
action.”
ECHA Information toolkit
http://www.echa.europa.eu/reach/information_toolkit_en.asp

*QSAR = Quantitative Structure-Activity Relationship, a method for estimating properties of a chemical from its molecular structure.

Evaluation of non-test data
▶ The non-standard information has
to be equivalent to the information obtained from the standard test data. The
key point is that the non-standard data
must be suitable for an adequate risk assessment to ensure the substance can be
used safely and also for adequate classification for hazard communication. Registrants have to justify these adaptations of

the standard information requirements in
the registration dossier and provide scientific explanations why the non-standard
data is nevertheless adequate. Within this
context it should be noted that industry
remains responsible for assessing the intrinsic properties for hazard and/or risk
assessment and classification; hence they
are responsible for making the technical

and scientific judgments. However, ECHA
can require missing information to be
provided, including tests if the data waivers or non-standard data do not meet
the information needed for registration,
as an outcome of the dossier evaluation
processes.
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Interview
ECHA Unit for Guidance and Forum Secretariat:

Supporting the Forum activities
Johan Nouwen, the new Head of Unit for the Guidance and Forum Secretariat, speaks in the following
interview about how ECHA supports the Forum in their work and what will be the focus of guidance
development in 2011.
Mr Nouwen, could you briefly summarise
your professional background?
I am Belgian and hold a Ph.D. in
Materials science. I have more than 20
years of experience in the field of environmental science and chemicals. Before joining ECHA in September 2007,
I was involved in the preparations for
REACH and the setting up of ECHA
at DG Enterprise and Industry in the
European Commission. I was the team
leader of the ECHA Guidance team
before my appointment as Head of Unit
for the Guidance and Forum Secretariat
in January of this year.
What have been your first priorities as the
new Head of Unit for the Guidance and
Forum Secretariat?
My first priorities were to finalise the
Unit Work Plan in close collaboration
with the other Units, the finalisation
of the Unit’s contribution to the MultiAnnual Work Programme, the General
Report 2010, as well as the Article 117
Report and providing a first draft of the
Unit’s work programme for 2012. Furthermore, as the Unit now combines the
Forum Secretariat and Guidance Team,
activities that were previously in two
different Units required some organisational arrangements. I also familiarised
myself with the work of the Forum
Secretariat as I was less acquainted with
this area.
On which priorities is your Unit focusing
at the moment and what will be the main
challenges for 2011?
Effective, harmonised and equal enforcement throughout the Community
is of crucial importance for the credibility and success of REACH and CLP. The
10 | ECHA newsletter № 3 | June | 2011

Johan Nouwen started as Head of Unit for
Guidance and Forum Secretarial in January
2011.

key priority for the Forum Secretariat is
to provide an effective support and guidance to the Forum. An important type
of such support where our attention is
currently focused is the REACH Information Portal for Enforcement (RIPE);
the IT tool that provides inspectors with
access to data submitted to ECHA. The
first version will be rolled-out in the
middle of 2011.
Another area where the Forum needs
support and where we are currently investigating the different options is the
development of an electronic information exchange procedure. The Forum
Secretariat will also continue supporting
the Forum in developing coordinated
training programmes and enforcement
projects.
Given the importance of the Working
Group on Interlinks and the Working
Group on preparation of REACH-EN_
FORCE-3, the Forum Secretariat is giving particular support to these Working
Groups. The focus of the first Working
Group is the establishment of the communication channels and procedures,
between ECHA, Member State Competent Authorities and Enforcement Authorities. The second Working Group

will prepare the third major Forum
project which will, where possible, aim
to involve customs authorities through
the cooperation of REACH and CLP
enforcement authorities when handling
import control.
In addition, as ECHA is gathering
more experience in handling the restrictions process under REACH, much
attention is being given to the guiding
of the Working Group that prepares the
Forum’s advice on the enforceability of
restrictions.
With regard to the updates of the
existing guidance, priority will be given
to the implementation of providing experienced advice to stakeholders via
guidance gathered since ECHA became
operational. A planning of guidance activities with estimated time frames will
be made available with a view to having
guidance published within specific time
frames. The focus will be on improving
the accessibility of guidance through
revised guidance web pages on ECHA’s
website as well as on providing information particularly targeting SMEs such as
fact sheets, guidance in a nutshell and
practical guides.
Are you working on specific new guidance
or guidance updates for the next registration deadline in 2013?
In 2011, the emphasis will be on the finalisation of guidance updates that were
initiated in 2010, the guidance on Safety
Data Sheets being the most important
as it is helpful for many companies and
SMEs in particular. Further updates will
focus on those guidance documents that
are particularly important for the forthcoming registration deadline; the guidance on registration and the guidance on
data sharing. Existing guidance will also
be kept aligned with new developments
on nano materials. New guidance on this
 continues on the next page
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topic will be developed throughout 2012
and 2013 depending on tangible results
from the projects carried out under the
umbrella of the European Commission
becoming available.
Was a revision of the consultation procedure on Guidance needed? Do you
consider the new procedure as a major
improvement?

The revised Guidance Consultation
Procedure is mainly based on ECHA’s
original procedure. It takes due account
of the first years of experience regarding
updating guidance documents. Major
improvements are the deletion of the
possibility to include footnotes referring
to Member States’ dissenting positions
on certain guidance issues, the Partner

Expert Groups meeting as a standard
in the consultation procedure and the
involvement of the Committees and/
or the Forum on a more ad-hoc basis.
These changes allow for the acceleration of the procedure. ECHA simplified
the process for nominating experts for
the Partner Expert Groups and clarified
their role in the Guidance Consultation
Procedure.

Substance evaluation:

Selection criteria for the Community Rolling Action Plan published
▶ The recently published criteria for selecting substances for evaluation are
available on ECHA´s website. ECHA developed these criteria in cooperation
with the EU Member States in order to
select substances for the first Community Rolling Action Plan (CoRAP). This
plan will be adopted in early 2012. The
EU Member States will be able to evaluate around 40 substances in 2012 and 50
substances both in 2013 and 2014.
The aim of substance evaluation is to
clarify whether a substance constitutes a
risk to human health or the environment
in cases where insufficient information
is available. Substance evaluation is one
of the risk management options that
authorities have under REACH, and it will
be conducted on selected substances
only.
The selection criteria were agreed with
the Member States in a Substance Evaluation Workshop organised by ECHA (2324 May 2011). ECHA´s Executive Director
Geert Dancet, made a decision on the
first set of selection criteria on 26 May.
The criteria are based on possible risks.
They cover hazard information, exposure information and tonnage levels of
substances, including the aggregated
tonnage from joint registrations.
ECHA and the Member States will be
using the selection criteria to identify
substances that may be listed on the
CoRAP and evaluated by Member States.

However, substances that are also not on
the list may be evaluated, as the Member
States can propose the prioritisation of
substances at any time on other riskbased grounds. The selection criteria will
be further elaborated by ECHA in cooperation with the Member States.

Draft available in October
ECHA will publish a draft Community
Rolling Action Plan with the names of
proposed substances by the end of October 2011. It is planned that the final
CoRAP will be adopted by the end of
February 2012 after ECHA´s Member
State Committee has delivered its opinion on the plan.
The draft will then be submitted to a
consultation by the Member States. At
this stage, substances may still be added
on the list or be removed. The first CoRAP
will contain the names of the substances
that will be evaluated and will indicate
the Member State that is responsible for
the evaluation.
The CoRAP will be updated annually
due to its rolling character and will always cover a period of three years. ECHA
will submit a draft for the update to
the Member States by 28 February each
year.

A request from registrants may
follow
The Member State that is responsible
for evaluating a substance in the CoRAP
must perform the evaluation within one
year from the date of publication of the
plan.
As a result of the evaluation, further
information on the substance may be
requested from the registrants, to be
able to confirm whether it constitutes a
risk to human health or the environment.
When the necessary information is obtained, the designated Member State will
consider how it can be used to improve
the risk management of the substance,
when appropriate.
ECHA will publish a summary of the
proceedings of the Substance Evaluation
Workshop next month.
Further Information
Fact Sheet on Substance Evaluation:
http://echa.europa.eu/doc/reach/substance_evaluation_fact_sheet_20110414_
en.pdf

Evaluation web pages:
http://echa.europa.eu/reach/evaluation_
en.asp
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RAC adopts ten scientific opinions
The Committee for Risk Assessment (RAC) adopted opinions on eight proposals for harmonised classification
and labelling across Europe and two opinions on restriction proposals during its 16th meeting from 7-10
June 2011 in Helsinki.
RAC opinions on harmonised classification and labelling:
Three types of white spirit
RAC agreed with the proposal from
Denmark, to classify three types of white
spirit for damage to the central nervous
system through prolonged or repeated
exposure via inhalation.
All types of white spirit already have a
harmonised classification as “may be
fatal if swallowed and enters airway”.
Two of the white spirit types also have a
harmonised classification as carcinogens
and mutagens.
White spirit is used as an extraction,
cleaning, and degreasing solvent, and
as a solvent in aerosols, paints, wood
preservatives, asphalt products, lacquers
and varnishes.
Chloroform
The original proposal by France, was
to classify chloroform for mutagenicity,
however, RAC decided in the opinion
not to classify chloroform in this manner. Chloroform already has a harmonised classification for carcinogenicity,
as toxic for reproduction, for renal and
severe nasal effects after repeated exposure, for acute toxicity, for eye and skin
irritation, as well as may cause drowsiness or dizziness.
Chloroform is used mainly as a raw
material in the production of hydrochlorofluorocarbon-22. Chloroform is
used in other applications including as
a production and extraction solvent, especially in the pharmaceutical industry,
as a degreasing agent and as a chemical
intermediate in the production of dyes,
pesticides and other substances.
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Bifenthrin
RAC agreed with the proposal from
France, to classify bifenthrin as a suspected carcinogen, as acutely toxic (by
the oral and inhalation route), as a skin
sensitiser, for toxicity to the nervous
system after repeated exposure and as
hazardous to the aquatic environment.
The classification of this substance is not
currently harmonised at EU level.
Bifenthrin is used as a biocidal product.
Reaction mass of 2,4,4-trimethylpent1-ene and 2,4,4-trimethylpent-2-ene
RAC agreed with the proposal from Germany, to classify 2,4,4-trimethylpentene
as a flammable liquid and vapour, an aspiration hazard, and as may cause drowsiness or dizziness after single exposure.
The classification of this substance is not
currently harmonised at EU level.
2,4,4-trimethylpentene is mainly used as
a chemical intermediate.
Aluminium-magnesium-zinc-carbonate-hydroxide
Aluminium-magnesium-zinc-carbonate-hydroxide already has a harmonised
classification as hazardous for the aquatic environment. The original proposal
from the Netherlands was to remove
this classification. However, based on
the available information, RAC recommended to keep the classification as
hazardous to the aquatic environment
but to lower the category.
Aluminium-magnesium-zinc-carbonate-hydroxide is used as a stabiliser in
the polymer industry.

Indoxacarb and indoxacarb (enantiomeric reaction mass 75:25 S:R)
RAC agreed with the proposal from the
United Kingdom and the Netherlands,
to classify indoxacarb and indoxacarb
(enantiomeric reaction mass 75:25 S:R)
as acutely toxic by the oral and inhalation route, as a skin sensitiser, as toxic to
the blood, nervous system and heart after repeated exposure and as hazardous
to the aquatic environment. The classification of this substance is not currently
harmonised at EU level.
Indoxacarb is used as a biocidal and
pesticidal product (insecticide).
Flufenoxuron
RAC agreed with the proposal from
France, to classify flufenoxuron as potentially causing harm to breast-fed babies and as hazardous to the aquatic
environment. RAC did not agree with
the proposal from France, to classify
flufenoxuron for red blood cell toxicity
after repeated exposure. The classification of this substance is not currently
harmonised at EU level.
Flufenoxuron is used as a plant protection product and a biocidal product
(wood preservative and insecticide).
Vinyl acetate
RAC agreed with the proposal from
Germany, to classify Vinyl acetate as
acutely toxic by the inhalation route, as
toxic to the respiratory system after single exposure and as a suspected carcinogen. RAC disagreed with the proposal
to add the additional risk phrase “May
form explosive peroxides” to the nonstabilised form of Vinyl acetate. Vinyl
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acetate already has a harmonised classification as a flammable liquid.
Vinyl acetate is mainly used to manufacture polymers that are used in e.g.
water-based paints, adhesives and paper
coatings.
RAC opinions on restrictions intended
to reduce the emissions of mercury:
Mercury is the only metal that is liquid
at ambient temperature. It is a chemical
element and therefore indestructible.
This means that there is a "global pool"
of mercury circulating in society and the
environment - between air, water, sediments, soil and living organisms.
Mercury and most of its compounds are
highly toxic to humans, animals and ecosystems. High doses can be fatal to humans, but even relatively low doses can
seriously affect the nervous system and
have been linked with possible harmful
effects on the cardiovascular, immune
and reproductive systems. In the presence of bacteria, mercury can change
into methylmercury, its most toxic form.
Methylmercury readily passes through
both the placenta and the blood-brain
barrier, so exposure to women of childbearing age and of children, is of greatest
concern.
The European Union has made considerable progress in addressing the global
challenges of mercury since it launched
the EU mercury strategy in 2005. This
EU mercury strategy is a comprehensive
plan addressing mercury pollution both
in the EU and globally. For more information go to: http://ec.europa.eu/environment/chemicals/mercury/index.htm

The restrictions proposed by ECHA on
behalf of the European Commission
and by Norway, are measures to further
reduce mercury emissions and protect
against exposure, especially to methylmercury found in fish.

Mercury in measuring devices

Recent SEAC activities

RAC agreed with the proposal by ECHA
for restricting mercury in several measuring devices for professional and industrial use with some modifications.
RAC is of the opinion that the proposed
restriction will effectively reduce the
amount of mercury being released into
the environment from measuring devices containing mercury, contribute to
a reduction in the level of environmental
or occupational exposure to mercury of
humans and environmental biota, and
increase the use of alternative measuring
devices. Therefore the restriction would
substantially reduce the risk to humans
and the environment.

The second public consultation on restricting five phenylmercury compounds and
mercury in measuring devices started on
16 June 2011. Submit your comments by
16 August.
http://echa.europa.eu/reach/restriction/restrictions_under_consideration_en.asp

SEAC opinion on a restriction of dimethylfumarate (DMFu) in articles
http://echa.europa.eu/news/pr/201106/
pr_11_14_seac_20110617_en.asp

Phenyl mercury
RAC agreed with the proposal by Norway, for restricting the manufacturing,
placing on the market and use of five
phenylmercury compounds with some
modifications. The five phenylmercury compounds are used as catalysts in
polyurethane systems for coating, adhesive, sealant and elastomer applications.
Implementation of this restriction will
avoid mercury use in articles or parts
of articles placed on the EU market.
The proposed restriction will reduce the
emissions of mercury and the associated risk to humans and the environment. RAC considered that additional
measures may be needed to ensure that
mercury containing alternatives will not
be used in future.
Further information

International Year of
Chemistry Closing
Ceremony on 1 December
2011
The International Year of Chemistry 2011
(IYC 2011) is a worldwide celebration of the
achievements of chemistry and its contribution to the well-being of humankind under the unifying theme 'Chemistry-our life,
our future '. The IYC closing ceremony will
emphasise the creativity and the potential
of chemistry to address the challenges
facing our societies. High level speakers
will explore and debate how chemistry
is vital for solving our most critical global
problems including food, water, health,
energy, habitat, and more.

http://echa.europa.eu/about/organisation/committees/rac/committee_opinions_
en.asp

The IYC closing ceremony will be held
at SQUARE in Brussels (Belgium) on 1
December 2011. More information
about the programme & registration at

http://echa.europa.eu/reach/restriction/restrictions_under_consideration_en.asp

www.iyc2011.conceptum.eu
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ECHA updates the REACH Candidate List
Seven new substances were added to the Candidate List of Substances of Very High Concern (SVHC) for
authorisation on 20 June 2011. Companies manufacturing or importing these substances or articles containing
the substances need to check their potential obligations that result from the listing.

F

ollowing unanimous agreement
of the Member State Committee,
ECHA has added to the Candidate List the following seven substances
which are carcinogenic and/or toxic for
reproduction:
• 2-ethoxyethyl acetate;
• Strontium chromate;
• 1,2-Benzenedicarboxylic acid, di-C711-branched and linear alkyl esters
(DHNUP);
• Hydrazine;
• 1-methyl-2-pyrrolidone;
•
1,2,3-trichloropropane;
• 1,2-Benzenedicarboxylic acid, diC6-8-branched alkyl esters, C7-rich
(DIHP)

Beyond possible other obligations, producers and importers of articles shall
notify ECHA within six months after a
substance has been included in the Candidate List, if the substance is present in
those articles in quantities totalling over
one tonne per producer or importer per
year and if the substance is present in
those articles above a concentration of
0.1 % weight by weight.

The Candidate List now contains 53 substances in total. In addition, the entry on
the Candidate List for cobalt dichloride
has been updated due to its classification
as toxic for reproduction. Cobalt dichloride was originally identified as an SVHC
in October 2008 because of its classification as carcinogenic.

Further Information

http://echa.europa.eu/news/webinars_
en.asp

Candidate List

Authorisation process:

http://echa.europa.eu/chem_data/authorisation_process/candidate_list_table_en.asp

http://echa.europa.eu/chem_data/authorisation_process_en.asp

Information on obligations resulting from
the inclusion of substances in the Candidate List is available on ECHA’s website.
There is also a manual with instructions
on how to create and submit a notification
on substance(s) in articles.

Summary of the obligations linked to the
Candidate List:
http://echa.europa.eu/chem_data/authorisation_process/candidate_list_obligations_
en.asp

Web pages on substances in articles notifications:
http://echa.europa.eu/reach/sia_en.asp

Data submission manual for substances
in articles notifications:
http://echa.europa.eu/doc/reachit/dsm20/
dsm_20_v1.0_en.pdf

Webinar on Substances in articles notification:

In your language!
ECHA wants to reach and support our
stakeholders across Europe by producing the information regarded as the
most useful and user-friendly in the 22
official languages of the EU. At the moment, you can already access more than
4000 pages of material in your own language. We are continuously translating
more, so consult ECHA’s website regularly to find the latest!

What’s in your language?
• Guidance
• User manuals
• Website sections on REACH and
Classification, Labelling and
Packaging (CLP)
• News alerts and press releases
• Navigator tool
• Webinar presentations

Bulgarian • Czech • Danish • Dutch •
Estonian • English • Finnish • French •
German • Greek • Hungarian • Italian
• Latvian • Lithuanian • Maltese •
Polish • Portuguese • Romanian •
Slovakian • Slovenian • Spanish • Swedish

Your entry point for information is:
http://echa.europa.eu/inyourlanguage
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REACH at Helsinki Chemicals Forum
▶ Mr Janez Potočnik, Commissioner for
the Environment, opened this year´s Helsinki Chemicals Forum which took place
from 19-20 May. He spoke about REACH
and the need for innovation and resource
efficiency. REACH boosts innovation because it gives the legal means to search
for innovative substances and alternative
methods. “We want to replace and stop
using dangerous chemicals and we want
a major shift from the use of dangerous
chemicals over the next decade,” he said.
Commissioner Potočnik underlined that
the business community fully understands the importance of resource efficiency. “We will need to use regulations
and legislation to push innovation. We
need to change the consumers´ behaviour, to work on people´s awareness and
influence their habits. We need to have
you all on board,” he said.
The Commission will publish a road map
in 2011 for increasing resource efficiency
in the economy. In the chemicals sector,
better knowledge should help to create
safer and greener chemicals in the future.
Commissioner Potočnik asked the chemicals sector to help in this and to push
harder for green growth, innovation and
resource efficiency.

panies now need to share information,
which can be most useful to the competitors”, said Jean-Claude Lahaut from CEFIC.
Industry representatives noted that the
benefits of the legislation can already be
seen.
Mr Cristian Furiosi, General Manager
of the Italian company SAPICI, a downstream user with 90 staff members, said
that even though it has been a challenge
to dedicate more staff needed for compliance, the legislation has been important
for innovation.

is enough information available for consumers and about the control of hazardous chemicals.
More information:
http://finnexpo.multiedition.fi/wwwcem/
cem/index.php
© HCF

”As a next step, REACH could be developed
to support sustainable chemistry. I would
welcome a discussion on what could be
done in that respect”, said Harri Kerminen
from the Finnish company Kemira.
Some concerns and a need for improvement were also expressed. The main concerns included the quality of information provided during the registration and
the number of compliance checks. There
were also concerns as to whether there

He announced that the European Commission will consider the substances on
the updated SIN List (Substitute It Now!)
for the Candidate List. The Commissioner
also said he will discuss with ECHA how
Substances of Very High Concern could
be placed more expediently on the Candidate List.
ECHA's message, presented by Executive
Director Geert Dancet and Director Jukka
Malm, was that REACH has brought a
change in the mindset, and industry has
taken over the responsibility for the safety
of chemicals.
“The requirement to share information is
a new approach for the industry. The com-

© HCF

REACH has brought a change in the mindset, confirmed ECHA Executive Director Geert
Dancet at the Helsinki Chemicals Forum.
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The new Technically Qualified Member of the Board of Appeal

“We are a safety net for companies and for ECHA”
Mr Andrew Fasey, the new Technically Qualified Member of the Board of Appeal, started at ECHA on 1 March.
Today he is dealing with hundreds of pages of complicated legal, technical and scientific information, and
he expects to have more in the future.

"T

he number of appeals
received by the Board to
date is less than anticipated. It is hard to know
exactly why this might be but possible
reasons include: the support given to
industry by ECHA, Member States and
trade associations on registration aspects
so mistakes are few and far between; the
system for appeals is perhaps not well
known or understood; companies are
not keen to follow the appeals process
for some reason, perhaps for fears about
costs; ECHA doesn’t make many or any
mistakes; and the scope for appeals is
relatively small. I imagine that it is a
combination of all these factors,” says
Mr Fasey.
“Whilst ECHA getting everything
right would be great it is probably unrealistic bearing in mind the huge number
of registrations it is dealing with, the complexity of the issues it faces in many cases,
and the very challenging deadlines it has
to manage. I also think that it is unrealistic to expect the ECHA interpretation
of elements of REACH to be the same as
industry’s in all cases. Both ECHA and
individual companies have to do what
they think is right and we are here to help
both,” adds Mr Fasey.
He stresses that the Board of Appeal
is a safety net. “So if ECHA does happen
to get it wrong - and I am not saying they
will or do - then we can act as a safety net
and correct a decision before a mistake
goes too far. It may be the case that a company thinks ECHA has made a mistake
and the Board of Appeal examines all the
evidence before concluding that ECHA
was indeed correct. We act as a safety net
for both ECHA and industry in a totally
impartial and independent way.”
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Mr Andrew Fasey is the new Technically Qualified Member of the Board of Appeal. His
predecessor, Mr Harry Spaas, reached the retirement age and continues as an Alternate/Additional Member.

Appeals on evaluation expected
Mr Fasey says that he expects new appeals
to come to the Board of Appeal from dossier evaluation. “Whilst it is likely that we
will continue to get appeals on registration decisions, I think we can expect an
increased number of challenges from
registrants as a result of ECHA´s evaluation decisions as these will have important
implications for companies.”

Dealing with REACH from the
start
Mr Fasey is a civil and environmental engineer by training and has been involved
in international and EU regulatory management of chemicals for over 20 years.
He was working in the UK government

on international regulatory chemicals issues in 1998 as the discussions on REACH
started and has been working on REACH
ever since.
Mr Fasey has worked for the European
Commission’s Directorate-General for
the Environment (in the Chemicals Unit)
and Directorate-General Enterprise and
Industry (in the REACH Unit where he
was one of the drafters of the European
Commission’s proposal for REACH), and
in the UK’s Health and Safety Executive
where amongst other things he was one of
the IOMC1 drafting group that prepared
the GHS2. Before joining ECHA, Mr
Fasey ran his own consultancy for seven
years, working mainly with industry on
the practical implementation of REACH,
CLP3 and GHS. “I have been dealing
with regulatory chemical issues for many
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years and have looked at them from the
occupational, environmental and industry perspectives in different roles and at
different times. I hope therefore to be
able to bring this wide perspective to this
important new role.”

Scientific and technical expertise
“I am here to help both the other members of the Board of Appeal and the
Registry to better understand some of the
technical and scientific issues associated
with actual and potential appeal cases”
explains Mr Fasey.
One of the biggest challenges he
identified was to access the technical and
scientific expertise that may be needed,
“no one can know everything about all
the technical and scientific issues we may
face when considering appeals.” He says
that sometimes the Board of Appeal may
need to discuss scientific and technical
issues with experts, but it has to remain
impartial and independent and not be
influenced by anyone. “We cannot talk to
ECHA staff or other experts about specific
cases. So we have a challenge to deal with
this but it is manageable,” he adds.
1 Inter-Organization Programme for the Sound
Management of Chemicals
2 The United Nations Globally Harmonised System of
classification and labelling of chemicals
3 Regulation (EC) No 1272/2008 on the classification,
labelling and packaging of substances and mixtures
(CLP Regulation)

A straight-forward appeals
process
While the appeals process may appear
to be complicated, with over 40 possible
separate steps required of the Board of
Appeal depending on the case, it is in
essence quite straightforward. A new
appeal firstly goes to the Registry which
will forward it to the Board of Appeal
members. At the same time ECHA is
asked to submit a defence of the decision

that is being appealed. An announcement
of every appeal is made on the website
of the Board of Appeal at http://echa.
europa.eu/appeals_en.asp. Decisions are
taken on the admissibility of an appeal,
a rapporteur is appointed for each case,
and decisions are taken on claims for
confidentiality. Each admissible case is
assessed by a Board of Appeal which will
collect as much information as it deems
necessary in order to come to a thorough
and well founded decision on each appeal
which will then be published.
The Executive Director of ECHA can
rectify any decision. If a decision subject
to appeal is rectified the appellant is
then asked whether it wants to carry on
with the appeal. “From then on, there is
no deadline for us. However, we work
as quickly, effectively and efficiently as
we can. We look firstly at the evidence
submitted by the appellant (the legal entity making the appeal), ECHA and any
‘interveners’. We may then ask for further
information from the parties involved in
the appeal and we may also call them to
a meeting to question them further, or to
bring in experts if required. This ‘information collection and analysis’ stage is
as exhaustive as it needs to be depending
on the case.”
“The rapporteur for each case prepares a draft decision, but the ultimate
decision is taken by the Board of Appeal
itself. This is normally the three permanent members of the Board but may
include alternate or additional members
if required for resource reasons or if there
is a conflict of interest which means that
one of the permanent members cannot
be involved in the consideration of a case.
For example, if a case involved one of my
previous clients I couldn’t be involved in
any way.” adds Mr Fasey. The decision is
then published on the Board of Appeal
website.

parties who have an interest in an appeal
can then let us know within two weeks
of publication of the announcement
that they want to intervene in the case
and why. If the case for intervention is
accepted they are considered to be ‘interveners’ and can submit evidence, and
we can ask questions of them as well,”
explains Mr Fasey.

”We guarantee to be impartial and
independent”
His message to companies is as follows:
“The scope for appeals is not great, but
if a company think a mistake has been
made this is the way to seek redress. They
should not be afraid of the appeals process
as there is a lot of information available
on the Board of Appeal’s website [http://
echa.europa.eu/appeals_en.asp] on how
to appeal, the process to be followed by
the company and the Board of Appeal,
and the information required from Appellants. Although companies may think
it is a time-consuming and costly process
it does not have to be and we guarantee to
review every case thoroughly, independently and impartially.”
The last ‘port of call’ if a company
does not accept a decision of the Board
of Appeal is the European Courts in
Luxembourg. “The European Courts
will normally look far more into whether
there has been a problem with the process
or legal rules and less at the actual technical assessment of the case. So the Board of
Appeal is where the details of a case will
be exhaustively addressed, including the
scientific and technical aspects which in
many cases will be absolutely crucial to
the consideration of the case. The role of
the Technically Qualified Member of the
Board of Appeal is therefore going to be
a crucial and interesting one and is the
reason I am here.”

Third parties can join
As mentioned above, the Board of Appeal will publish an announcement on its
website summarising the appeal. “Third
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Mr Benedikt Vogt, Enforcer in Freiburg, Germany:

Overall situation is positive
Mr Benedikt Vogt is working as an enforcer for the regional government of Baden-Wuerttemberg in Germany. In his
work, he meets a lot of companies and sees how REACH and CLP function in practice. In the following interview,
Mr Vogt shares his impressions on how well the implementation is proceeding. Generally, manufacturers seem to
know their obligations better than importers or sales companies.
Mr Vogt, what is your task in the Department of Chemicals, Product Safety and
Market Surveillance, and how did you
become an enforcer?
My main tasks are related to the safety
of chemicals and the enforcement of the
REACH and CLP regulations. I have
been involved in the chemicals legislation for the last 10 years. Before taking
up my current post, I worked for a trade
association, so I also know the companies from the other side. During those
years, I also participated in the work of
the Committee for Dangerous Substances (Ausschuss für Gefahrstoffe).
What does your working day look like?
My tasks are very varied, and every day
is different. Most of the time, I am communicating with companies, either visiting the company in person or contacting
them by phone. Every day, I encounter
new questions regarding the implementation of REACH or CLP. The majority of the planning of our enforcement
activities is done at the Ministry, but I
coordinate the technical part in our Department. We are a team of five people
working on the safety of chemicals.
How is enforcement organised in Germany?
The 16 states (Bundesländer) are in
charge of the enforcement, and the organisation varies somewhat from state
to state. To ensure a uniform enforcement, a federal working group discusses
topical enforcement issues and agrees on
enforcement projects.
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Baden-Wuerttemberg, the Ministry
for Environment, Nature Conservation
and Traffic defines the main targets of
the enforcement in line with the Market Surveillance Regulation, working
out concepts whilst also coordinating
and publishing market surveillance programmes.

© Benedikt Vogt

The four Regional Councils (Regierungspräsidien) take care of the practical
enforcement. We have a good situation
because the Regional Councils recruited
and trained 34 new staff members especially for this task. The REACH and CLP
enforcement was combined with other
market surveillance areas like product
safety or the substance bans of the RoHS
directive.
You said that the Ministry is publishing
the enforcement plans. Does this mean
that companies know what to expect during the year?
I would say yes, more or less. Of course
not all details are published but the main
concepts are made public. Also the Market Surveillance Regulation requires that
concepts are worked out and published.
So what are your inspectors doing right
now?
We are doing active market surveillance.
For 2011, we have eleven priority areas
for REACH and CLP enforcement. The
Forum project REACH-en-Force 2 is
one of them. We also have projects on
substance restrictions under REACH,
checking the labelling under CLP and
Safety Data Sheets, for example. We
would also like to have some joint

Mr Benedikt Vogt considers a uniform
enforcement vitally important.

projects with customs authorities – we
already had one last year.
Will you also check notifications of substances in articles?
This topic is not on the priority list, but
it will be definitely discussed during enforcement visits. We have a big project
on information requirements, Article
33 of REACH and Substances of Very
High Concern (SVHCs) in articles. We
will not only check compliance with the
information requirements but will also
make a so-called system check. This
means that we would like to know how
the management is dealing with SVHCs
in general and how they are analysing
their obligations.
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States
Stakeholders

Of course we also react to consumer
complaints, and we are increasingly contacted by companies that inform us
about their competitors’ failure to comply with REACH or with CLP-labelling
duties.
In our work, we are supported by the
European Market Surveillance System
(ICSMS). It has proven to be extremely
useful. For instance, if the first company
that places a product on the market is
not from our State Council area, we
can contact the authority in charge via
ICSMS and forward the documents electronically immediately. This is very fast
and very practical.
Do you have the feeling that REACH and
CLP obligations are clear to companies?
In general, companies are very well informed, especially larger manufacturers
who often even have specific staff for
REACH. But there are big differences
between companies. Often they need
additional information, and we advise
them during the visits.
We regularly see cases of non-compliance, especially with restrictions in
Annex XVII of REACH. Especially if
the use of a substance has recently been
banned or restricted, like in the case of
a lamp fuel that presents an aspiration
hazard, or the foams containing isocyanides used at construction sites, just to
mention two examples.
But we even meet companies, often
importers, who totally fail to comply
with REACH and CLP. Usually they do
not realise that they are selling a chemical substance and not an article. When

their main activities are not related to
chemicals, they might not realise that
they have these obligations.

on the manufacturers, and they in turn
react more quickly and take corrective
measures.

The main obstacles include the question
of what an article is and the rules concerning the Only Representative (OR).
It is not always clear what information
is needed when working with the OR
and the OR should also know who they
represent.

What do you expect from the work of the
Forum for Exchange of Information on
Enforcement?

Additionally, the quality of nearly all
Safety Data Sheets needs to be improved,
and many of them even contain really
bad mistakes.
However, I would like to stress that the
overall situation is absolutely positive.
The majority of the companies are making great efforts to comply with the legislation, and they are working together
with the enforcement authorities in a
very constructive way.
How can companies be assisted?
REACH and CLP are quite complex,
and there are around 8000 pages of
guidance. It is difficult for small and
medium-sized enterprises (SMEs) to get
acquainted with it all. The networks are
an important support for these companies. They provide information events,
advice and internet pages that are specially targeted for SMEs. In our state, the
network REACH@BadenWürttemberg
has greatly contributed to the generally
good situation.

A uniform enforcement is definitely
one of the most important things from
our point of view. It is important both
for fair competition and for the reason
that companies often have activities in
several European countries. Therefore
coordination is really vital.
I would find an online catalogue of decisions on borderline cases very useful.
One could consult the list to see, for
instance, if a differentiation between an
article and a substance has been made by
another authority. This list should then
be continuously updated.
Feedback from enforcement back to the
Forum is then important. We can learn
through practice.
Is there something ECHA could do?
For enforcers, it would be important to
have access to REACH-IT very soon.
Without it, the enforcement of REACH
and CLP will not be as effective as it
should.

The absolutely positive thing is that
our work seems to have a sustainable
effect. The sales companies which hear
the rules for the first time, put pressure

Safer management of chemicals – Submit relevant information!
Consultations: http://echa.europa.eu/consultations_en.asp
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Mr Dan Jørgensen, Vice-Chair of the Environment Committee:

Happy with progress but some reason for criticism
On 19 May, Mr Dan Jørgensen, Vice-Chair of the Environment Committee in the European Parliament, visited ECHA.
He also participated in the Helsinki Chemicals Forum panel discussion on a review of REACH. In ECHA, Mr Jørgensen discussed the management topics related to REACH implementation and the future Biocides Regulation.
Mr Jørgensen, what are your impressions
of the new chemicals regulations in the
EU?
It is very useful for me to get information
from ECHA but also from industry. Obviously, I continuously get information
also in Brussels, but it was extremely
useful for me to come here and take part
in a panel discussion, to talk to industry
that are influenced by the legislation and
to meet the relevant people in ECHA.
How did you feel about the international
discussion on REACH at the Helsinki
Chemicals Forum?
It is very nice to see something that you
have spent several years of your life work-

ing on now actually being implemented.
Obviously problems arose that were not
expected, but some things are also going
better than I had hoped for.
How does the new EU chemicals legislation function in your opinion? You
expressed some criticism at the Helsinki
Chemicals Forum. What kind of changes
would you like to see?
All in all, I am happy with the progress
that has been made, especially with the
functioning of ECHA. It is very impressive that it has been built up to work in
such an efficient way in so short a time.
But there are also some things that I am
criticising and which we may need to
remedy in the legislation.

© ECHA

The first is: Should we have more data
requirements, especially for low tonnage substances? The requirements for
low and high tonnage are not the same.
This question was one of the big fights
when REACH was made. My political
group wanted more data requirements
for low tonnage substances, but we lost
the fight. It is my political opinion that
we should revise the requirements, and
there might also be reason for changing
the legislation.
One of the reasons for the Parliament to
adopt the current data requirements was
that industry told us that if we made the
legislation more ambitious, they would
have to move their production outside
of the EU. They said the same also about
other things we were doing, but when we
actually did them, it was not a problem
at all.
Now I am thinking that maybe we should
revise also some other decisions we made
under assumptions based on advice from
industry. Whether or not that is politically feasible is a totally different matter.
But let us see.
My second point of criticism is: When
you look at compliance checks made
by ECHA, a very large percentage of
the data we get from industry are not
adequate. So we need to do something
about that.

Mr Dan Jørgensen, Vice-Chair of the Environment Committee, had long discussions on
chemicals legislation at the Helsinki Chemicals Forum and at ECHA.
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Thirdly, I fear we have too few substances
on the Candidate List for substitution.
The numbers are much lower than we
had expected. This can mean that there
are fewer substances that should be on
the list - or possibly the system is not
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working well enough. This is something
we need to look into.

will probably mean also more work for
ECHA.

And fourthly the problem with animal
testing: It is extremely important that we
find a way of setting into force the legislation on alternatives to animal testing.
I know that some alternative methods
have already been validated but are still
not put in use. And every month that
goes by, thousands of animals are suffering. That is not necessary, and industry
is wasting a lot of money doing tests that
they do not have to. And this is really a
problem for everybody.

What is the view of the European Parliament on how the authorisation of biocides
will be managed?

Actually, for the last two points, we do
not need to change the legislation to
remedy them. They are already in the
legislation. We just need to find a way of
putting pressure on the right institutions
and the right people.
And on the positive side?
On the other hand, as I said, other things
are going well. We should be happy that
we have a well-functioning ECHA. Industry have taken on board their responsibility. I still think they should play a
more progressive and ambitious role, but
compared to before we made the legislation, it is a completely different world. At
that time, industry said: “We cannot do
this; we will not do this; we will move our
production.” Now, they are working with
the institutions and the Member States
and all the actors to implement the legislation. That is my general impression.
You are especially interested in the biocides. What is happening in this field
right now?
We are making a new legislation on biocides in order to bring the old-fashioned
one up-to-date. We wish to have a more
restrictive assessment criteria, for instance, to get rid of the most dangerous
substances that are used in biocides –
if there are alternatives. We also want
to make it easier for industry to have
an approval of a new substance. That

It is divided right now. Some people are
in favour of a European authorisation
which would then mean a lot of work for
ECHA. Others argue that there should
be a choice between a national and a
European one. A compromise could be
that we will only get to the final stage of
the European authorisation procedure
but will take a stepwise approach, so that
in the start, some substances are being
approved on national stage, others at a
European level, but in the end, there will
only be a European authorisation.
How about the resources for the new
tasks?
If you give an institution a new job, then
they should also have the resources. The
way ECHA is financed now with subsidies and fees also sets some challenges,
because a fee cannot just be used for a
different purpose. The fees that you get
from REACH cannot be used for staff
doing work on biocides, so you need to
look for alternatives. That is either fees
on biocides or EU subsidies - there are
different possibilities – or even the possibility of a mixture of them. I personally like the principle of “the polluter
pays” and think that it is a good thing if
the industry carries the majority of the
financial burden. But that needs to be
discussed.

progressively heading in the direction of
protecting the environment and human
health – where previously it has been
about making chemicals, to make products and to make money. You can have a
lot of positive effects that are actually also
worth money. I do not know whether we
should put monetary value on human
life, but if you do, obviously a society is
wealthier if people do not get cancer or
become sterile.
REACH will definitely help to solve a lot
of health problems. This is not something
that you can measure in the next year or
in five years, but for future generations,
REACH will probably have very positive
effects.
It seems that there is a similar development in different parts of the world.
Well, there is a lot of interest but the
reason is that they are forced to do it. I
see this as an example of the EU´s soft
power. It is not hard power; we do not
use military force or threaten to bomb
anyone if they do not ban chemicals. It
is soft power but with a hard edge, the
threat of being excluded from our markets, which nobody wants. I think it is
something that the EU should really expand in the future. We are showing that
it can be done, that you actually can have
a competitive industry even though there
are strict environmental rules.
Mr Jørgensen is a Member of the Group of the
Progressive Alliance of Socialists and Democrats
in the European Parliament.

The new regulation will make it easier
for industry to put new products on
the market quickly, and that will lead to
more economic growth. So it should not
be looked at only as a cost. It is actually
something that could create added value.
That is at least how I see it.
Also, whether we talk about REACH
or biocides or pesticides, the focus of
the chemicals legislation in the EU is
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Sixth Stakeholders' Day

Start preparing registrations for 2013 now!
ECHA´s sixth Stakeholders' Day on 18 May gathered around 460 participants in Helsinki. A video recording
and the presentations of the event are available on the ECHA website.
One of the most important messages of
this year´s Stakeholder Day was: To be
ready by the 2013 deadline, you need to
start the preparations now. Executive
Director, Geert Dancet, congratulated
registrants, Lead Registrants and all notifiers. He said that more information
on substances is now available than ever
before. The process will extend beyond
2018. The quality of the dossiers received
may not always have been of the kind
that ECHA would have liked to have
seen, he said, reminding companies to
update their dossiers whenever needed.

No time to lose
ECHA’s Director of Registration, Christel
Musset, called on the registrants to get
ready for the deadline which is on 31 May
2013 and concerns phase-in substances
from 100 to 1000 tonnes per year and per
manufacturer or importer.
Ms Musset said experience has shown
that it takes in average one year to prepare the chemical safety assessment and
the chemical safety report after the registrants have collected all data on the properties of the substance and all hazard
data. The SIEF members should be ready
with substance identity clarification, data
sharing and hazard data gathering in the
next seven months, by the end of 2011.
Ms Musset reminded the 2010 Lead Registrants of their responsibilities towards
the new registrants and said that non-EU
manufacturers should make sure that
their importer or Only Representative
also gets ready for the 2013 deadline.
ECHA expects to receive less than 15 000
dossiers for about 3500 substances. These
early figures are based on 2007 estimates
which were revised after the first registration deadline.
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Smaller SIEFs, less data available

Challenges and tools

Mr Jan Schüller, Director REACH &
Regulatory Affairs EMEA at Eastman
Chemical B.V thinks that there may be
more than 3500 substances registered
by 2013 and there will be smaller SIEFs
registering specialty chemicals and less
consortia or SIEF Leadership Teams.
“I expect to see more SIEFs run by just
the Lead Registrant, who has to do all
the work, and others will just buy in to
the end results and buy a letter of access,” said Mr Schüller. He estimates that
there is less data available this time. A
scientific justification is needed for testing proposals using alternative methods,
he reminded. “More of those proposals
will be need for 2013, as we expect the
substances to be less data-rich”.

Scientific Officer, Lisa Anfält, from ECHA
explained that producers and importers
of articles need to notify Candidate List
substances in articles to ECHA, if their
total volume in the articles is more than
one tonne per year and the substance is
present in the article above a concentration of 0.1% weight by weight. Companies also need to pass on information
down the supply chain or to consumers
on request.

Make a strong case
ECHA´s Head of Risk Management Implementation Unit, Matti Vainio, gave an
overview of authorisation and restrictions. He underlined that risk management under REACH happens above all
in the industry that is registering substances, assessing their chemical safety
and sharing the information in the supply chain.
Mr Vainio said that ECHA informs the
registrants if a restriction is planned for
their substance. As the REACH restrictions will apply throughout the EU, they
create a level playing field for companies.
Restrictions usually lead to technical
innovations that benefit workers and
reward innovators. Applicants for authorisation should make a strong case.
The authorisation is given for a limited
period, so it is good to look for alternatives, recommended Mr Vainio.

A notification is not needed if the producer or importer can exclude exposure
to humans or the environment during
normal and reasonably foreseeable conditions of use, including disposal, or if
the substance has already been registered
for that use, said Ms Anfält.
Ms Sylvie Lemoine, Director for Technical and Regulatory Affairs at the International Association for Soaps, Detergents
and Maintenance Products (A.I.S.E.),
presented the view of downstream users
who are taking up the challenge. Read
her interview on page 24.
Senior Scientific Officer Hélène Magaud
presented the Chesar tool in detail and
explained how it can be used for chemical safety assessments and reporting,
to create chemical safety reports and
prepare exposure scenarios for the safety
data sheet.

Dissemination is crucial
Scientific Officer, Catherine Cornu, from
ECHA showed how the Agency is disseminating information from registration dossiers on its website. ECHA´s dissemination portal is participating in the

Stakeholders

OECD eChemPortal where searches by
chemical properties are possible. ECHA
is linking the substances in its dissemination database to the eChemPortal and
will add a link to the portal from its own
dissemination web page in future.
Ms Cornu introduced the tools with
which registrants can find out which
information from a dossier will be disseminated. By 18 May, 95% of the phasein substances and 77% of all substances
had been disseminated.

NGOs expect more information
Ms Tatiana Santos Otero, Chemical Expert at Spanish Union Institute of Work,
Environment and Health (ISTAS), discussed dissemination from a civil society
perspective. She said that ECHA should
better ensure the balance between private and public interests and improve the
dissemination page. There was improvement already, she acknowledged. But she
stressed that the quality of industry data
is crucial for the protection of workers
and public interest.
The civil society did not see their interests represented in the dissemination
process until an Advisory Group for Dissemination was set up in 2009. “So far

we have discussed very important issues,
and now we feel part of the process,” Ms
Santos Otero confirmed. She said that
the way ECHA assesses confidentiality
claims should be more transparent.

Feedback on evaluation
Head of Evaluation II, Norbert Fedtke,
explained how dossier and substance
evaluation works and how ECHA can
request for more information from registrants. A detailed process description is
available on ECHA's website.
Mr Fedtke said that it is very important
to have, for instance, a clear description
of the substance identity, to classify and
label in line with the hazard data or with
harmonised classification and labelling,
and that robust study summaries should
allow an independent assessment of the
information provided.
Mr Fedtke reminded that the registrant
has several options to reply to ECHA´s
comments. He also recommended that
companies look at their intermediate
dossiers and check they contain the
required information described in the
guidance. “You need to update your dossier when new information on hazards or
uses becomes available,” he reminded.

© ECHA

Animal tests could be avoided
Ms Michelle Thew, Chief Executive of
the European Coalition to End Animal
Experiments (ECEAE) referred to the
REACH principle that animal testing
should be the last resort. ECEAE have
commented on all testing proposals in
the public consultations so far. Ms Thew
thinks that for a lot of the consulted tests,
animal tests could be avoided and she
said that in one consultation case, her organisation found the data that belonged
to the registrant proposing the test.
ECEAE are pleased with some solutions
reached, like avoidance of a 28 day and
reproductive screening test; the possibility to use in-vitro skin irritation tests and
the new guidance on how to avoid unnecessary animal testing. However, there
are still issues that need to be resolved. “If
we get more specific information, we can
provide more specific comments in the
consultation,” she said.

“You can do it”
The three sessions were each followed
by question and answer sessions. Over
100 participants took the opportunity
of meeting ECHA staff in one-to-one
sessions.
In his closing words, Geert Dancet reminded that help, tools, documents, webinars, translated news as well as industry associations´ support, are available
for registrants. “Thousands of companies
have already registered, or are preparing
to register, so there is no reason why you
could not do it,” encouraged Mr Dancet.
Over 40 stakeholders participated in the
in-depth training on the Chesar tool in
ECHA on 17 May. The next Stakeholders'
Day will be held in 2012.
Stakeholders' Day video recordings,
presentations, pictures, interviews
http://echa.europa.eu/news/events/6th_
stakeholders_day_en.asp

Industry representatives presented a lot of comments and questions at the questions &
answers session.
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Still a long way to go for
downstream users

© ECHA

Ms Sylvie Lemoine, Director for Technical and Regulatory Affairs at
the International Association for Soaps, Detergents and Maintenance
Products (A.I.S.E.), was one of the speakers at ECHA's Stakeholders' Day.
In this interview, she explains what kind of challenges the downstream
users are currently facing.
Ms. Lemoine, what are the main issues for
your members at the moment?

against, the downstream user has to carry
out a chemical safety assessment.

The first issue, particularly for smaller
downstream user companies, is to understand what their new obligations are,
what they need to do and when. Managing the deadlines is very difficult for
them. The deadlines our members need
to meet are usually related to the registration of a substance or to the receipt
of updated safety data sheets for these
substances. However, the deadlines are
not the same for all substances and all
suppliers. Our companies do not know
how many safety data sheets they will
receive, because they do not know how
many of the substances that they use
have been registered in 2010.

On the bright side, there is currently no
panic concerning “uses not covered”.
This does not seem to be an issue to our
members at the moment. But we are only
at the beginning of the process, so the
situation may change.

In A.I.S.E., we start also seeing issues
related to changes of classification and
labelling of substances due to the CLP
regulation. These changes have an impact on the mixture classification and
can affect our members’ business.
Most challenges our members face in
relation to REACH are about exposure
scenarios – what to do with them; how to
understand the content; how to “digest”
and rework the information; and what
if the company discovers problems in
the exposure scenarios? In addition, risk
management measures recommended
by suppliers may not be feasible or they
can be too expensive – or possibly a use
has not been covered. If a use is advised
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How do companies tackle the challenges?
How do you assist them?
We try to assist them and work with other associations like CEFIC or through a
downstream user platform called DUCC.
We try to develop practical guidance for
exposure scenarios that are based on
real cases in the industry and guide our
members through the different fields
of the exposure scenario and tell them
which fields are the most important to
check first.
It gets even more complex when we
are talking about Safety Data Sheets for
mixtures. Once downstream users have
received exposure scenarios and managed to assess whether their uses are
covered and whether these are within the
conditions of use, then they have to extract relevant information and forward it
in their own safety data sheets down the
supply chain. To do that, a clear methodology is not yet available, only different
options and views. To our members the
work is particularly complex because
they produce mixtures or even mixtures
of mixtures.

Ms Sylvie Lemoine says that exposure
scenarios cause a lot of challenges for the
members of A.I.S.E.

It is clear that we need to have more examples and test them, but that can only
be done when downstream users have
received enough exposure scenarios for
substances we use in our products. We
would like to work together with ECHA
to understand options and expectations.
How are the exposure scenarios downstream users have already received?
The attached exposure scenarios are very
different in content, in format, in level of
detail provided and therefore difficult to
compare. Some of them are just extracts
of the Chemical Safety Report, others are
much more structured. The downstream
user platform DUCC will have a workshop at the end of May to discuss best
practice on the basis of current exposure
scenarios.
What was your main message to the audience here?
There is still a long way to go for downstream users, because a lot of unknown
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things remain. There is a need to build up
practical experience, because the whole
concept of exposure scenario is new,
firstly to substances, not to mention
mixtures. We all know it is a learning-bydoing exercise. Industry and authorities
need to work together in a pragmatic
way. There are some emerging solutions,
and that is good.
What were your expectations for your visit
to the Stakeholders' Day?
I always find it useful to come here and
get the latest information on the most
relevant aspects of REACH. The event
is also a good opportunity to talk to
ECHA staff. This is very valuable for my
work. With time, the presentations have
become quite practical, with tips, rather
than being theoretical on the obligations
and duties only. The new approach is
more informative and useful.

“There is a need
to build up practical
experience, because
the whole concept
of exposure scenario
is new, firstly to
substances, not to
mention mixtures.”
What kind of assistance do you expect
from ECHA in future?
Just in general: Continue to provide support on downstream obligations, because
the REACH text is a little vague on the
exact obligations of ECHA. It would also
be useful if we could work with ECHA
on Safety Data Sheets for mixtures.

And maybe some form of IT support for
downstream user communications. The
upstream communications are not always structured or harmonised, and you
get only partial answers from manufacturers/importers if anything. It is quite
chaotic, sometimes emails, sometimes
letters. As regards downstream supply
chain communications, it would be useful to have another way to communicate
the registration status of a substance, instead of a partial Safety Data Sheet. This
is not very helpful, and another way to
communicate the registration status of a
substance would be useful.
There is also a tendency to use the SDS
more and more as a REACH-compliance
and communication document, for multiple audiences, which deviates from its
original purpose. This is also not always
helpful.

NICNAS and ECHA start working together
▶ The Australian Government’s National
Industrial Chemicals Notification and Assessment Scheme (NICNAS), the Department of Health and Ageing, and ECHA are
strengthening their relationship in the area
of chemicals safety.
In line with the shared commitment to improve chemical safety, ECHA and NICNAS
have signed a Memorandum of Understanding to enhance cooperation.
The aim is to strengthen the scientific dialogue between the European Union and
Australia and to increase cooperation on
technical matters and other issues of common interest including the hazards and
emerging risks of chemical substances, risk
management tools, scientific collaboration
and information exchange.
One of the anticipated areas of collaboration will be the exchange of information.

For example, the Memorandum of Understanding will promote the exchange of
non-confidential information on hazards,
uses and identity of chemical substances
between ECHA and NICNAS. The agencies
will also be sharing information on ways
to more efficiently address chemicals of
concern.
When signing the Memorandum Geert
Dancet, Executive Director of ECHA said:
“This Memorandum of Understanding
will lead the way to a closer cooperation
between both regulatory authorities and
to the benefit of companies and citizens
on both sides of globe”.
Dr Marion Healy, Director of NICNAS said
she saw the signing as a significant step.
"It links our activities in Australia to a range
of scientific work within ECHA, in a way
that will benefit both the agencies and

their stakeholders, reduce duplication of
effort and benefit health and safety", Dr
Healy said.

Further Information
Memorandum of Understanding:
http://echa.europa.eu/doc/ECHADocuments/
echa_australia_mou_20052011.pdf

NICNAS:
www.nicnas.gov.au

Press release of the Australian Government
- Department of Health and Ageing:
http://www.health.gov.au/internet/ministers/
publishing.nsf/Content/mr-yr11-ck-ck017.
htm
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Dr Marion Healy:

Non-animal testing methods and the assessment of
nanomaterials are examples of special areas of interest
Dr Marion Healy, Director of NICNAS hopes that the level of technical cooperation and sharing of experiences
and approaches between her agency and ECHA will increase in future.

T

his would help share the burden of
the work and reduce duplication
so that the work is not done twice,”
she says. ”A further objective is a
greater degree of international harmonisation of the approaches to assessing and
managing chemicals,” she adds.
The MoU provides for exchange of
staff where it might be appropriate, as
well as cooperation in training and communication. ”We were very pleased to
be invited to a workshop last year that
ECHA hosted on QSAR modelling approaches. This is an example of cooperation and collaboration, on particularly
risk assessment methodologies, that I
envision for the future. Some of the
emerging approaches to risk assessment,
such as modelling based approaches to
identifying hazards and the safety impacts of nanomaterials, are two topics of
particular interest” says Dr Healy.

New approach is being developed
In terms of trading chemicals, Australia
only represents a couple of percent of
international trade. ”But in dollar terms
it is over 33 billion Australian dollars, so
it is a significant industry to Australia,”
explains Dr Healy.
She says that in Australia there is
a comprehensive system for managing
chemicals, in which the responsibility is
shared across different parts of the national government and is also shared
between the national government and
state and territory governments.
”NICNAS is a national government
agency, and we have responsibility for
assessing the environmental and human
health impacts of industrial chemicals.
We also provide advice to other agencies
that then will take regulatory action if required. NICNAS can also provide advice
© ECHA

Dr Marion Healy from NICNAS and the Executive Director Geert Dancet from
ECHA signed a Memorandum of Understanding.
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on chemical related matters for products, for example, in cases of suspected
chemical contamination,” explains the
Director.
”Australia has a national inventory
and it is a legal device that delineates
requirements for existing chemicals and
new chemicals that have not been used
previously in Australia. If your chemical
is not in the inventory, then in general
the chemical is required to be assessed
by NICNAS before entering the market
place,” explains Dr Healy.
”In contrast, for existing chemicals,
those chemicals of concern were identified and subjected to in-depth assessment. As in many countries, a large
number of existing chemicals have not
been assessed and the health and environmental impacts are unknown. So we
are currently in a process of developing
an alternative approach to identify and
manage any risks associated with these
chemicals.”
The development of an alternative
approach for addressing existing chemicals started in 2003 with an independent
review into the way Australia manages its
existing chemicals.
”The review recommended that
the way of managing chemicals should
change to a system that is more responsive and more flexible. It also recommended that we develop a screening approach across the inventory. The review
was finalised in 2006, and the recommendations were agreed by the Australian Government. Subsequently, we have
been developing some of the building
blocks for implementing that screening
approach,” explains Dr Healy.

Dissemination

Making information on the chemicals
registered publicly available
Balancing between a citizen's right to know and a company's right to protect confidential business
information.

77 %

of all registered substances
have been disseminated by 18 May 2011.
This results in 3 694 disseminated substances and 4 071 disseminated dossiers.
For now the priority for dissemination has
been on the lead dossiers and individual
submissions received in the context of
the 2010 registration deadline, of which
95 % are disseminated. Dissemination
of the member dossiers will follow. Dossiers that represent Substances of Very
High Concern (SVHC) or include testing
proposals have been prioritised in the
dissemination. One reason for this is to
facilitate public consultation.
ECHA works continuously to develop
the dissemination procedure in order to
ensure that information from registration dossiers is available for the public
as quickly as possible. However, while
disseminating as much information as
possible, ECHA always needs to consider
the confidential information in the dossiers and ensure that this confidentiality
is respected. Certain information from
the registration dossiers that is contained

in the Safety Data Sheet, including the
names of registrants, the REACH registration number and whether the substance
meets the criteria for PBT or vPvB, will
be published on the ECHA dissemination
web section in the future, once the technical revisions to IUCLID and REACH-IT
are in place. Companies will be able to
keep this information confidential, provided that a valid justification is given and
accepted by ECHA.
The IUCLID dissemination plug-in is
a useful tool to check beforehand what
information of the dossier will be disseminated. The plug-in can be downloaded
from the IUCLID website at http://iuclid.
echa.europa.eu.

ECHA introduced a new dossier layout
for the dissemination portal at the Sixth
Stakeholders’ Day on 18 May. The new
layout was designed in response to the
comments received via the feedback
form on the dissemination web page
(https://comments.echa.europa.eu/Comments/DisseminationFeedback.aspx).

Dissemination Progresss

Its main goals were to improve the readability and the navigability of the information provided. ECHA continues to develop the portal and welcomes comments
from all stakeholders on how to make it
more user-friendly. In the longer term
ECHA hopes to develop the portal into a
single point of access for substances, by
additionally linking the search function
to information such as which substances
are Evaluated, Restricted, Authorised
and more.
More information on dissemination and
confidentiality claims can be found in the
following Data Submission Manuals:
▶ Data Submission Manual Part 15: How

to determine what will be published on
the ECHA website from the registration
dossier
http://echa.europa.eu/doc/reachit/dsm_15_
dissemination_manual.pdf

Data Submission Manual Part 16:
Confidentiality Claims
▶

http://echa.europa.eu/doc/reachit/dsm_16_
confidentiality_claims.pdf

▶ Data Submission Manual Part 17: How
Registered

Disseminated

SUBSTANCES
Phase-in*

3 440

3 272 (95 %)

Non-phase-in

1 380

422 (31 %)

Total substances

4 820

3 694 (77 %)

to derive a Public Name for a substance
for use under the REACH Regulation
http://echa.europa.eu/doc/reachit/dsm17/
dsm17_public_name_en.pdf

Information on registered substances
can be found on the ECHA website
http://apps.echa.europa.eu/registered/
registered-sub.aspx

DOSSIERS
Lead
Member
Individual
Total dossiers

2 974

2 882 (97 %)

19 905

1 (0 %)

2 407

1 188 (49 %)

25 286

4 071 (16 %)

* phase-in
substances subject to
transitional arangements in the
REACH registration

Data as of 18 May 2011.
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Evaluation Statistics
▶ Dossier evaluation covers compliance checks of registration dossiers and examinations of testing proposals. In examinations 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 submitted 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/
doc/ECHADocuments/procedure_dossier_evaluation_20110329.pdf. The results obtained so far can be found in the annual progress report
on evaluation http://echa.europa.eu/doc/evaluation_under_reach_progress_report_2010.pdf.
Tables A to C report on the statistics of the dossier evaluation processes from 1 June 2008 to 30 April 2011. 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.

				
A.
Testing proposals: dossiers received and output processed between 1 June 2008 and 30 April 2011.
Phase-in*
Containing testing proposals
No of registered dossiers 1
Containing testing
proposal for vertebrate
animals
Covered by registered
testing proposals
No of endpoints
Covered by registered
testing proposals for
vertebrate animals
Closed
No of third party
Ongoing 30 April 2011
consultations
Planned
Dossiers with testing proposals opened for
examination 2
Draft Decision sent to the registrant 3

Non phase-in

535

37

572

404

26

430

1 087

76

1 163

664

43

707

49
52
303

20
1
5

69
53
308

145

31

176

7
0
2

16
7
3

23
7
5

Final Decision sent to the registrant
Terminated testing proposal examinations 4

B. Compliance check: dossiers and output processed between 1 June 2008
and 30 April 2011.

No of dossiers opened for compliance check
1
Draft Decision sent to the registrant 2
Final Decision sent to the registrant
Quality Observation Letters sent to the
registrant 3
Terminated compliance checks 4

Phase-in*

Non phasein

111

138

249

54
4

28
17

82
21

10

34

44

5

31

36

1 Dossiers ever opened for compliance check notwithstanding their current

status.
2 Draft decisions which had not become final by 30 April 2011.
3 Some 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.
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1 Successfully registered (accepted

Total

and fee paid).
2 Dossiers ever opened for examination notwithstanding their current
status
3 Draft decisions which did not become final by 30 April nor withdrawn
due to termination of TPE.
4 Terminated at the decision-making
stage upon further information
provided by the registrant (e.g. cease
of manufacture, tonnage downgrade
or withdrawal of a testing proposal).

* phase-in
substances subject
to transitional
arangements in the
REACH registration

C. Status of compliance checks on registration
dossiers motivated by the 2010 deadline1
Phase-in*

Total

No of registration dossiers
5 % target for the compliance checks on
registration dossiers motivated by the 2010
deadline 2
No of dossiers opened for compliance check 3
Draft Decision sent to the registrant 4
Final Deciscion sent to the registrant
Only Quality Observation Letter sent to the
registrant 5
Terminated compliance checks6

18 403
920

1 Dossiers for normal registrations and transported isolated

88
49
1
5
2

intermediates which comply with the criteria for the first REACH
dossier submission deadline for phase-in substances (1 December
2010).
2 This is the target for the 18 403 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.
3 Dossiers which meet the 2010 registration deadline criteria and
that have been ever opened for compliance check notwithstanding their current status.
4 Draft decisions which did not become final by 30 April 2011.
5 Some additional quality observation letters have been sent
together with draft decisions, but are not counted here.
6 Terminated upon further information being provided by the
registrant or terminated without administrative action.

