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The six-month pre-registration period closed on 1 December.
A key element
of REACH is a phased registrations programme for existing chemical substances.
Pre-registration enables companies to enter substances into this process.
There were about 15 times more pre-registrations than forecast: over 2.6 million, submitted by over 65 000 companies from all the EU and EEA countries. Nevertheless
the REACH-IT system coped, even during the extremely high level of traffic in the last
weeks before the deadline. ECHA put in place a back-up system for the last day to allow
pre-registration to continue in case REACH-IT failed, and also opened a help line for the
last two weeks to answer urgent questions on pre-registration. ECHA staff showed great
dedication in this work and permitted a happy outcome to the pre-registration period.
Companies who have pre-registered benefit from the transitional provisions in REACH. They
can continue to supply their ‘phase-in’ substances until the appropriate registration deadline.
Companies who supply phase-in substances for the first time in the EU can make a late pre-registration and enter the registration programme. In contrast, current suppliers who failed to preregister by the 1 December deadline cannot legally produce or import the substance until they
have successfully registered it with ECHA, i.e. the staggered registration deadlines do not apply
and there are no provisions within the REACH Regulation for late pre-registration in their case.
All substances have been pre-registered by more than one company. The aim is that registrants will co-operate to submit a consolidated registration dossier containing the technical information on the substance. In addition, companies must co-operate to share test data on the
properties of the substance. To do this they must move from the pre-SIEF to the SIEF (substance information exchange forum), agreeing on a common definition of the substance. There
will be many challenges in relation to successful co-operation, especially for SIEF’s with many
members and for substances to be registered for the first deadline, i.e. 30 November 2010.
ECHA will produce an as complete as possible list of pre-registered substances by 1 January 2009. Purchasers of chemicals will want to take steps to ensure continued supply. The
list does not name the pre-registrants and, as all the substances on the EINECS inventory
have been pre-registered, the list may be of limited practical value to downstream users.
								
ECHA’s First Stakeholders’
Day was held on 10 October at
Finlandia Hall Helsinki. Photo by
Noomi Ljungdell
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From the Executive Office
ECHA’s Multi-Annual Work Programme 2009-2012 published for
public consultation
The Management Board adopted the MultiAnnual Work Programme for 2009-2012 in its
meeting in Helsinki on 24-25 September 2008.
In line with the Agency’s transparency policy,
the Multi-Annual Work Programme is now published for public comments on the Agency’s
website in 22 EU languages. Stakeholders
are invited to comment on the document. The
stakeholder input will be taken into account
when the Work Programme is updated in 2010.
A dedicated web form on the ECHA website is given for comments. The web
form is open until 30 January 2009.
To access the different language versions of the Multi-Annual Work Programme
2009-2012,
please
visit
http://echa.europa.eu/publications_en.asp

Two Head of Unit posts in the field of
information technology
ECHA has published two vacant Head of Unit
posts with the aim of reinforcing its management team with dynamic IT experts ready for the
multidisciplinary challenge. The positions are:

New Senior Organisational Advisor and five new Heads of Unit
appointed
The Executive Director has appointed
Mr Markku Junkkari as the ED’s Senior
Organisational Advisor. The following
Heads of Unit have also been appointed:

Ms Leena Ylä-Mononen is Finnish and has
been serving as Head
of Unit in Directorate A of the Agency
since
September
2007. Her previous
employment was with
DG Environment of
the European Commission in Brussels.

Unit EO - Executive Office: Mr Alain Lefebvre
Unit A1 – Guidance and Helpdesks: Ms Pilar
Rodriquez Iglesias
Unit A2 – Committees and International
Relations: Ms Leena Ylä-Mononen
Unit A3 – Communication and REACH Training: Ms Lindsay Jackson
Unit C2 – Registration: Mr Anthony Wilson

Ms Lindsay Jackson
is British and currently serving as Head of
Communications and
Stakeholder Engagement with the UK
Department for Children, Schools and
Families in London.

		
Alain Lefebvre is
French and has been
serving as Head of
Unit of the Executive
Office since November 2008. His previous
employment was with
Country Relations and
Coordination in the
European Centre for
Disease Prevention
and Control (ECDC)
in Stockholm.

Mr Anthony Wilson is
also British and started
as Head of Unit C2 on
1 October 2008. Prior
to this, he was Senior
Scientific Officer in Directorate B from May
2008. Before joining
ECHA, he served as
a team leader with
the Health and Safety
Executive in the UK.

Ms Pilar Rodriguez Iglesias is Spanish and
currently
associate
R&D manager and
group leader at Nestlé
Research Centre in
Lausanne,
Switzerland. Before this, she
was Head of Unit and
scientific coordinator in
the European Food Safety Authority (EFSA).

Markku Junkkari is
Finnish and currently
working as an Administrative Director for
the European Aviation
Safety Agency (EASA)
in Cologne, Germany,
Mr Junkkari has gained
experience also from
another EU Agency,
the European Training Foundation (ETF),
situated in Turin, Italy.

Head of Unit – Scientific IT Tools
Head of Unit – Information and Communications Technology
The Scientific IT Tools Unit of ECHA deals with
business information systems and complex
specialised software applications in order to
serve a large number of internal and external
users. The Information and Communications
Technology Unit is responsible for developing and coordinating the Agency’s strategic
ICT framework and the policies in coherence
with the Agency’s work and to support management in the governance of ICT projects.
				
For more details on these and other
posts, please consult the Job opportunities section on the ECHA website
http://www.echa.europa.eu

After a successful entry into operations the
European Chemicals Agency is continuing to expand and develop its activities.
The structure of the organisation is evolving concurrently. The Office of the Executive Director (OED) has been reorganised
and is now called the Executive Office
(EO).The new Head of Unit, Mr Alain Lefebvre, started at ECHA on 16 November.

its tasks in a coherent, effective and efficient way, and in compliance with the applicable rules and regulations. The unit consists of the Legal Team, the Management
Board Secretariat, Quality Management
and Document Management. The Internal
Auditor and the Scientific and Organisational Advisors are also part of the unit and
work directly under the Executive Director.

The closing date for submitting applications for these posts is 5 January 2009.

The Executive Office assists the Executive
Director in ensuring that the Agency fulfils

The new organigramme can be found on the
ECHA website.
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New unit created: the Executive Office

Pre-registration
Rationale of the pre-registration
The pre-registration of phase-in substances
ended on 1 December 2008 resulting in an
unexpectedly high number of pre-registrations received. The aim of pre-registration
is to make it possible for companies which
manufacture or import the same chemicals
to share and prepare data for the registration
dossier. This reduces the need for new animal testing and saves costs since not every
company needs to carry out tests individually.
Pre-registration also makes it easier for companies to meet their REACH obligations as
it gives them more time to register. Companies which have pre-registered their phase-in

substances will benefit from extended registration deadlines. These depend on the quantities of the substance involved and its hazard classification. The staggered deadlines
range from November 2010 to May 2018.
A company that failed to pre-register a
phase-in substance by 1 December 2008
may neither import nor manufacture it after that date until it has registered the substance with the European Chemicals Agency
and paid the appropriate registration fee.

Great teamwork key to success
The pre-registration phase involved several
units in ECHA: REACH-IT technical teams,
experts in substance identification and the
helpdesk which set up a Rapid Response
Service. All struggled to bring the first big
REACH process to a happy conclusion.
Stretching REACH-IT
Christel Musset, Director of Registrations
and IT Tools, is quite proud of how REACHIT and the teams performed in the last meters of the pre-registration race. The IT system of the new Agency performed well as it
held under the pressure of 15 times more
pre-registrations than expected. “The results are impressive: during the six months
of the pre-registration period, more than
65 000 companies signed up in REACH-IT
and submitted more than 2 600 000 preregistrations. Almost half of the pre-registrations were submitted in the last 2 weeks of
the pre-registration period,” Christel Musset
said happily at the end of pre-registration.

ECHA launched a back-up procedure on
1 December to ensure that all companies
could pre-register before the deadline in
case the REACH-IT system would not be
able to cope with the load in the last day.
ECHA management and IT experts defined
in daily meetings the strategy and the next
steps as the statistics showed a huge increase in the number of pre-registrations.

Nearly 30 000 substances identified
“by hand”
While other teams were ensuring the functioning
of the REACH-IT system, the substance identification team screened all substances pre-registered without an EC number, to facilitate SIEF
formation by industry after pre-registration.
One can almost say that the identification
team managed the impossible. In October
and November, the complete team numbered seven staff members, and together
they screened 27 000 substance identities.
A functional mailbox was set up to communicate with the pre-registrants in case
of issues with substance identity. Over the
last four months, the team sent more than
11 000 e-mails to companies and received
some 2 200 replies. The substances preregistered by CAS numbers have been verified in collaboration with the Chemical Abstracts Service (CAS) in less than two weeks.

The REACH-IT system was able to cope
with the high number of users and pre-registrations, and only a limited number of preregistrations (about 1 000 pre-registrations)
were received through the back-up system.
Preparations
now
continue
for
the
publication of the list of pre-registered substances by 1 January 2009.

Adrenaline in the ICT Operations Room
by Jef Maes, Head of Resources

With the deadline of 1 December for preregistrations approaching, both life and
work in ECHA’s ICT Monitoring Centre became gradually more hectic and stressful.
In the last weeks the staff in the Centre monitored on a permanent basis the REACH-IT application: its availability, the number of users,
the load of processors, database performance,
the status of bulk, network capacity and more.
The staff intervened where needed and unlocked queue-files, blocked IP addresses or
tuned further the performance of the system.
The experience indeed confirms that REACHIT is a heavy and demanding system and was

under extreme pressure in the last weeks of
the pre-registration phase. At the closing
time of 24.00 GMT on 1 December, a total of
2 231 632 pre-registrations had arrived with
6 206 bulk registrations submitted but still to be
processed. The peak day turned out to be Friday 28 November with over 4 500 concurrent
users around mid-day; even on the last day of
the pre-registrations we received over 17 000
logins and over 22 000 manual registrations.

ECHA reception was busy answering calls during the last weeks of pre-registration. Photo by
ECHA Communications.

Offering this capacity to the user has also
been a major challenge to the infrastructure
colleagues; adding servers, increasing storage capacity, moving databases to ram-disks,
increasing network access, adding database
ECHA Newsletter
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ECHA Rapid Response Service for last
minute questions on pre-registration
a great success
ECHA offered to potential registrants enhanced
assistance during the period immediately preceding the deadline for pre-registration. The
ECHA Helpdesk operated a Rapid Response
Service (RRS) from 17 November until 1 December 2008 for questions related to pre-registration. For that purpose ECHA put in place
dedicated web forms where enquirers could
enter their last minute questions on REACHIT and IUCLID 5, and request general advice
on their role and obligations under REACH.
This service has been widely used by potential
registrants. Throughout the two weeks preceding the deadline for pre-registration, and including the weekend of 29th and 30th November, more than 2600 questions were answered.
Approximately 80 % of these questions were
submitted via the RRS web forms. The other
20 % were submitted through the normal
ECHA helpdesk web forms, screened and if
pre-registration relevant escalated to the RRS.

indexes – all this was part of a constant effort
to keep up with the unexpected high demand.
Adrenaline levels increased several times
in the operations room due to external access anomalies, such as over 1 million
pages requested by one user in a period of
two hours, or over 15 000 user registrations
from one physical location - clear evidence
of “Denial of Service” attacks. Colleagues
kept their cool and dealt with these problems.
Together with the high and increasing number of users, the ICT help desk received peak
loads of queries with 700 user tickets that had
to be dealt with in the last two weeks, unblocking user accounts, de-blocking file uploads
and giving technical advise to users. The classic 90/10 rule applied in that 10 percent of the
difficult issues took up 90 percent of the time.
Given the high pressure on the system, it was
deemed necessary to have a fall-back solu-

tion in place in the eventuality that the system
would not be able to cope with the high peak
load. Such a fall-back solution offered the possibility to upload data files through web forms
and was developed with very short time delays through close cooperation between ICT
and Operational colleagues – it was tested on
load and functionality, tuned and deployed.
It turned out that this precautionary measure was not needed but demonstrated the
promptness and the capacity of the ICT team.
While being aware that the initial performance of the system was sub-optimal for
its needs, the joint efforts of ECHA colleagues and co-workers resulted in a high
performing and stable system in the last two
weeks of the pre-registration. A good technical and experience basis has been established for future developments of REACH-IT.

More than half the enquiries received originated from companies that identified themselves
as SMEs. Questions were answered by e-mail
or on the phone with an average response
time of 2-3 working days. Requests to unblock
user accounts in REACH-IT were usually answered within 24 hours. ECHA tried its utmost
to serve enquirers in their native language
and in particular phone calls were conducted
in a large variety of European languages.
During the operation of the RRS, ECHA
continued its normal Helpdesk service,
and within this framework answered an additional 500 questions, in particular from
companies established outside the EU.

In the last weeks of pre-registration, ECHA received a very high number of manual preregistrations.

ECHA Helpdesk worked seven days a week
during the last weeks of pre-registration. Photos by ECHA Communications.

Performance of REACH-IT was constantly monitored in frequent strategical meetings. Photo by ECHA
Communications.
ECHA Newsletter
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REACH-IT and Statistics
Company sign up and pre-registrations
By 8 December 2008, 65 618 companies
had signed up in REACH-IT and created
2 617 222 pre-registrations.

posals for identification of Substances of
Very High Concern and 9 proposals for
harmonised Classification and Labelling.

For substances which were pre-registered by
chemical names or other names, ECHA recommended the use of internationally recognised nomenclature such as IUPAC or CAS.
Trade names and internal company codes
should have been avoided as these names
are not internationally recognised or used. In
addition, it was encouraged to indicate the
names in the English language. Consistent
use of the guidance for identification and
naming of substances was needed to ensure
that potential registrants could be grouped
in the same pre-SIEF. ECHA recognised
that some companies had difficulties in preregistering their substances properly. Where
possible, ECHA contacted these pre-registrants and gave them the possibility to resubmit the information in the correct manner.

Of the 683 inquiry dossiers submitted, 525
were accepted for assessment. 170 of these
resulted in the issue of an inquiry number and,
where relevant, details of other potential and
previous registrants and (robust) study summaries for the same substance. Those inquiries that could not be processed were due to
the dossier not containing all of the information
required by Article 26(1) of the REACH Regulation and/or the information being insufficient
to allow ECHA to verify the substance identity.

Submissions via the temporary
submission procedures
By 8 December 2008, ECHA had received
456 PPORD notification dossiers, 683 inquiries, 65 regular registrations (54 of which
were initial submissions) and 131 registrations for intermediates (96 of which were
initial submissions). Many of these dossiers
could not be processed further because of
incorrect information (e.g. missing submission form or inconsistent dossier identification). Statistics on the numbers of dossiers which could be accepted for further
processing are provided in the table below,
together with a list of the most common reasons.
In addition to industry dossiers, ECHA has
also received from Member States 16 pro-

After Pre-registration
Companies that have pre-registered their
substances will benefit from the staggered
registration deadlines (2010, 2013 or 2018)
for their substances. Their next REACH
obligation is to start data sharing in Substance
Information Exchange Forums (SIEFs) after
ECHA has published the List of Pre-registered Substances. Companies may organise
their data-sharing as they consider most appropriate. Some industry associations have tools
ready to facilitate the data-sharing.
Companies starting to manufacture or import
a substance at or above one tonne per year
after 1 December for the first time can benefit
from late pre-registration provisions. This provision does not apply to those companies that
have failed to meet the pre-registration deadline. Such companies cannot continue manufacturing or importing the substance until they
have submitted a full registration dossier and
paid the registration fee.

REACH-IT closed from 17
December 09.00 hrs to 4 January
inclusive
Companies can continue to use the temporary submission procedures for inquiry, registration and PPORD dossiers
until 15 December 2008. REACH-IT will
close on 17 December to permit database migration to an updated version.
On-line submissions will start again on 5
January 2009, with new submission times.
REACH-IT continues to be available until
17 December for companies to sign-up,
to view and retrieve information on preregistrations and to claim the registration numbers for “new” substances they
notified before 1 June 2008 under the
previous legislation. The pre-SIEF function will remain unavailable until 2009.
ECHA will not accept any dossiers sent
under the temporary submission procedures after 15 December 2008. E-mail
addresses for dossier submissions will
be closed. This means that ECHA will
not accept inquiry, PPORD or registration dossiers after that date. Companies
wishing to obtain the right to manufacture
or import substances before the Christmas period should submit their dossiers
promptly, i.e. by 15 December the latest.
The web pages and manuals outlining the
new procedures for data submission will be
launched on the REACH-IT section of the
ECHA website immediately after the closure
of the temporary submission procedures.
For more information, please consult the
ECHA News Alert ECHA/PR/08/55 from 3
December.

For more information, please consult the
ECHA Press Release ECHA/PR/08/54 from
2 December .
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News on REACH and ECHA
Interview with Joachim Kreysa:

Decisions “on the hoof” but
steering on course
The “monument” Joachim Kreysa, ECHA Director for Co-operation until the end of October
2008, leaves behind in Helsinki, is seven floors
high. Joachim Kreysa was preparing the start
of ECHA from 2005 in the REACH Unit at the
European Commission, and it was one of his
tasks to help find the new European Chemicals Agency a home in Helsinki. He quickly
became convinced that a building belonging
to a Finnish insurance company was the right
one, because of its underground tennis court,
where today a brand new conference centre
has been created. Thanks to this, the ECHA
staff can enjoy working at a very nice and
practical location right in the centre of Helsinki.
Joachim Kreysa himself moved to Helsinki as
one of the first staff members of ECHA, and
just like all his colleagues, took care of a multitude of tasks from decision-making to carrying
furniture. As early as the first day, ECHA took
up its communication tasks as the helpdesk
started to work and the website went online.
Joachim Kreysa says that ECHA has developed as planned. “Everything has so far been
working. In the implementation of REACH
the Agency often sees that there still are very
many open questions. We often need to decide
“on the hoof”. Parallel to implementing REACH
we are also developing our understanding of
it, and we are getting a lot of feedback from
industry on problems they are facing and we
have to find answers to them,” Kreysa adds.
From the start, communication has played a
central role in the implementation of REACH.
The Agency needed to inform industry about
its new duties and maintain and further
build up communication and networks with
other authorities and stakeholder groups.
Today, REACH has become a reality in Europe,
and the awareness of the new regulatory conditions on the EU and EEA chemicals market is
also growing in other parts of the world. “ECHA
but especially REACH is really influencing all
our trade partners all over the world. Communicating with these trade partners is important
to ensure that REACH is not only seen as a
barrier to trade or as a problem. It is also an opportunity worldwide to achieve better management of chemicals,“ Joachim Kreysa stresses.
“I spoke recently in Asia with many producers of articles about their problems related to
substances in articles. I was positively surprised by their great willingness to comply
with REACH, and there was one big question:
What does it mean?” Kreysa says. “The problem for these countries is to communicate in
the supply chain. They are not used to having
to inform each other of all these details. The
idea that a producer of an article will know
exactly whether their product contains a certain amount of substance X is also simply not
working. It seems that test laboratories are
going to offer their services to producers.”

Classification and labelling is one of the instruments used in managing the risks of hazardous
chemical substances, preparations and in some
cases certain specific articles under REACH.
In the European Union there is over 40 years
experience of classification and labelling of
chemical substances under Directive 67/548/
EEC and the corresponding directive relating
with the classification, packaging and labelling of dangerous preparations (Dir 1999/45/
EC). These two directives will be replaced
when the new Classification, Labelling and
Packaging (CLP) Regulation on substances
and mixtures enters into force in January,
2009. With the adoption of the new CLP
Regulation, the revision of the old chemicals
legislation, which was initiated by the adoption of REACH, will have been completed.

substances have been published in Annex
I of Directive 67/548/EEC for many years.
With the advent of REACH and the new CLP
Regulation, industry will have to notify their
self-classifications to ECHA who will make
them publicly available through the classification and labelling inventory. This inventory will record the classifications received
through the registration dossiers, the industry self-classification as received through the
notifications as well as the decisions taken
at Community level to harmonise the classification and labelling of some substances.
The inventory will also serve as a mechanism to resolve differences between different companies. The first inventory should
be published as early as possible although
it is not expected to be before spring 2010.

The new CLP Regulation is based on the
‘Globally Harmonised Classification and Labelling of Chemicals’ (GHS) agreed internationally by the United Nations. The CLP
Regulation introduces the new internationally accepted criteria for classifying substances and mixtures into the EU legislative
framework. However, the new criteria are
not very different from the old EU criteria, as
the EU and its Member States had a large
influence on the development of the GHS.
The Regulation will be binding in its entirety
and directly applicable in all Member States.
The aim of the CLP Regulation is to establish the criteria for classifying substances
and mixtures (preparations) for physical
hazards, hazards to human health and/
or to the environment, including hazards
to the ozone layer. Furthermore, suppliers of substances and mixtures are obliged
to classify, label and package their chemicals before placing them on the market.

As with under the old legislation, a Member State Competent Authority (MSCA) can
make proposals for harmonised classification and labelling at Community level. However, REACH, and now the CLP Regulation,
limit this possibility to classification of a substance as carcinogenic, mutagenic or toxic
for reproduction (category 1, 2 or 3) or as
a respiratory sensitiser - thereby focussing
the resources of Member States and ECHA
on the more serious and long-term toxicological endpoints. Harmonised classification
and labelling for other effects may still be
proposed on a case-by-case basis if justification is provided demonstrating the need
for action at Community level. MSCAs will
still be able to submit proposals for harmonised classification and labelling of all hazard
classes for active substances used in plant
protection products and biocidal products.

For users of chemicals (workers, consumers,
emergency responders), the CLP Regulation
will introduce changes. The hazard communication will be different from the current system, as there will be new hazard pictograms,
signal words, hazard and precautionary statements. These will appear on labels on packaging containing hazardous chemicals as well
as in Safety Data Sheets (SDS). Labels and
SDSs provide the hazard specific information
to workplaces as well as the specific protective measures that should be implemented in
order to avoid the possible adverse effects
caused by those hazards during normal storage, use and handling as well as in cases of
accidents. For consumers, labelling of the
package is the only tool for communicating
the hazards and precautionary measures.
Classification and labelling has always been
a responsibility for industry, although harmonised classification and labelling has been
done at Community level and agreed classifications and labelling for certain dangerous

Cont. page 7
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When the CLP Regulation enters into force,
manufacturers, importers and downstream
users will also have the possibility to submit proposals to ECHA for harmonised
classification and labelling of a substance
but only for substances and hazard classes that are not already been harmonised.
ECHA had already received by the end of
November nine proposals for harmonised
classification and labelling proposals from
MSCAs. The CLP regulation introduces a
transitional period from 1 December 2010 to
1 June 2015 in order to allow the (re-)classification and labelling of mixtures. This requires
that the substances are classified according to the both systems during this period.
ECHA will provide guidance on classification and labelling on its website. This guidance is currently being prepared by the
Commission with substantial input from
Member States, stakeholders and ECHA
experts. Finally, ECHA will also support
the Member States when carrying out their
helpdesk activities on the new regulation.

Interview: Andreas Herdina
In early November, Andreas Herdina, the new ECHA Director of Co-operation, made an astonishing discovery: “ As early as my first week here I had already totally forgotten about my
previous job”, he explains.
Herdina who is in charge of three ECHA
units dealing with the external relations of
the Agency - Guidance and Helpdesk, Communication and REACH Training as well as
Committees and International Relations took up his new position at ECHA during the
final phase of the pre-registration of chemicals. The communication needs of the Agency were correspondingly high, and ECHA
and his Directorate was a hive of activity.
The new director feels at home in this atmosphere, as he was used to new beginnings and
build-ups during his former career as a diplomat. After the war in Bosnia-Herzegovina, he
joined the Office of the High Representative
Carl Bildt and was mainly in charge of policy
issues related to refugees and internally displaced persons and later in a place called Drvar
involved in very practical questions of peace
implementation in demanding circumstances.
Before starting at ECHA, Andreas Herdina
worked for nine years with the European
Commission in DG Enlargement and DG External Relations where he dealt with EU accession negotiations, led a Task Force dealing with nuclear issues and became a key
figure in setting up the EU’s European Neighbourhood Policy (ENP). He was involved in
negotiations on the early closure of several
nuclear power plants in candidate countries
and in building up the capability within DG
Enlargement to handle the PHARE-funded nuclear safety assistance programme.

of bringing the REACH Regulation to life that
makes the challenge interesting, also for me.
It is fun working with the creative staff that
I have encountered in ECHA, doing something that has never been done before.”
To this end, over the past 18 months, ECHA
has put a complex machinery into operation.
“It is the responsibility of the senior management to see that this complexity is handled
with a longer term perspective in mind, as
ECHA’s operations are going to be further built
up over the next few years”, Herdina says.

From page 6:
Joachim Kreysa, who accompanied ECHA
from a project to a busily working community
of over 200 people, leaves the Agency for a
post in Ispra, Northern Italy, at the Joint Research Centre of the European Commission.
In Italy, he will head the in-vitro toxicology
unit and for the next months also the European Centre for Validation of Alternative Testing Methods (ECVAM). “So I will be involved
in the question of alternative testing which is
very important under REACH and will stay
in contact with ECHA and the Regulation.”

“ECHA will now move from pre-registration
to registrations, then to evaluations, assessments and restrictions, and in each cycle we
will also have to establish new communication methods each with a different emphasis”, says Herdina. These evolving tasks will
also affect the work of ECHA’s Committees.
“One of the striking short-term parts of
the workload in my Directorate has been
the Rapid Response system that we
were running just before the 1 December pre-registration deadline. The number
of questions we received showed that it
was a necessary and welcome measure”.
“The dialogue both with the public and with
industry will always bring new challenges to
us”, says Herdina. For him, one of the priorities in 2009 will be to focus on the diversification of ECHA’s interaction with technical
audiences as well as the general public and
on communication via the Agency website.

Joachim Kreysa encourages the ECHA staff to
keep the spirit of the first days. Photo by ECHA
Communications.

One of next year’s further challenges
in his Directorate will be that two out of
the three heads of unit will be new, replacing seconded Commission officials.
Of the new projects of his Directorate, Herdina mentions new guidance that is being
developed and plans to establish a compendium of the terminology for REACH.
Increasing international cooperation

Andreas Herdina started as Director of Co-operation in November and feels already at home. Photo
by ECHA Communications.

Third countries have shown a growing interest in REACH and in having contact
and working relations with the Agency.

“The communications of ECHA might not be
surrounded by the same sensitivity and emotion as nuclear safety, but there are certain similarities in the perception of safety and the management of residual risks”, Herdina observes.

“I would mention for instance the interest
expressed by Turkey and Switzerland. Both
these countries, Turkey as an EU candidate
country and Switzerland as a third country that has very recently taken the decision to align its own national legislation to
the REACH Regulation, are of course in
a lengthy process of adapting their own
regulatory regime of chemical substances.”

For him, the key difference to his past jobs
is that at ECHA, it is the legislation that has
set the pace and the tasks. “It is the process

“When we design our relations with
these and other countries, we will need
to take into account their individual naECHA Newsletter
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The Forum of the European
Chemicals Agency - Role,
responsibilities and activities
The Forum for Exchange of Information on
Enforcement (Forum) is one of the bodies of
ECHA and its role is to coordinate a network
of authorities responsible for enforcement of
REACH within EU and EEA-EFTA states (Norway, Iceland and Lichtenstein). Its specific
tasks are laid down in Article 77(4) of REACH,
but generally speaking it works towards coordinating the enforcement of REACH in all
countries implementing it and thus ensuring similar conditions on the internal market.
The Forum first met and was established in December 2007. It is composed of 30 members
- one appointed by each EU Member State
and each of the three EEA – EFTA states. At
its second meeting, in May 2008, the members
elected a Chair (Ms. Ulrike Kowalski – DE) and
two Vice-Chairs (Mr Joop Blenkers – NL and
Mr Nikolay Savov – BG). ECHA provides the
Forum secretariat, which gives administrative,
technical and scientific support and coordinates
the activity of the Forum with the rest of ECHA.
The Forum plenary meets two or three times
per year. In order to carry out detailed tasks
like drafting documents or preparing projects the Forum establishes Working Groups.
Forum Activities
Since its establishment, the Forum has e.g.
prepared and adopted its Work Programme
for 2008 – 2010 (link) and prepared an inventory of the data needed by REACH enforcers
from REACH-IT. On the basis of that inventory the ECHA has prepared a proposal for
access of inspectors to data from REACH-IT
which is now discussed by the Security Officers Network and the Forum. The Forum
has also given its advice to the Commission on the enforceability of the draft revised Annex XVII of REACH (Restrictions).
The Forum has also agreed on a document
on a framework for strategies for REACH
enforcement and decided on the common issues to be included in the Member States
report to the Commission, according to the
Article 127 of REACH. It has also agreed on
the first coordinated Forum enforcement project focusing on verifying compliance with the
REACH provisions related to registration,
pre-registration and Safety Data Sheets. The
project is intended for implementation in 2009.
Currently the Forum prepares for the implementation of the coordinated project and is investigating the requirements for the system for information exchange between inspectors. It has also
begun preparations for the next enforcement
project (foreseen for 2010) and started work
on minimum criteria for REACH inspections.
The next meeting is foreseen for April 2009.

circumstances,”

stresses

Herdina.

ECHA is also involved, at the request of the
European Commission, in providing scientific support to the Commission for the
work of multilateral bodies that deal with
chemical substances and with the harmonisation of international approaches.
Along the coast
Three sets of circumstances brought Andreas Herdina to Helsinki: the mobility rules
of the European Commission for its managers, the search criteria of the Agency and
the fact that Herdina´s wife, a senior Finnish
diplomat, had just taken up a new position
in the Ministry of Foreign Affairs in Helsinki.
“What I expect is for the job satisfaction that
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“Being an amateur yachtsman, I also
now appreciate living in a city by the
sea – this should give me ample pleasure sailing along the beautiful Finnish coastline during summer weekends.”

Agency Bodies
RAC prepares for restriction procedures
The ECHA Committee for Risk Assessment
expects to receive proposals for restrictions in 2009 for its opinion. The Committee
will also need to give its opinion on many
proposals for classification and labelling of
chemicals. Public consultations will be organised on the proposals, already next year.

that the first public consultations under REACH
on these classification and labelling proposals
can start in early 2009. Five more dossiers
were recently submitted to ECHA for which
accordance checks are currently underway.

The REACH title concerning restrictions in the
use of chemicals becomes effective on 1 June
2009. As authorisation provides a new, alternative risk management route at Community
level, it is difficult to forecast how many restriction proposals will be submitted in the future.
The RAC must prepare its opinion on a restriction within 9 months and the other involved ECHA committee, the Committee
for Socio-economic Analysis, in 12 months.
The Committees have established an informal inter-Committee group to identify and
establish best practices for coordination of
the work on the same dossier and will hold
a joint plenary meeting to agree on the interrelated procedures in June. During the 12
months, a 6 month public consultation also
needs to take place. The first opinions of
ECHA Committees concerning restriction
proposals can thus be forwarded to the European Commission in 2010, at the earliest.
“We have been told that some countries
intend to submit restriction dossiers, the
first probably before the end of 2009,” says
Sharon Munn, Chair of the RAC. The Committee will start to make intensive preparations to have its procedures in place to
deal with restriction proposals that may
be submitted from June 2009 onwards.
Classification and Labelling on two tracks
The RAC has already received from Sweden
four proposals for harmonised classification
and labelling. The dossiers were returned to
Sweden after an accordance check for additional information, but are expected to be returned to ECHA before the end of the year so
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I have already felt in the first weeks of my
activities here to continue! It is very easy
for me to identify with the main tasks of the
Agency, such as to contribute to the protection of human health and the environment, to contribute to the innovative capacity of the European chemicals industry, and
also to bring a bit of regulatory order into
the chemicals sector. I can certainly also
subscribe to the further aim of the REACH
Regulation which is to reduce the scope
of animal testing”, says Andreas Herdina.

Sharon Munn, Chair of the RAC, expects a full
committed agenda for 2009 . Photo by ECHA Communications.

The Committee has already designated
rapporteurs and co-rapporteurs for the dossiers received and for 16 further chemicals for which various States intend to prepare classification and labelling proposals.
Due to recent EU agreement on a new classification and labelling regulation (see separate
article in this Newsletter), the RAC will need
to prepare its opinions according to both the
classification criteria in the Dangerous Substances Directive (67/548/EEC) and the new
CLP regulation during a transitional period.
Usable output as target
The RAC has the task of providing an opinion on two types of Annex XV dossiers

coming from the Member States or participating EEA/EFTA States: classification
and labelling proposals, and proposals for
restriction. In addition the RAC will provide
opinions on the applications for authorisations which follow from the identification of
Substances of Very High Concern and their
inclusion in the so called authorisation list.
The RAC currently has 39 members covering a wide-range of expertise such as
toxicology, ecotoxicology, risk assessment,
classification and labelling, as well as risk
management. Committee members can be
accompanied by advisors on scientific, technical or regulatory matters, and as REACH
states, the Member States need to provide
all necessary technical and scientific support to the members they have nominated.
The Committee has met in Helsinki a number of times this year agreeing on a range
of issues but also giving, this the largest of
the ECHA Committees, an opportunity to
get to know each other. This is important
as good working relationships will be essential to the success of the RAC in delivering consensus opinions on complex

dossiers according to stringent deadlines.
The final task of the Committee is to deliver
to the Commission an opinion which is well
supported by a sound scientific and technical
rationale and is usable for decision-making.
Stakeholders already present
The RAC has invited representatives from
15 stakeholder organisations as observers
to its meetings. Six observers have already
attended the last meeting. “We have a good
spread across all different concerned parties: an environmental NGO, an animal
welfare organisation, a trade union in relation to worker protection issues, industry
organisations, and we also invited a SME
organisation to attend,” explains Munn.
Stakeholders can contribute to the opinionmaking process also through public consultations. “The Committee can base its
opinion not only on the dossiers submitted
by the Member States but also on the additional information that may be submitted in the public consultation,” says Munn.

Agency Networks
Security Officers’ Network - a single point of contact on ICT security
Issues affecting Member States Competent Authorities
The Security Officers’ Network (SON) is a
network of experts nominated by Member
States. Its target is to harmonise security
procedures and to define a minimum level
of security in each Member State Competent
Authority (MSCA). In practice the network
drafts proposals and agrees on solutions to
ICT security issues related to REACH-IT; defines the roles and responsibilities of different
actors working on ICT security in MSCAs and
ECHA; agrees on policies and guidelines on
security-related issues, and gives advice and
comments to requests from committees and
the Forum (e.g. the enforcement access).

The national Security Officers nominated
should have a mandate to decide on security
issues. They are also responsible for informing their Competent Authority of the discussion and decisions made during the SON
meetings. The European Chemicals Agency acts as the coordinator of the network.
The network was created by the European Commission in February 2007 and
handed over to ECHA in June 2007.

The fourth SON meeting discussed secure networks between ECHA and MSCAs
The fourth Security Officers’ Network (SON)
meeting took place in Helsinki on 6 November 2008. The Commission was present in the
meeting for the first time in its own capacity.

rum for Exchange of Information on Enforcement on their information needs.

The purpose of the meeting was to give an
update on the planning of the REACH-IT project and the implementation of Member State
Competent Authority (MSCA) user administration security measures, give an update on the
Virtual Private Network (VPN) connections to
the MSCAs, introduce the role of the Commission, and further elaborate on the rules dealing with external parties and enforcement.

ECHA will focus on getting everything ready
for Member State Competent Authority
(MSCA) access. MSCAs need to finalise the
implementation of secure network connections to ECHA. ECHA plans to open access
for MSCAs to REACH-IT in March 2009.
Harmonised guidelines and minimum level
of security will be agreed upon with MSCAs,
the industry and the Commission. Training sessions for the ICT specialists from the
MSCAs are foreseen before access is given.

The meeting introduced the proposal on
enforcement access to REACH information which ECHA had prepared after the
careful analysis of the report of the Fo-

Next steps

ECHA Senior Management Strategy
Seminar in Haikko
ECHA organised a first strategy seminar for the
senior management during 7 – 8 November
2008 in hotel Haikko Manor in Porvoo, Finland.
During the seminar the management discussed
the implementation of the ECHA Multi-Annual
work plan for 2009 – 2012 and Annual Work
Plan for 2009 and also the current state of
play of the management and functioning of
ECHA. The seminar proved to be very useful
for the ECHA senior management including
the newly appointed directors and advisors to
establish a common understanding and basis
of the current state of play and the challenges
ahead and to enhance functioning of ECHA.

Guidance on registration - Update on
Only Representative
Following the recent clarification by the European Commission on issues related to
the only representative (OR) ECHA’s Executive Director initiated a “fast-track” update of the Guidance on registration. After
the successful completion of the consultation procedure the chapter “Only representatives of non-Community manufacturer” has
been updated on the following three issues:
whether an OR can appoint a third party
representative;
whether the whole volume of a substance
imported into the EU is to be covered by the
registration of the OR, if an OR has been appointed by a non-Community manufacturer;
under which conditions can an OR can benefit
from Article 28(6).
Given the impending pre-registration deadline of 1 December 2008 the guidance was
updated according to a fast-track process
involving only the REACH Competent Authorities. A written procedure was initiated
with the REACH Competent Authorities and
concluded on the new text proposal for the
aforementioned chapter. The revised Guidance on registration was published on the
ECHA Guidance website on 26 November.
http://echa.europa.eu/reach_en.asp

Agreement on the enforcement access to
REACH information has to be reached together with the Forum for Exchange of Information on Enforcement and REACH CA.
ECHA Newsletter
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ECHA dialogued with over 200
stakeholders in Helsinki
Over 200 representatives of stakeholder organisations around the world participated in
the first Stakeholders’ Day of the European
Chemicals Agency. The event took place
on October 10 at Finlandia Hall in Helsinki.
The day was divided into two general sessions.
During the morning session, up-to-date information on pre-registration, registration and
the forthcoming candidate list of Substances
of Very High Concern was presented. The
afternoon session was devoted to the theme
of ECHA’s dialogue and engagement with its
stakeholders. Each session was followed by
a Q&A session during which the stakeholders
had an opportunity to clarify issues arising from
the presentations. During the course of the day
the participants could also put questions to
ECHA experts at various information desks.

Living in Helsinki - Charmaine Ajao
I come from Malta. Last year I arrived in
Helsinki to work for ECHA where I started
in November. Before that, based on my
degree of both chemistry and biology and
specialisation in environmental chemistry,
I was working for five years for the National
Competent Authority in Malta dealing with
environmental legislation and representing Malta as an expert at various international meetings on environmental issues.

Feedback received
After the event ECHA sent an e-mail survey to
the participants. Stakeholders were asked to
answer 16 multiple choice and open questions
on three main topics: content of presentations
and usefulness of information corners; organisation of the event; and overall assessment
and suggestions. The response rate was 25 %.
The contents of the event and the overall organisation in general were perceived as good.
The stakeholders found that the way the event
was conducted contributed to involving them
in the discussions, and to making them feel
part of ECHA’s activities. The event also contributed to improving the overall image of the
Agency, in particular reinforcing the perception
of openness to dialogue with the stakeholders
and of transparency in carrying out its activities.
The stakeholders expressed their interest for more up-to-date topics and more
focus
on REACH implementation technical problems rather than presentations
on the policy and values of the Agency.
The stakeholders were asked what topics they
would consider of interest for the next stakeholders’ day to be held on 27 May 2009. The
four main topics suggested were the outcomes
of the first year of registration, data sharing , Chemical Safety Assessment/Chemical
Safety Report and authorisation/restrictions.
All the presentations and the video recording
of the Stakeholders’ day can be accessed at:
http://echa.europa.eu/news/events/1st_
stakeholders_day_en.asp

Charmaine Ajao applied for a post in Brussels and
ended up in Helsinki. Photo by ECHA Communications.

Here in Helsinki I am currently working for
the ECHA Helpdesk that provides support to
registrants submitting data on chemicals and
on IT tools. We also coordinate the REACH
Helpdesks Network (REACH Help-Net) and
aim at the harmonisation of responses on
REACH between the National Helpdesks.
The ECHA Helpdesk is an interesting place
to be especially in the initial phase of ECHA
since it is the formal form of interaction of
ECHA with industry and the outside world.
I did not know much about Finland and Hel-

Disclaimer: The views presented in the Newsletter do not necessarily represent the official
position of the European Chemicals Agency.
All the links are up to date at the time of the
publication.

http://echa.europa.eu
press@echa.europa.eu
ECHA Newsletter
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The City of Helsinki helped us to settle
here. Over one year we have managed
to build up our personal life and relations
outside the Agency. Although we have
moved from the South to the North of the
EU, we have adjusted ourselves well.
What we like here best is the nature – that’s
why we have chosen to stay out of the centre of Helsinki, in a suburb. It’s fascinating
to find forest and lakes everywhere, even
outside your front door. We lack green areas in Malta and so we are seeking to
take advantage of this whilst in Finland.
My daughter goes to the European Schooling Helsinki and feels very comfortable in
the international environment. Upon arrival,
my husband started to study the Finnish
language and now he is continuing his education in the field of information technology.

_____________________________________
To subscribe to the ECHA news alerts and
newsletter, send your e-mail address to:
info@echa.europa.eu

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

sinki before I came here. Even while applying for the post I expected a possible start in
Brussels – and only later I realised that ECHA
would be placed in Helsinki! Of course, a job
proposal meant much more than the country, thus we have decided to come north.

The whole Ajao family is adapting well to living in Finland and
Helsinki. Photo by Ajao family.

We miss Malta, of course. The climate between the two countries is very different. We
wanted to experience a famous Finnish summer and stayed here for our ‘summer’ holidays. However, the summer months came and
went but no summer came along with them...
Apart from the change of climate, we also
face a cultural difference. The fact which surprises us here is that the choice of places to
go late in the evening with your small children
is very limited. Thus we had to change our
lifestyles and our usual leisure time activities.
The thing that bothers me sometimes is
the limited communication with my neighbours. Not all of them are keen to speak
English and rather prefer us to speak either Finnish or Swedish, which from time
to time makes us feel slightly isolated.
Nevertheless, we are all very busy and
happy to stay here!

