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Editorial

2011 – the run starts again!

A

t ECHA we welcomed the new year - which is also the International Year of
Chemistry - with enthusiasm. The high work volume which preceded the first
registration deadline in November will continue this year.

In early January we faced the challenge of a second major deadline. The first notification deadline for classification and labelling of 3 January 2011 went extremely well
and ECHA received some 3.1 million notifications of 107,067 substances. The Classification and Labelling Inventory, which contains non-confidential information will
be published in the coming months and will be constantly updated.

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

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

We will process the registration data and disseminate the non-confidential information in a public database on our website. We also need to evaluate registration
dossiers and testing proposals within the legal time frames. Substances of Very High
Concern, restrictions and the start of the authorisation application process will keep
the Committees and ECHA staff very busy. The ECHA Secretariat will also enhance
its support to the Forum in its coordinating role.
We will work on tools and guidance for the next registration deadline in 2013. It is

again time for companies to build SIEFs and to start preparing registration dossiers
and exchanging information on substances. The notification of substances in articles
and downstream user reporting will also start, so the need for communication and
guidance is considerable.

We welcome your feedback and are looking forward to meeting you on 18 May at
the ECHA Stakeholders' Day which will be followed by the Helsinki Chemicals Forum
on 19-20 May.
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ECHA will also take stock of experiences and lessons learnt thus far. We will report
to the European Commission in June on the operation of REACH and on the use of
non-animal testing methods. Later this year, the first draft Community Rolling Action Plan, a rolling three-year list of substances for evaluation by Member States will
also be available.

Geert Dancet
Executive Director
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info@echa.europa.eu
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News from ECHA - C&L

Over three million notifications
improve information on
hazardous chemicals
More than 3.1 millions notifications on the classification of chemical substances in line with new EU rules
were received by the European Chemicals Agency (ECHA) by the deadline of 3 January 2011.

T

he data received will enable
ECHA to establish the first European inventory of the classification and labelling of hazardous and registered substances and
harmonised classifications.
One of the main objectives is to ensure that users of chemicals, workers as
well as consumers, are properly informed
about the hazard of the chemicals they
handle. “With that increased transparency we hope to contribute considerably
to a safer use of chemicals in Europe,
particularly the chemicals that are used
in workplaces and by the general public”
commented Jack de Bruijn, Director of
Risk Management in ECHA.

A good start for the International
Year of Chemistry 2011
“The CLP is all about how you identify
and classify the hazards of chemicals
and how you communicate that to consumers and workers and the public at
large. That information is essential for
us all and is really a milestone in the
new chemicals legislation in Europe. So
I would say it is a pretty good start to the
International Year of Chemistry”, said
Executive Director Geert Dancet.

Corrigendum to C&L statistics
The 3.1 million classification and labelling notifications received by ECHA

cover a total of 107,067 substances and
not 24,529 as published on 4 January.
The change in number is because a small
number of bulk files were incorrectly
counted as single substances, while in
fact they contained notifications for
many distinct substances.
The new rules are laid down in the EU
Regulation on Classification, Labelling
and Packaging of chemicals (CLP) which
aligns the EU classification system to the
UN Globally Harmonised System, ensuring that the same hazards are described
and labelled in the same way all around
the world.

4 January 2011

C & L statistics
▶ These statistics cover C&L data since 1 January 2009. Percentages are rounded up to the nearest whole number. The data does

not include notifications received via registration dossiers. More detailed C&L statistics at: http://echa.europa.eu.
1. Notifications received, number of companies and substances
Cumulative number of notifications received
Total number of distinct substances

3 114 835
107 067

2. Trends in C&L notifications received in 2010-2011 by week

3. Total number of notifications received
by country - TOP 10 countries
Germany

802 244 (26 %)

United Kingdom

509 371 (16 %)

France

294 004 (9 %)

Belgium

192 447 (6 %)

Italy

181 593 (6 %)

Spain

134 253 (4 %)

Poland

131 805 (4 %)

The Netherlands

118 612 (4 %)

Hungary

97 301 (3 %)

Czech Republic

95 880 (3 %)
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Stakeholders
News
from ECHA
Editorial

New transparency measures for Member State Committee meetings:

Registrants and observers may attend
meetings on dossier evaluation
The Member State Committee will further increase transparency in 2011, allowing observers and registrants
to be present when the Committee discusses ECHA's draft decisions on dossier evaluation. Their participation
will be possible if specific confidentiality matters do not prevent their participation.

"W

e intend to allow
stakeholder observers to be present
whenever the confidentiality rules allow,”
says Committee Chair Anna-Liisa Sundquist. “We hope this will give a better
understanding as to how the Committee
reaches its conclusions and what kind
of issues are discussed in the context of
individual decisions,“ she explains.
In addition, “case owners”, ie. registrants, will be invited to any meeting in
which ECHA´s draft decision on their
dossier is being discussed. The registrant can make comments and respond
to questions from the Committee, and
vice versa. The new practice will start in
February.

Publication of information
The Member State Committee publishes
its conclusions. “Although we cannot
publish information that contains confidential information, we publish brief
conclusions on our web page as to what
was required in the draft decision,” adds
Ms Sundquist.
The Chair thinks that with an increasing amount of draft decisions on phase-in
substances, the number of confidentiality
issues will decrease. The IUPAC name of
a phase-in substance is not normally kept
confidential or if necessary the registrant
may propose a public name to be used
instead of IUPAC name. However, the
names of non-phase-in substances or
former “notified new substances” are
often not public, so in those cases stakeholder observers cannot be present.

Discussions on precise uses, relevant
to the decision, also have to take place
without observers. Precise uses are considered to be confidential under Article
118 of REACH. “But I would say that
these are quite rare cases, and I assume
that in future we will be able to allow the
stakeholder observers to be present quite
often” estimates Ms Sundquist.
“We also hope that in the future
ECHA's new website will help increase
the Committee’s visibility. Some of our
stakeholders have pointed out that they
have had difficulties in finding information about us. We hope that the planned
new website will help us in that respect.”

Chemicals Conferences in 2011
▶ The third global Helsinki Chemicals
Forum will take place on 19-20 May 2011,
in the Helsinki Exhibition and Conference
Centre. The main presentation topics for
this year's HCF are a review of the REACH
regulation, global use of regulatory information, sustainable chemistry and
bio-economy.

human interest groups and academia for
structured discussions about the current
and future trends of the chemical industry. The event provides an opportunity
for all stakeholders to get involved and
also encourages participants to network
during individual meetings and discussions.

The HCF brings together national and
international authorities, companies and
industry associations, international organisations, non-governmental bodies,

The ECHA Stakeholders' Day will take
place just before the HCF 2011 on 18 May.
The programme and further details about
the event will be published in the “News
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and events” section of the ECHA website
shortly. Attendees of the ECHA Stakeholders' Day will have a reduced registration
fee at the Helsinki Chemicals Forum
(€450 instead of €850). The HCF registration fee covers access to all presentations
and panel discussions, lunch and coffee
breaks and the dinner programme during
the conference.
For more information on the HCF visit the
HCF website:
http://finnexpo.multiedition.fi/wwwcem/
cem/index.php

Interview

In the heart of REACH
Many of us take on challenges in the new year, but Leena Ylä-Mononen has a veritable mountain to climb.
As director of the newly formed Evaluation Directorate, Leena must lead an 80-strong team in the mammoth
tasks ahead, but she greets the prospect with her familiar smile and positive attitude. "We are in a key position
here,” she smiles. ”Evaluation is the gateway to other REACH procedures."

S

o what is Evaluation exactly?
In fact it can be broken down
into three major components,
the examination of testing proposals,
conducting compliance checks and the
evaluation of substances. ”We now have
a much clearer idea of what is ahead of
us” Leena says. ”First of all we have 580
dossiers containing testing proposals,
all of which need to be processed by
December 2012. We need to ensure
the proposals involving testing on vertebrate animals are clear in order to
publish them for the consultation of
third parties. We then review the data
received and issue a draft decision.
Each dossier can take months to process – it’s a huge task. In addition to
this, our target of carrying out compliance checks on 5% of dossiers in each
tonnage band means that we will have
around 1 000 such checks to carry out.
There is no formal deadline for these,
but we aim to have most of them done
by the end of 2013.”
The Directorate’s third remit is
substance evaluation, which involves
working closely with the Member State
Competent Authorities (MSCA). ”All
in all we want to work closely with the
MSCA and the Member State Committee to establish a common approach to
our work,” Leena explains.
As if this wasn’t enough to be going on with, the directorate has legal
reporting requirements in 2011, including the first ever report on non-animal
test methods under article 117(3) of the
REACH regulation. ”It’s true that our
table is piled high with work,” Leena
says, ”but I am fortunate to be work-

ing with an excellent team of highly
committed people. Many of them are
already top experts in their fields and
others are junior scientists who will
use their experience here to become
experts themselves.
This is not all. As in any new agency,
working procedures still need to be finalised, and each new dossier presents
a new scenario to consider. This, in addition to the scientific complexity of the
work, the need for legal accuracy and
the fact that many staff are still relative
newcomers adds to the challenge ahead.
In the face of all this how does Leena
remain so positive? "I genuinely believe
that what we are doing is very important”, she says. "For human health, the
environment and also in terms of wider
European harmonisation and from an
industry point of view. This is where
REACH is happening!”
Leena has a degree in environmental science which was followed by many
years working in the field of chemicals
management. Before coming to ECHA
she worked for the Finnish environmental administration before moving
to work in the Commission for over five
years. ”I had a great time in Brussels”
she says. ”I understand the challenges
faced by ex-pats, but I also felt the thrill
of being somewhere new and testing
your limits. The time there also brought
our family much closer together.” When
Leena heard that ECHA was coming to
Helsinki she could not resist being
involved from the very birth of the
Agency. ”At that point, the Commission
couldn’t compete!” she laughs.

© ECHA

Ms Leena Ylä-Mononen says that
evaluation is where REACH is happening.

Despite the mountain climb ahead,
Leena is genuinely brimming with
enthusiasm. ”Just think,” she says ”I
started in this field 25 years ago, and
at that time chemicals in Finland were
pretty much considered a niche issue,
although there were environmental and
health concerns. Now we have this
great legal framework – it’s a monumental change. Not everybody is lucky
enough to experience that in the space
of their career. I’m delighted that I have
the chance to be instrumental in making a difference.”
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News from ECHA

Chair Ann Thuvander:

"More clarity and transparency
through socio-economic analysis"
ECHA’s Committee for Socio-economic Analysis (SEAC) prepares Agency opinions on the socio-economic
impacts of restriction proposals and applications for authorisation of chemical substances. The Committee's
opinions promote more scientific, objective and transparent decision-making, says Chair Ann Thuvander.

S

EAC is a new phenomenon in
the field of chemicals. Socioeconomic analysis has been applied in the public health sector to analyse the cost and benefit of measures for a
long time, but thorough socio-economic
analyses of individual chemicals are
relatively new. “Impacts of a restriction
or authorisation on human health or the
environment should ideally be quantified
and expressed in monetary terms. But
this is of course often very difficult,” adds
Ms Thuvander.

Four opinions next year
In 2010, SEAC started its work on the first
four restriction proposals which concern
DMFu, lead in jewellery, and two dossiers
on mercury. The Committee will issue its
opinions on them in 2011. “In March, we
will adopt the draft opinions on lead in
jewellery and DMFu. They will then go
to a short public consultation and the
final opinions will be adopted later this
year. We might also get applications for
authorisations. And we will start working on a new restriction proposal from
Denmark on phthalates.”
Ms Thuvander is very satisfied with
the start of SEAC and with the dialogues
between the rapporteurs of SEAC and
the Risk Assessment Committee (RAC).
Both Committees give their opinion on
all restriction proposals and authorisation applications.

“On the basis of the
scientific information,
we advice the
Commission on
how the health of
European citizens and
the environment can
be protected.”
Focus on SEAC
Ann Thuvander says that in other regulatory fields like the food sector there is
great interest in having more scientific
discussion on socio-economic impacts.
“They are very interested in the work of
the Committee,” she says. Two Directorates-General of the European Commission have recently run projects on the
interface between risk assessment and the
assessment of health and environmental
impacts for socio-economic analysis.
The results of a DG Environment project
were presented in a workshop at ECHA
on 8 December. SEAC itself also organises activities on socio-economic
methodology. “In 2010 we discussed
how restriction proposals and authori-
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sation applications should look at costs
and benefits and had two workshops
on assessing health and environmental
impacts,” explains Ms Thuvander.

Improving priority setting
Ms Thuvander says that socio-economic
analysis is a way to improve priority setting. “If you systematically ensure that the
restrictions or other rules that you implement in society are cost-effective, you will
spend society's money in an appropriate
way. All our decisions on restrictions,
for example, have to be implemented
and enforced in the Member States. Such
enforcement should be to help improve
human health and the environment - our
aim is that the money used is spent on
important restrictions.”

Transparent and objective
Ms Thuvander says that it is easier to
assess impacts on human health than
on the environment. “You work on one
species only, and at least in some cases
you can assess how many lives would be
saved or how many cases of disease you
would help to avoid. This may then be
expressed in monetary terms.”
“With environmental impacts it is
more difficult. How do you evaluate decreased fertility of an individual species,
for example? You might be able to say in

News from
ECHA
Editorial

qualitative terms that crop production
would decrease or that fisheries would
suffer from pollution, but impacts on the
whole ecosystem are difficult to quantify.
It is even more difficult to evaluate such
an impact in monetary terms. More research and methodological development
is needed” she summarises.
However, the SEAC Chair adds that
even if an impact can only be described
quantitatively, it is very relevant to try
to map everything that might happen.
“It gives a more solid basis for decisionmaking. And it is more scientific, objective and transparent to issue opinions
based on a socio-economic analysis
in a Committee than to leave it to the
decision-makers. The way we work under
REACH is a step towards increased clarity in decision-making, I would say.” Ms
Thuvander summarises.

© ECHA

Ann Thuvander, Chair of the Committee for Socio-economic Analysis, joined ECHA
in 2009. She is Swedish and has worked in the field of environmental health and toxicological
risk assessment. Ms Thuvander has a background in food toxicology and has been involved in
risk assessments of contaminants in food, for example PCB in Baltic fish. Before joining ECHA
she worked with the European Commission's Public Health Programme in Luxembourg.

Tasks of SEAC
If an EU Member State, or ECHA on behalf
of the Commission, proposes that the use
of a chemical should be restricted, ECHA´s
Committee for Risk Assessment (RAC)
and the Committee for Socio-economic
Analysis (SEAC) need to give their opinion
on the proposal. The committees also give
their opinion on authorisation applications submitted by industry.

RAC focuses on the risk caused by the
substance, and SEAC assesses whether
a proposed restriction is a proportionate measure to manage the risk. For
authorisations SEAC assesses the socioeconomic benefits arising from the use
of a substance and the socio-economic
implications of a refusal to authorise.
Both committees also evaluate available
alternatives.

The five-year report concerns the operation of the REACH regulation and it will
include information on the joint submission of registrations. In particular it will
contain an overview of the explanations
given by registrants allowing them to
register separately and not jointly.

non-animal test methods and testing
strategies. These are methods that registrants have applied in order to meet the
requirements of REACH and to generate
information for risk assessment and on
the intrinsic properties of substances, ie.
properties that a substance has of itself,
independently of other things.

© istockphoto

Reporting in 2011
This year ECHA will present several
reports on its activities.
In February, the annual report on evaluation will be published. It will describe
how evaluation work progressed in 2010
and will include recommendations to
potential registrants to further improve
the quality of registrations.
In June, ECHA will submit its first threeyear and five-year reports to the European
Commission.

As one objective of the REACH regulation is to promote non-animal testing
methods, ECHA will provide information
in the three-year report on the use of
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News from ECHA
Editorial

Jose Tarazona, Chair of the Committee for Risk Assessment:

"Our work helps protect citizens
and the environment"
The scientific work of the Committee for Risk Assessment has direct positive consequences for citizens and
workers,” says Chair Jose Tarazona. He is happy that the Committee's work helps protect human health and
the environment.

E

CHA's Committee for Risk Assessment (RAC) gives opinions1
on the potential damages that a
chemical substance may cause for
citizens, workers and the environment.
The Committee gets involved when there
is a proposal to harmonise the classification and labelling of a substance or to
restrict the use of a substance. RAC also
gives its opinion on industry applications
before they can use a substance that is on
the Authorisation List of REACH.
The first three-year period of the
Committee is now over, and its Chair
Jose Tarazona is very satisfied. RAC
has reached its goals and became fully
operative. ”The scientific discussions in
RAC have been of a very high level, and
we adopted all opinions by consensus.
The next phase is already ongoing, as the
European Commission is considering
our opinions for its decision-making,”
says Dr Tarazona.
In 2011, RAC will discuss around 100
substances.
Impact on consumers and workers
RAC's scientific work has practical consequences for citizens. The EU chemicals
legislation gives RAC a central role in assessing properties of chemical substances.
”On the basis of the scientific information
available, we advise the Commission on
how the health of European citizens and
the environment can be protected,” says
Dr Tarazona.
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Most substances discussed by RAC
so far have been potentially carcinogenic,
mutagenic or toxic to reproduction,
so-called CMR substances. If RAC concludes that a substance is CMR category
1A or 1B and the Commission amends
the legislation accordingly, the substance
should not be used in consumer articles
anymore.
”Our opinions are also important
for workers, for instance the classification of a substance as e.g. carcinogenic

“On the basis of the
scientific information,
we advise the
Commission on
how the health of
European citizens and
the environment can
be protected.”
may require specific risk management
measures,” says Dr Tarazona. He adds
that just the fact that a RAC opinion
says that a substance should be classified
carcinogenic or toxic to reproduction is
a key message for industry, workers and
citizens.
In future, RAC intends to intensify
scientific exchange with other scientific

© ECHA

Dr Jose Tarazona says that the discussions in RAC have been of a very high level.

Committees and the EU scientific community and communicate its work to
scientific conferences.
Coordination between RAC and the
ECHA Committee for Socio-economic
Analysis, SEAC, is crucial, so we are
already working together when assessing
risks, cost and benefits of substances, says
Dr Tarazona. ”We have the same dossier
but we look at it from a different focus.
Risk assessment committees and socioeconomic committees have not been
working in parallel with this degree of
transparency before.”
RAC opinions are published on ECHA´s
website, in the About ECHA section:
1

http://echa.europa.eu/about/organisation/
committees_en.asp

Agency networking
On the 2011 agenda of the Member State Committee:

Evaluation – a tool to
identify gaps in registration information
From this year, Member State Committee will have an increasing number of draft evaluation decisions on
its agenda. Committee Chair Anna-Liisa Sundquist underlines the importance of the evaluation process for
chemicals safety. Evaluation of registrations has already identified data gaps in registration dossiers that may
also be relevant for the safe use of consumer chemicals.

"T

he evaluation process will
enable us to conclude
much better what kind of
data is needed for the safe use of chemicals”, says Anna-Liisa Sundquist, Chair of
the Member State Committee.
From now on, the Committee will be
increasingly involved in dossier evaluation and next year also in substance
evaluation. It will discuss ECHA's draft
evaluation decisions when the Member
State Competent Authorities wish to
amend these draft decisions. The Committee will also give its opinion on the
draft three-year Community Rolling
Action Plan (CoRAP) which ECHA will
propose to the Member States at the end
of 2011. The CoRAP will be a rolling
three-year list of substances for substance
evaluation, selected jointly by the EU
Member States and ECHA on the basis
of suspected risk.

Potentially groundbreaking
Evaluation can have as groundbreaking effects as the Candidate List or the
authorisation procedure, because it can
lead to a reassessment of the hazardous
properties of a substance. During dossier evaluation, ECHA may request from
companies missing but required information on the properties of substances, on
exposure to chemicals and consequently
advice and instructions on how the
chemicals can be used safely. When the
Member States evaluate substances, they
can ask companies for more informa-

tion over and above the requirements
of REACH, for instance if they suspect
that a substance is carcinogenic or toxic
to reproduction.

Safety measures needed
Chair Anna-Liisa Sundquist says that it
is now becoming evident that there are
significant data gaps in chemicals that
are used extensively, even in consumer
chemicals. REACH has been established
to fill in these data gaps. “Dossier evaluation so far has shown that for many
chemicals, information is lacking on
toxicity to reproduction and possible
chronic effects, and this information may
also be missing in the registration dossiers. Such gaps are identified through the
evaluation process,“ she explains.
“It is crucial that we now fill in these
data gaps. We hope that the safety of
chemicals for consumers and workers
will improve and that information about
reproductive or possible long-term effects will become widely available.”
Ms Sundquist underlines the importance of protecting the safety of workers.
“Workers are in the front line and may
face daily exposure to chemicals – normally in higher concentrations than
consumers. It is vital to know whether
these substances have hazardous effects, so that workers can be adequately
protected. There is often a general belief
that a substance is not hazardous, so no
protective measures are taken. The reality
is that often we do not know.”

Measures show impact
During its first three-year period, the
MSC undertook all its tasks under
REACH except for substance evaluation
which starts in 2012. “We already have
a lot of experience in identifying substances of very high concern, (SVHCs),
and the Candidate List has grown,” Ms
Sundquist says.
“The SVHCs and the Candidate List
are good examples of REACH processes
that are automatically leading to seeking other alternatives for substances. It
seems to be clear that once a substance
is on the Candidate List, industry reacts
immediately by trying to see whether
they can replace it with a safer substance
or technology.“
The Committee also gives its opinion
on ECHA's annual draft proposal on
substances for Annex XIV of REACH,
the Authorisation List. ““I am sure that
when the authorisation process really
starts, it will have an impact on the use
of chemicals,” Ms Sundquist says.

Faith in the Committee
“I am very pleased with the first term of
office of the MSC. It is working well, and
so far has always reached unanimity. This
is the task of the Committee and it has
fulfilled its task in an excellent way. I have
a lot of faith in the Committee. We are
looking forward to the next three years
with our old and new members,” Chair
Sundquist concludes.
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Executive Office

New appointments

© ECHA

New Head of Helpdesk Unit
▶ Dr Doris Thiemann was appointed as Head of Unit for Helpdesk in January 2011. She is a chemical engineer by profession,
and she started her professional career at the government
of North-Rhine-Westphalia (NRW). She has been working on
REACH matters since the publication of the White Paper in
February 2001. From 2004 to 2007 she worked as Seconded
National Expert to the European Commission, DG Enterprise
and Industry. She joined ECHA as one of the first pioneers in
June 2007 to establish the ECHA Helpdesk, which was the first
service of ECHA having been established right from the start.

© ECHA

New Head of Guidance and Forum
Secretariat Unit
▶ Dr Johan Nouwen was appointed as Head of Unit for
Guidance and Forum Secretariat. Johan is Belgian and holds a
Ph.D. in materials science. He has 20 years of experience in the
field of environmental science and chemicals. Before joining
ECHA in 2007 he was involved in the preparations for REACH
and the setting up of ECHA at DG Enterprise and Industry in
the European Commission. Mr Nouwen was the team leader
for the ECHA Guidance team before his appointment as Head
of Unit.

Working for ECHA
ECHA welcomes applications from
highly qualified European nationals and
we have recruited over 400 people since
the summer of 2007. The vast majority
of our staff are recruited through open
competitions, advertised on our website
and often in the prominent media in
Member States. Up to 600 applications
have been received in response to a single open call. We now have colleagues
from 25 of the 27 Member States and
from varied backgrounds – national governments, academia, the private sector
and other EU institutions.
▶

Managerial posts are always filled
through open external competitions but
for non management positions, we also
operate a system of internal mobility,
where colleagues have the opportunity
to apply for other posts at their current
grade.

© ECHA

New Head of Substance Identification
and Data Sharing Unit
▶ Guilhem de Seze was appointed in January 2011 as Head
of Unit for Substance Identification and Data Sharing. Guilhem is French and holds a Ph.D in chemical engineering from
Louisiana State University. Before joining ECHA in 2008, he had
worked for over ten years in the field of hazardous chemicals
management in academia and in the chemical industry.

© ECHA

Agency building during winter time.

© ECHA

New Head of Computational Assessment
Unit
▶ Mr Mike Rasenberg was appointed in January 2011 as Head
of Unit for Computational Assessment. Mike has a B.Sc. in
Chemistry. He is Dutch and has over 12 years of professional experience working in the field of chemical regulatory affairs with
both governmental bodies and enterprises.

Safer management of chemicals – Submit relevant information!
Consultations: http://echa.europa.eu/consultations_en.asp
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Registration Statistics

2010 - Two deadlines met successfully
▶ Both the chemical industry and
ECHA faced a year of great challenges
in 2010, which culminated in the first
REACH Registration deadline being
successfully met on 30 November. The
month of November saw a peak in
the submission of dossiers when 12,166
registration dossiers, including registrations and intermediates, were accepted
for processing. This accounted for about
half of the registration dossiers (25,616)
accepted for processing throughout the

whole year. Dossiers which were affected
by the deadline were required to successfully pass the Business Rules verification,
i.e. being accepted for processing before
the deadline. Processing work, which
consists of the Technical Completeness
Check, Invoicing and Decision Sending
activities, continued intensively in December and all dossiers received before
the deadline will be processed by the end
of February 2011.

The second important deadline was the
Classification and Labelling deadline of 3
January 2011. ECHA received 3.1 million
Classification and Labelling notifications
before the deadline expired (C&L statistics on page 3).
Both these milestones will contribute
to improving the protection of human
health and the environment within the
EU.

I pre-processing
Dossiers accepted for processing

2010

Dossier Type

Accepted for
Processing

1.Inquiry
2.OSII

1 454

3.TII

3 680

4.Reg

20 482

5.PPORD

219

Sum:

27 424

Behind the figures

REG

registration

OSII

registration of on-site isolated 		
intermediates

TII

registration of transported isolated
intermediates

PPORD

product and process oriented
research and development 		
notification

1 589
Report refresh date 18/1/2011

Year

The first (I) part of the statistics reports
on dossiers that have gone through the
pre-processing procedure and the second
part reports on dossiers that have reached
the end of the processing procedure.
The pre-processing is obligatory for
all dossier types and includes a virus
scan, file format and ‘business rules’
validation steps. The business rules validation checks that dossiers submitted
contain all the relevant information to
be able to be processed correctly. A
successful pre-processing results in the
issuing of a submission number.
During the processing, a technical
completeness check (TCC) and a financial completeness check are made, and
they result in the issuing of a reference
number and the sending of a decision to
inform the company of the outcome.
Inquiries do not undergo a technical
completeness check and are therefore
not included in the processing statistics.

II processing
Processed dossiers

Processing Dossier
Year
Type
Accepted
2010
2.OSII
1 368
3.TII
3 420
4.Reg
18 930
5.PPORD
208
Sum:
23 926

TCC
Processing
failure %
2%
3%
2%
2%
2%

NOTE: TCC processing failure (%) is the number of dossiers that failed TCC during this
period divided by the number of dossiers
that underwent TCC during this period.

Report refresh date 18/1/2011

2010.12

330, 714, 4646, 28

2010.11

398, 1144, 6986, 24

2010.10

393, 693, 4536, 15

2010.08
2010.07

81, 306, 1657, 19

2. OSII

31, 125, 493, 20

3. TII

38, 141, 202, 20

2010.06

16, 66, 89, 20

4. Reg

2010.05

16, 39, 53, 8

5. PPORD

2010.04

12, 42, 55, 9

2010.03

29, 95, 96, 21

2010.02

19, 39, 75, 17

2010.01

5, 16, 42, 7
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Report refresh date 18/1/2011

Process end month

2010.09

Please note – the data provided is reported by the number of dossiers undergoing
pre-processing or processing during the
given period. The dossiers counted in the
pre-processing table and in the processing
table are not necessarily the same dossiers and therefore numbers can not be
compared.
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Evaluation Statistics

▶ Tables A and B report on the statistics of the dossier evaluation processes from 1 June 2008 to 31 December 2010. Detailed analysis
of the 2010 evaluation statistics will be provided in the annual progress report on REACH evaluation to be published on the ECHA
website by 28 February 2011. The phase-in status is reported as indicated by the registrant in the dossier. Detailed overall statistics
on registered dossiers is published on page 11.
A. Testing proposals overview
				
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 31 December
consultations
2010
Planned
Dossiers with testing proposals opened for
examination 2
Draft Decisions sent to the registrant 3
Final Decisions sent to the registrant
Terminated testing proposal examinations 4

Non phase-in

Total

541

33

574

404

24

428

1 098

73

1 171

668

41

709

4

10

14

3

6

9

397

8

405

96

28

124

0
0
1

8
5
2

8
5
3

1 Successfully registered (accepted and fee paid).
2 Dossiers ever opened for examination notwithstanding their current status
3 Draft decisions which did not become final by 31 December 2010 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).

B. Compliance check overview
Phase-in*
No of dossiers opened for compliance
check 5
Draft Decisions sent to the registrant 6
Final Decisions sent to the registrant
Quality Observation Letters sent to the
registrant 7
Terminated compliance checks 8

Non
phase-in

* phase-in

Total

120

45

165

2
4

19
8

21
12

9

31

40

4

28

32

5 Dossiers ever opened for compliance check notwithstanding their current status.
6 Draft decisions which had not become final by 31 December 2010.
7 Some quality observation letters have been sent together with draft decisions.
8 Terminated upon further information being provided by the registrant or terminated without administrative action.
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substances subject to transitional arangements in REACH
registration

