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Greetings from a very warm and sunny 
Helsinki where we’ve been enjoying yet 
another beautiful summer. 

Firstly, I would like to thank all those of you who responded to the survey on 
our communications activities (273 of you in total). As always, we value your 
feedback very highly and use it to try to improve our communications. It’s 

easy to forget that we are still rather a young institution – only four years old – and 
we’re still developing and refi ning our ways of working. Our intention is to become 
ever more effi  cient, transparent and clear in all our communication. We are plan-
ning to make further changes to our Newsletter and many of our other communi-
cation vehicles in the coming months – we will even have a new website – so I hope 
you will feel that your feedback was worth giving.

My big message for you at this time is to push forward with progress on your 2013 
registrations. In some ways, your work could be easier for this second deadline – if, 
for example, your substances have already been registered and you can simply join 
an existing SIEF and share their data.  However, for others, this time round may be 
harder – you may need to register substances for the fi rst time and for which you 
have far less data and will therefore need to work on fi lling data gaps. Th at takes 
time. Please make full use of the data from past registrations and make sure that 
you join a SIEF or create one where none exists yet. A small number of companies 
submitted individual registration dossiers in 2010 when there was a SIEF availa-
ble to work with. Remember that the law obliges you to work with fellow suppli-
ers and share data – if you don’t, you will need to justify why you submitted alone. 
If you need to fi ll data gaps, you will fi nd much food for thought on our website in 
terms of how to make sure that you explore all the alternatives available before re-
sorting to animal tests.

I wish you a productive and successful autumn and look forward to speaking to 
many of you at the European Commission’s conference “What did we achieve in 
2010? How can we ease the way for 2013?”  in Brussels on 23 September.
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"Th ere were 
concerns that 
dossiers would 
not arrive."  
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Access to documents - ensuring transparency 
and confidentiality

During the first half of the year, 
ECHA received 49 requests 
for documents or informa-

tion from the industry-owned dossi-
ers. Last year, the total number rose 
to 107; at that time the requests main-
ly concerned guidance documents and 
administrative documents. The current 
tendency of targeting the requests to the 
content of the industry dossiers means 
that where industry dossiers are asked 
for, ECHA needs to strike a delicate bal-
ance between its duties related to trans-
parency on the one hand and the pro-
tection of confidential information, in-
cluding intellectual property rights, on 
the other, to ensure that the legal pro-
visions governed by the Access to Doc-
uments Regulation and by REACH are 
met. 

In order to reply to these requests 
within the legally established timeline, 
ECHA has a central coordination ser-
vice which allocates the requests to a 
number of scientific and administra-
tive experts, who perform this task in 
addition to their everyday work. So far 
ECHA staff has made great efforts to 
provide good and transparent service 
and has succeeded in answering all re-

quests within their tight deadlines. Un-
fortunately, sometimes this then delays 
other work. A key aspect of the staff 
members’ activity is to carefully assess, 
on a case-by-case basis, the information 
that can be disclosed and that which 
must remain confidential.

ECHA is committed to bringing the 
transparency provision of REACH to 
full effect. Proactive dissemination of 
information on chemical substances is 
a cornerstone of REACH and it is incor-
porated in ECHA’s values.

To this effect, ECHA maintains a 
dedicated database on its website which 
already contains information for more 
than 95% of the phase-in substances for 
which a registration had been submit-
ted by the first REACH deadline, in-
cluding more than 800 000 study sum-
maries. This information originates 
from data-rich registration dossiers 
and is continuously enhanced with da-
ta from new dossiers.

Certain parts of the information 
supplied within the registration dos-
sier have a considerable economic val-
ue for competitors of European compa-
nies. Approximately, 60 percent of the 
requests to access the data have come 

from economic actors and not from 
private citizens or civil society organi-
sations. Naturally, a careful analysis is 
needed from ECHA which has a duty 
to protect business confidentiality. Of-
ten this work mounts to a considerable 
workload when hundreds of documents 
are asked for. Therefore, ECHA is try-
ing to contact persons requesting large 
numbers of documents in order to bet-
ter clarify the scope of the request and 
avoid unnecessary work.

After such analysis, ECHA has been 
able to disclose most of the requested 
documents. In other cases, partial ac-
cess has been granted. Only a small per-
centage of the requests were refused in 
the first half of 2011.

Following the principles of the Reg-
ulation (EC) No 1049/2001, citizens of 
the EU have a right of access to doc-
uments of the institutions. They can 
make a request directly in electronic 
form from the ECHA website.

Request for documents web form:
http://echa.europa.eu/about/access_
docs_en.asp

Public consultation on 20 potential SVHCs

ECHA and several Member States 
have put forward proposals to 
identify 20 chemical substanc-

es as Substances of Very High Concern 
(SVHCs). 

Comments on these proposals can be 
made within 45 days of the beginning of 
the consultation and should focus pri-
marily on the hazardous properties that 
qualify the chemicals as SVHCs and on 
the substance identity. Interested par-
ties can also comment on the uses, ex-
posures and availability of safer alter-
native substances or techniques. These 

parties should be aware, however, that 
these aspects will mainly be considered 
at the next stage of the process (i.e. se-
lection of substances for authorisation).

The Member State Committee will re-
view these comments when seeking an 
agreement on the identification of the 
proposed substances as SVHCs, and 
before ECHA includes the agreed sub-
stances on the Candidate List. Substanc-
es on the Candidate List may then be se-
lected for authorisation. 

Of the substances proposed, 19 have 
been suggested because of their poten-

tially serious effects on human health 
and are classified as carcinogenic and/
or toxic for reproduction. In addition, 
one substance is proposed to be identi-
fied as a substance of equivalent concern 
in accordance with Article 57(f) of the 
REACH Regulation because of its en-
docrine disrupting properties and po-
tential for serious effects to the environ-
ment.

List of proposed substances:
http://echa.europa.eu/news/pr/201108/
pr_11_20_svhc_consultation_20110829_
en.asp
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Candidate List

Making progress

The Candidate List has been as-
signed several functions in the 
legislation. First of all, it is an 

obligatory step in subjecting substanc-
es to the authorisation requirement – 
a novel risk management tool intro-
duced by REACH. Secondly, it triggers 
obligations on the producers, importers 
and suppliers of articles to gather and 
communicate information on the pres-
ence of the Candidate List substances in 
their articles. Thirdly, it raises awareness 
of industries and consumers and by that 
promotes substitution. 

Which substances to include?

The target of 136 substances in the Can-
didate List by the end of 2012, set out 
by Vice-President Tajani and Commis-
sioner Potocnik, has promoted effective 
screening of the substances that have 
under previous legislation been agreed 
to fulfil the criteria of SVHCs, in partic-
ular substances with harmonised classi-
fication as CMR (Cat 1A and 1B). ECHA 
has participated in these screening ac-
tivities to support the Commission in 
identifying suitable candidates. Further-
more, ECHA has set up a platform for 
the Member States to coordinate their 
activities, to enhance potential cooper-
ation between the Member States and 
to avoid overlapping work. ECHA has 
so far prepared eleven SVHC identifica-
tion dossiers on behalf of the Commis-
sion and will continue this work in 2012. 

While the right to propose substanc-
es to be included in the Candidate List 
lies with the Member States and the Eu-
ropean Commission, ECHA has active-
ly supported the discussion on these dif-
ferent roles and how to best use the Can-
didate List to increase the protection of 

health and the environment. There is a 
common understanding among author-
ities that it is useful to consider which 
substances to place on the candidate list 
and focus on those substances that best 
fulfil the above functions of the Candi-
date List. For instance, when a substance 
is not used within the EU and is not im-
ported to the EU in articles, the benefits 
of inclusion are questionable. In fact, in-
troducing many substances, for which 
the inclusion in the Candidate List has 
no or little effect, may actually dilute the 
overall effectiveness of the Candidate 
List to raise awareness. In addition, if the 
presence in imported articles is of con-
cern, it may be better to initiate the re-
striction process.

What are the next challenges?

The next phase in making the Candi-
date List effective is to turn to new sub-
stances which are not already identified 
and regulated, for instance due to their 
known and recognised CMR properties. 
This may require new information on 
the intrinsic properties of substances, in 
particular to assess whether they should 
be identified as PBTs or substances of 
equivalent concern. The evaluation pro-
cesses of REACH provide a possibility to 
require the industry to generate further 
data. To identify substances which may 
require further actions, ECHA actively 
follows the work done by non EU Mem-
ber States, regional organisations and 
NGOs. “Identification of new substanc-
es is more time and resource intensive 
than focusing on the already regulat-
ed substances but this is the area where 
REACH can make a real difference”, says 
Jack de Bruijn, Director of Risk Manage-
ment in ECHA. 

The Candidate List of Substances of Very High Concern (SVHCs) is a 
new instrument introduced by the REACH Regulation that aims to 
promote substitution through safer alternatives, ensure the safe use of 
SVHCs and advance innovation.

The IUCLID Technical Com-
pleteness Check (TCC) plug-
in version 5.3.1 is available on 

the IUCLID website. As a new feature, 
it includes the possibility to check sub-
stance datasets and dossiers for inquiry 
notifications using a Substance Identi-
ty (SID) check. This tool has been de-
signed to assist companies in identify-
ing the fields in IUCLID, which should 
be filled in or given particular attention.

To facilitate the processing of an in-
quiry by ECHA, and increase their 
chances of a positive outcome, compa-
nies are highly encouraged to run the 
SID check tool and address any issues 
identified in the Inquiry dossier before 
submitting it.

The tool does not provide an assess-
ment of the adequacy of the informa-
tion reported (e.g. correctness of the an-
alytical data and overall consistency of 
the information given). The use of this 
tool is without prejudice to the expert 
assessment carried out by ECHA to es-
tablish the adequacy of the information 
required under Annex VI, Section 2 of 
the REACH Regulation.

Please note that the TCC plug-in still 
checks the completeness of substance 
datasets and dossiers for the purpose of 
registrations and PPORD notifications 
under the REACH regulation. It also 
covers part of the business rules check 
for registration dossiers, downstream 
user reports, PPORD, substance in arti-
cles and inquiry notifications under the 
REACH Regulation, and CLP notifica-
tions under the CLP Regulation. 

IUCLID website:
http://iuclid.echa.europa.eu 

Questions and answers on inquiry 
and substance identification:
http://www.echa.europa.eu/doc/reachit/
inquiry_qa.pdf

A TCC plug-in version 
5.3.1 now available

A new version of the Technical 
Completeness Check plug-in includes 
substance identity checks for 
inquiry dossiers.
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Article 117:

Cross-cutting elements of REACH and CLP 
Two reports, one on the operation of REACH and CLP and the other on alternatives to testing chemicals on 
vertebrate animals, were published on 30 June 2011.

The REACH and CLP Regula-
tions are working well, largely 
due to collaboration between 

industry, stakeholders, the Member 
States, the European Commission 
and ECHA. Yet, despite the relative 
success, ECHA remains keen to high-
light that lessons can be learnt:
•	 An uncertain number of registra-

tions for the first deadline proved 
to be challenging. In future, more 
precise estimates would be helpful.

•	 Closer working relationships with 
industry and other stakeholders 
are necessary.

•	 Substance identification uncer-
tainties in the formation of SIEFs, 
evaluation and risk management 
activities were problematic.

The second report examined alter-
natives to animal testing. In line with 
REACH, every effort must be made 
so that animal testing occurs only as 
a last resort. The regulation also re-
quires companies to share data, to re-

duce animal test duplication. 
Analysis of the data showed that 

registrants were sharing data exten-
sively and making use of alterna-
tives to animal testing. The report al-
so showed that few new animal stud-
ies were conducted for the purpose 
of registering phase-in substanc-
es. ECHA will look more closely into 
these during the evaluation process.

Registrants submitted proposals for 
tests, to ensure that relevant data on 
the effect of chemicals, discovered 
through public consultation, could be 
considered before resorting to animal 
testing.

Despite this, compliance checks 
suggest that justifications provided 
by registrants for the use of alterna-
tive methods quite often fall short of 
the REACH requirements. Therefore, 
ECHA is urging companies to pro-
actively improve the quality of their 
dossiers, especially in providing jus-

ECHA has made data readily ac-
cessible to inspectors in EU and 
EEA member states (Norway, 

Iceland, and Liechtenstein).
The new web portal allows REACH 

and CLP inspectors to search for key 
information indicated by companies in 
their dossiers including:
•	 details of submission;
•	 the tonnage band;
•	 production and use sites; 

ECHA releases new web portal 
The new REACH Information Portal for Enforcement (RIPE) provides inspectors with access to key 
information submitted by companies to ECHA.

•	 intended uses;
•	 information on classification and la-

belling; 
•	 guidance on safe use;
•	 physicochemical, toxicological and 

eco-toxicological properties of sub-
stances.

RIPE has been developed in cooper-
ation with the Forum for Exchange of 
Information on Enforcement. To ensure 
the easy roll-out of this new IT tool, 

ECHA has trained the national admin-
istrators and specialists to provide sup-
port to those inspectors using RIPE. 

The release of RIPE will greatly fa-
cilitate enforcement activities and will 
contribute to better implementation of 
REACH and CLP.

More information on RIPE will fol-
low shortly.

tifications for waiving animal testing. 
ECHA foresees that it will still have 

to request registrants to carry out 
some new animal tests to ensure the 
safe use of chemical substances in Eu-
rope. 

Links to the reports:
ECHA’s report on operation of 

REACH (REACH art. 117 (2))
http://echa.europa.eu/doc/117reports/op-
eration_reach_clp_2011_en.pdf

ECHA’s report on implementation 
and use of non-animal tests (REACH 
art. 117 (3)) 
http://echa.europa.eu/doc/117reports/al-
ternatives_test_animals_2011_en.pdf
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ECHA web section for 
downstream users in 
22 languages

Companies using chemical substances either on their own or in mixtures, 
can now navigate ECHA’s information for downstream users in 22 EU lan-
guages. 

The translated web pages guide companies in understanding their roles and ob-
ligations as downstream users under REACH. They also aid companies to assess 
their uses in relation to the supplier safety data sheets and regarding the need to re-
port those uses to ECHA. A REACH fact sheet on safety data sheets and exposure 
scenarios is also available in all languages. The banner can be used for linking to 
ECHA pages from national websites.
www.echa.europa.eu/downstream

Find definitions of REACH and CLP terms and their translations in 22 languages 
in the ECHA-term database
http://echa.cdt.europa.eu

ECHA on Youtube

On 30 June, ECHA launched its own Youtube channel. Currently, there are 
five uploads relating to the REACH and CLP Regulations and alternatives 
to testing on vertebrate animals. The channel can be accessed at:

http://www.youtube.com/user/EUchemicals

Survey of 
successful 
registrants

In July 2011, ECHA conducted a 
survey with the companies that 
had successfully submitted a reg-

istration. The survey was launched to 
learn about the company experienc-
es in conducting the registration and 
to identify areas in which the Agency 
could improve its communications with 
a view to the 2013 and 2018 deadlines. 

Almost 900 companies responded to 
the survey. This represents over 20% 
of the companies that registered sub-
stances. The majority of the responses 
(54%) came from large companies based 
in Germany, United Kingdom, Italy, 
France and Spain. Almost 60% of the 
respondents submitted less than 5 dos-
siers as Member registrants. More than 
90% of respondents carried out the reg-
istration in 2010.

Results of the survey are currently be-
ing analysed. We will publish more in-
formation about the results later this 
year. 

Ongoing 
consultations 
on harmonised 
classification and 
labelling
http://echa.europa.eu/consulta-
tions/harmonised_cl_en.asp
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ECHA News readership survey 

Your feedback helps us to develop 
ECHA’s News

According to the recent news 
readership survey the readers 
seem to be quite satisfi ed with 

the content of ECHA’s Newsletter and 
weekly e-News. Th e survey was con-
ducted in June 2011 with 273 responses 
to the questionnaire being received. We 
would like to thank all respondents for 
their time and eff ort. We are delighted 
to receive so much encouraging feed-
back and new ideas that help us to im-
prove our communications to you. 

In the survey, you were asked how rel-
evant the content of ECHA’s Newslet-
ter and weekly e-News is to you. About 
ninety percent of all respondents found 
the current content either relevant or 
very relevant. Most respondents were 
also satisfi ed with the quality of con-
tent and with the visual look and feel of 
both of these channels. 

The areas in which respondents 
wished to receive more information 
were practical tips and guidance on the 
responsibilities of producers of chem-
icals, downstream users and article 
manufacturers and importers under 
REACH and CLP Regulations. In addi-
tion, some readers welcomed the idea of 
receiving a monthly electronic ECHA 
Newsletter in the future. 

Th e majority of responses came from 
Germany, the UK, France and Italy but 
there were also responses from coun-
tries outside of the EU, for instance 
from the USA, China, India and other 
Asian countries. Approximately half of 
the respondents represent small or me-
dium sized companies. 

We will carefully read through your 
feedback and take your views into ac-
count when we look to develop ECHA’s 
news channels and content. 

	  
ECHA	  e-‐News	  

 ECHA	  Newsle,er	  

	  
ECHA	  Website	  

2Internet	  

 Other	  

 Na8onal	  Authority	  website	  

	  
Very	  relevant	  

+Relevant	  

 Not	  very	  relevant	  

	  
Can	  not	  say	  

	  
Very	  relevant	  

+Relevant	  

 Not	  very	  relevant	  

	  
Can	  not	  say	  

Excellent	   Good	  

Sa.sfactory	   Adequate	  

Poor	   Can	  not	  say	  

Excellent	  

Good	  

Sa.sfactory	  

Adequate	  

Poor	  

Can	  not	  say	  

What is your primary source of information 
about REACH & CLP?

How relevant are the articles in the ECHA 
Newsletter for you?

How relevant are the articles in the ECHA 
e-News to you?

Overall rating of ECHA Newsletter

Overall rating of ECHA e-News

ECHA e-News 29% Internet 8%
ECHA Newsletter 10% Other 8%
ECHA Website 42% National Authority website 3%

Very relevant 22% Not very relevant 8%

Relevant 65% Cannot say 5%

Very relevant 33% Not very relevant 6%
Relevant 60% Cannot say 1%

Excellent 14% Adequate 3%
Good 58% Poor 1%
Satisfactory 19% Cannot say 5%

Excellent 26% Adequate 2%
Good 56% Poor 1%
Satisfactory 14% Cannot say 1%
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Christel Musset
Director of Registration 

Prepare your registrations 
for 2013 now
Ms Christel Musset, ECHA’s Director of Registration, speaks in 
the following interview about how registrants are encouraged 
to already prepare for the 2013 deadline.

What are the main lessons learnt 
from the 2010 registration 
deadline?

To me, the key observation was that 
although REACH registration is a com-
plex and challenging task it can be suc-
cessfully carried out as shown by the  
25 000 dossiers that were submitted by 
the first registration deadline. However, 
it is not a task that can be taken lightly 
– an early start, good preparation and 
open communication with the co-regis-
trants are all essential elements for suc-
cessful registration.

What would be your advice to 
registrants to prepare for the 2013 
deadline?

In a nutshell, I would recommend 
that they deal with the following five 
issues: get to know your co-registrants, 
make use of the experience gained in 
2010 that is made available broadly by 
the industry associations, familiar-
ise yourself with the IT tools of regis-
tration (IUCLID,REACH-IT and Che-
sar), read the Data Submission Manual 
4 to understand ECHA’s dossier process 
and, if they have multiple substances to 
register, prioritise one for early registra-
tion to gain hands-on experience on the 
registration process. 

How can registrants prepare 
themselves to submit successful 
joint submissions?

Firstly, check if your substance has 
already been registered using ECHA’s 
dissemination webpage. If it has, get in 
contact with the lead registrant to dis-
cuss how to enter the SIEF.  If not, get 
into contact with other companies who 

have pre-registered the substance. You 
can find their details on the respective 
pre-SIEF pages in REACH-IT. 

Confirm with the other companies 
that you intend to register the same 
substance to effectively form the SIEF. 
The next steps will then be to sign a 
SIEF contract, agree on who takes the 
role of lead registrant, gather informa-
tion on the data that is available in the 
SIEF, agree who will perform the miss-
ing tests and agree on cost-sharing.

It is good to remember that joint sub-
mission is just that, a joint effort. There-
fore all SIEF members need to be ac-
tive and ensure that the work is prop-
erly done. 

What is ECHA doing to support 
2013 registrants?

As with the first registration dead-
line, we will cooperate with industry as-
sociations to gain a better understand-
ing of the new substances to be regis-
tered by the next deadline. We will pub-
lish this list, with information on lead 
registrants, on our website. In addition, 
we are going to create a dedicated web-
page where potential registrants will 
find useful information specific for the 
2013 registration deadline.

We will also review our manuals and 
web pages concentrating on those as-
pects that we know the registrants of 
2010 struggled most with, like the busi-
ness rules that we check before we ac-
cept the registration dossier for process-
ing. These activities will really kick off 
in the first months of 2012 with the ven-
ue of the second lead registrant work-
shop in Helsinki.

Christel Musset
Director of Registration

Christel Musset’s advice:
•	 Check whether your substance is 

registered;

•	 Get to know your co-registrants and 
check whether you intend to register 
the same substance;

•	 Make use of the experience gained 
during the first registration period. 
Contact your industry association;

•	 Familiarise yourself with REACH-
IT, IUCLID and CHESAR;

•	 Read the Data Submission Manual 4;

•	 If you need to register several sub-
stances, select one of them and sub-
mit an early registration to gain 
hands-on experience.

Find out your obligations:
http://guidance.echa.europa.eu/naviga-
tor_en.htm

Registration  2013
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As of 11 August 2011, ECHA has received nominations from 815 lead reg-
istrants intending to register a substance in 2013 and from 240 lead regis-
trants intending to register a substance in 2018.  This list reproduces on-

ly the information filled in by lead registrants in the web form. ECHA does not en-
dorse or reject lead registrant nominations. 

ECHA recommends all lead registrants to identify themselves on their respective 
pre-SIEF pages as facilitator and to make use of the “Information from the SIEF for-
mation facilitator” communication field, in order to optimise the communication 
with co-registrants, especially informing of their contact details. 

Get active in SIEFs
What is expected from 
Downstream Users before the next 
deadline?

Downstream users should make their 
uses known to their suppliers with a 
view of having them covered by the 
chemical safety assessment of the reg-
istrants. They have until the end of May 
2012 to do this, but I would advise to 
start the dialogue now. This is also a 
good time to confirm with the suppli-
er that he intends to register the sub-
stance.

Is there anything else you would 
like to underline?

I would still like to reiterate that the 
registrants for 2013 should start their 
work now as the deadline is fast ap-
proaching.

Dissemination webpage:
http://apps.echa.europa.eu/registered/
registered-sub.aspx

Data Submission Manual 4:
http://echa.europa.eu/reachit/dsm_
en.asp

Registration  2013
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Updated Guidance in a nutshell on 
requirements for substances in articles 
(available in 22 EU languages)

The updated Guidance in a nutshell aims to explain, in simple terms, 
the main elements of ECHA’s new version of the Guidance on re-
quirements for substances in articles. The document’s target is to 

help companies producing, importing or supplying articles to identify 
their obligations regarding substances in articles. It brief ly explains key 
aspects such as the concept of an article, obligations for registration, no-
tif ication and communication, and possible exemptions from these obli-
gations.
http://guidance.echa.europa.eu/guidance2_en.htm 
Revised fact sheet on requirements for substances in articles (available in 
22 EU languages)
http://guidance.echa.europa.eu/guidance3_en.htm

Revised criteria for Accredited 

Stakeholders

ECHA has revised the eligibility criteria for selecting Accredited 
Stakeholder Organisations. Eligible organisations are no longer re-
quired to have members either from all or the majority of the EU 

Member States, as long as they are representative in the field of their com-
petence.

Accredited Stakeholders can participate in the work of ECHA by becom-
ing observers in the meetings of ECHA’s bodies and networks. Accredited 
Stakeholders are non-profit making organisations working on an EU lev-
el, with a legitimate interest in the work of ECHA. They may represent, 
for example industry associations, NGOs and trade unions.

Interested organisations can apply online via ECHA’s website. Organi-
sations wishing to participate in the meetings of Forum and the commit-
tees also need to register in the EU Transparency Register. For more in-
formation, please visit: 
http://www.echa.europa.eu/stakeholders_en.asp

Reaching out beyond Brussels: REACH 
Conference webstreamed

The REACH Conference organised by the European Commission to-
gether with the European Chemicals Agency  on 23 September will  
also  be webstreamed.  The conference will take stock of the 2010 

registration deadline and look ahead to 2013. This will allow all who are 
interested, to follow the presentations and discussions in the most widely 
spoken EU languages: English, French, German, Spanish, Italian and Pol-
ish.  It will also be possible to contribute to the conference via a chatbox.  
Follow the information and links at: 
http://www.euconf.eu/reach/

New Deputy-Chair 
for Management 
Board 

ECHA’s Management Board has elect-
ed Mr Martin Lynch as new Deputy-
Chair for the next two years. Mr Lynch 
has served on the Board since its incep-
tion and started in his new role on 1 Ju-
ly 2011. He comes from Ireland and is a 
career civil servant at the Irish Govern-
ment’s Department of Enterprise, Jobs 
and Innovation.

Vacancies in ECHA 

ECHA is currently recruiting 
for several posts ranging from 
junior scientific officer and 
administrative assistant to posts 
in information technology.

Read more: 
http://echa.europa.eu/opportunities_
en.asp

Stakeholders
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Interview with Director Jelena Cvetković, Serbian Chemicals Agency

Building up capacities

A Serbian delegation visited 
ECHA in June attending al-
so a pre-accession seminar on 

cooperation. Director Jelena Cvetković, 
from the Serbian Chemicals Agency, 
outlines how the Republic of Serbia is 
reshaping its chemicals legislation to be 
ready for future membership of the EU.

”As part of Serbian efforts to become 
a member of the European Union, our 
environmental and chemicals legisla-
tion is approximated to the relevant 
EU legislation. In May 2009, our Par-
liament adopted a new law in chemicals 
and a law on biocidal products,” ex-
plained Director Jelena Cvetković.

Serbia has transposed those REACH 
provisions that can be applicable in a 
country which is not participating in 
the centralised EU procedures. ”These 
are for example provisions on bans 
and restrictions, the Safety Data Sheets 
and the information flow in the supply 
chain. We will also transpose totally the 

list of substances of very high concern 
in Serbia.”

The new Serbian helpdesk is assisting 
companies in complying with the na-
tional legislation and with REACH. In 
Serbia, the chemical industry is mainly 
producing mixtures. 

The Serbian Chemicals Agency be-
came operational in March 2010. “We 
are also a regulatory agency drafting 
and enacting secondary legislation,” ex-
plained Director Cvetković. In the first 
year, the agency has focused on capac-
ity building, on developing secondary 
legislation and on transposing EU leg-
islation. ”We have further introduced 
rules on classification, packaging and 
labelling and introduced both the DPD 
(Dangerous Products Directive) and 
the GHS system, with transitional peri-
ods as in the EU. On 1 October, the du-
ty to classify substances will enter in-
to force.”

A chemicals register is being built up 

which “will be a very useful electron-
ic database of all chemicals on the Ser-
bian market, and will also help us to 
identify which substances on our mar-
ket fall under the obligation of regis-
tration within the EU,” said Director 
Cvetković.

“Our goal is to raise the capacity of 
our chemicals management adminis-
tration at the Serbian Chemicals Agen-
cy, as well as the capacity of our chem-
icals industry so that when Serbia be-
comes an EU member, administration 
will efficiently implement and enforce 
relevant legislation, and participate in 
the work of ECHA, and the industry 
will be able to fulfil their new obliga-
tions. This visit to ECHA is quite use-
ful for our planning and capacity build-
ing.”

Director Jelena Cvetković (front row, first left) and a Serbian delegation with ECHA hosts.

Executive Office & MB
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Highlights from the 22nd meeting of the ECHA Management Board
In its 22nd meeting of 21-22 June, ECHA’s Management Board elected a new Deputy-Chair. Other highlights were the se-

lection criteria for stakeholder organisations, the adoption of the Agency’s multi-annual work programme for 2012-14 and the 
challenges related to securing sufficient resources for the 2012 budget. 

Mr Martin Lynch, from Ireland, was elected as Deputy-Chair of the Board for the next two years. He has been a member 
since 2007 and is also the Chair of the working group for planning and reporting. The second and last term of the previous 
Deputy-Chair, Italian Antonello Lapalorcia, expired at the end of June. 

The Management Board is chaired by Dr Thomas Jakl from Austria. Five new members joined the Board in June: Aive Tell-
ing (Estonia), Kassandra Dimitriou (Greece), Marija Teriosina (Lithuania), Edyta Mięgoć (Poland) and Ionut Georgescu (Ro-
mania). 

Multi-annual work programme for 2012-2014 adopted
Another highlight of the June Board meeting was the adoption of the updated ECHA multi-annual work programme for 

the years 2012-14. The document had been in public consultation during March-May 2011 and the final version is available on 
the ECHA website. 

The multi-annual work programme sets out the planned activities in all areas of ECHA’s responsibilities, i.e. registration, 
evaluation, authorisation, restriction, classification and labelling and also future tasks related to pending legislation related 
to biocidal products and PIC (prior informed consent). Moreover, the programme introduces ECHA’s revised mission, vision 
and values statements.

Budgetary situation remains challenging
The Board also discussed the budgetary situation for 2012 and in particular the status of the EU budgetary procedure. In or-

der to manage the growing responsibilities under REACH and the related workload, mainly on substance evaluation and au-
thorisation, the Management Board had requested 20 new posts in March 2011. These would be financed by fee income and, 
thus, budget neutral for the EU. The Board was, however, informed that the 20 posts were not included in the Commission’s 
draft budget. The discussions in the Council also showed that it will be difficult for the Agency to get the authorisation from 
the budgetary authority for these new posts, even though first signals from the European Parliament were favourable. 

The Board also took note of the preliminary resource allocation for future tasks related to biocides and PIC.  The actual fig-
ures will depend on the final adoption and the scope of these new regulations. 

Stakeholder criteria revised
The Management Board adopted revised criteria for the selection of Accredited ECHA Stakeholders. The new criteria will 

allow for more flexibility in selecting stakeholder organisations. 

The next meeting of the Board is scheduled for 29-30 September 2011.

Executive Office & MB
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The Nature of ECHA’s Guidance 

Time and time again, I have seen 
our partners in implement-
ing the REACH and CLP reg-

ulations raise the question of defining 
the actual nature of ECHA’s Guidance. 
I encountered this during my involve-
ment in the Directors’ Contact Group’s 
deliberations on the “Stability of Guid-
ance” when it was suggested that ECHA 
Guidance should “enter into force” only 
after a certain “transition period”. This 
idea has also been raised in the context 
of registrants’ duties to update their 
dossiers “without undue delay”, accord-
ing to Article 22 of the REACH Regula-
tion. However, such notions are at odds 
with the Agency’s understanding of the 
nature of ECHA’s Guidance. 

I would therefore like to offer 
my personal reflections on this 
recurring subject. 

Guidance is designed to provide its 
readers with advice to help fulfil obliga-
tions under REACH and CLP, through 
further orientation and clarification as 
well as support to the addressees con-
cerned – industry as well as national 
authorities. It also publicly communi-
cates how ECHA, the European Com-
mission and Member States’ authorities 
will practically implement the legisla-
tion in their operations. Guidance up-
dates incorporate any new interpreta-
tion of the law. They also contain a wid-
ened range of explanatory examples, ac-
counts of experience gathered and re-
finements to the scientific regulatory 
reasoning applied, in short the “state-
of-the-art” as recognised at the time of 
their issuance, and thus a more precise 
indication of how authorities will and 
enterprises should proceed in applying 

Within ECHA, Andreas Herdina heads the Directorate of Cooperation which also holds responsibility for 
managing the process of drafting and consulting new and updated Guidance documents for publication 
by the Agency. In this article, he provides his observations on a recurring point of discussion, namely the 
nature of ECHA’s Guidance.

the respective norm. 
ECHA is obliged to provide explana-

tory information on the REACH Regu-
lation under its Article 77 (2) (k). Guid-
ance has not only to be useful, but is 
even necessary, as the entry into force 
of the REACH and CLP Regulations 
created important legal obligations for 
industry. However, at the time, there 
was no – and there still is only very lit-
tle – literature explaining these obliga-
tions or the processes under REACH 
and CLP; there was no case law estab-
lished by the EU Courts or any oth-
er Courts interpreting the obligations 
under REACH and CLP; and there was 
no regulatory experience in the imple-
mentation of REACH and CLP. Conse-
quently, there was (and still is) a great 
demand for explanations of REACH 
and CLP and the regulatory system 
they introduced. Guidance by ECHA, 
which is available to all interested par-
ties, serves to fill this information gap 
on the obligations of industry. With-
out Guidance, every reader would most 
likely have a different understanding of 
the REACH and CLP Regulations. As 
a consequence, every actor would ful-
fil their obligations differently. This 
could be detrimental to the purposes of 
REACH and CLP and certainly would 
add to the workload of the Agency. 

Whilst the purpose of Guidance is 
therefore clear, what is its nature?

Guidance is solely explanatory in char-
acter. It is not a piece of legislation, nei-
ther by design nor by default.

This is one of the reasons for which 
ECHA Guidance cannot enter into 
force. Any underlying legal obligation 
is already in force since the respective 

Andreas Herdina
Director of Cooperation

"Guidance pro-
vides its readers 
with a deeper un-
derstanding and 
better knowledge 
of their obliga-
tions."  

Guidance
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REACH or CLP provision entered took 
effect (mostly with the main body of 
REACH in 2007). Thus, Guidance can-
not put it into force again, nor can it de-
cree a transition period and thereby de-
lay the application of the law. This is not 
in ECHA’s powers, nor in the nature of 
Guidance. ECHA is not a law-maker, 
but an EU regulatory agency.

The second reason that ECHA can-
not decree a transition period lies again 
in the explanatory nature of Guid-
ance. Guidance provides its readers 
with a deeper understanding and better 
knowledge of their obligations. Thus, it 
triggers a cognitive process of realisa-
tion in the mind of its reader (just like 
a book may provide new insights in-
to a subject matter). Evidently, ECHA, 
as the author of this Guidance, can-
not then put this cognitive step in the 
mind of a third person on hold or in-
to reverse. What the reader has learned, 
the reader now knows. 

It may be in the interest of the read-
er to act on his newly acquired knowl-
edge or on a different interpretation of 
the legal text as soon as possible (“with-
out undue delay”) or even retroactively, 
where that is possible. This is the read-
er’s own responsibility. It depends en-
tirely on the individual circumstances 
of a duty holder under REACH or CLP 
whether the consequential action can 
be undertaken immediately (like sim-
ply ticking an additional box in the IU-
CLID file) or whether prolonged work 
is a necessity (like commissioning addi-
tional testing before updating a dossier). 
In fact, the notion of “undue delay” is 
a typical “indeterminate” legal expres-
sion that leaves the timeline to be deter-
mined by the circumstances of the indi-
vidual case. 

A change in the Guidance could 
thus trigger the need to submit a 
dossier or to update an existing 
one.

 
Apart from the context of evaluation 
under Title VI of REACH, it is not in 
ECHA’s remit to require the submis-

sion of dossiers. It is the responsibili-
ty of the duty holder, whilst a compe-
tent enforcement authority may, on a 
case-by-case basis, subsequently assess 
whether the necessary dossiers have 
been submitted. The enforcement au-
thority would look at each case indi-
vidually and may concur with the duty 
holder or, for instance, reach different 
conclusions on the period of time which 
different companies may have to update 
their dossiers. Therefore, it would be 
prudent for duty holders finding them-
selves in such situations, to document 
the factors that were relevant in decid-
ing on the actions they have taken, for 
the purpose of a potential need to dis-
cuss them with enforcers. 

The reader may also disagree with 
the Guidance and follow his own inter-
pretation of the law. His interpretation 
may eventually even be upheld by the 
EU Courts. There is no legal obligation 
to follow the Guidance as such. How-
ever, a diligent businessman can be ex-
pected to pay particular attention to is-
sues where he identifies a conflict be-
tween his company’s policy and ECHA 
Guidance and may be acting negligent-
ly where he does not. Ultimately, it can 
only be the courts that will establish 
binding decisions which can settle such 
matters of disputed interpretation. 

My favourite analogy to exemplify 
the nature of Guidance is to use the 
example of “maritime guidance” 
to underpin the arguments put 
forward above.

Maritime law requires the captain of 
any ship to navigate responsibly, ac-
cording to provisions imposing specif-
ic legal obligations. To help the mariner, 
numerous publications are made availa-
ble, for instance official charts provided 
by national transport authorities (or, as 
a world-wide reference, the charts pub-
lished by the British Admiralty). Addi-
tionally, specialised books cover many 
relevant subjects. 

The charts do not create law. They re-
flect information that is needed for a 

responsible captain to fulfil the obliga-
tions of safe navigation (the location of 
buoys, traffic separation regimes that 
have been put into place by respective 
legal provisions, the depth of the wa-
ters, etc.). These charts are explanato-
ry in character. However, they are regu-
larly updated. If a skipper does not fol-
low the latest state-of-the-art informa-
tion, this might lead to a navigation-
al mistake which again may represent 
a breach of a legal obligation stemming 
from the underlying law, but not from 
the chart as such. 

Equally, specialised literature may 
add to the captain’s knowledge.

A book may, for instance, describe new 
test results comparing the qualities of 
different types of anchor. If the skip-
per wants to use the best anchor, it may 
be available for purchase off the shelf. 
But, there may also be a long delivery 
time for a particular anchor. Or, it may 
not fit the design of the boat at all, ne-
cessitating the choice of a second-best 
anchor. Someone navigating in waters 
with very different anchor grounds may 
chose the best universal anchor where-
as another skipper may fit a particular 
boat with the anchor best suited for a 
specific navigation area. Just like in the 
case of updated or new ECHA Guid-
ance, once the skipper (reader) has ac-
quired additional knowledge from the 
new book, action to fulfil a legal obliga-
tion may need to be taken according to 
the circumstances. 

Ultimately, however, it will again be 
up to European Courts to find a more 
binding interpretation of the nature 
of Guidance. For the current lack of it, 
these thoughts are the best I can offer at 
this juncture. 

Guidance
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Public perception of labels

Can you remember what you were 
doing on 20 January 2009? To 
the average person this date may 

well be insignificant. Yet, the day is a 
cornerstone in the history of European 
chemicals legislation, as it marks a wide-
ranging overhaul with the entry into 
force of Regulation (EC) no. 1272/2008 
on the classification, labeling and pack-
aging of substances and mixtures (CLP 
Regulation), a directive which is to re-
place previous legislation on C&L and 
packaging for chemical substances and 
mixtures by 2015. 

CLP regulates the classification and 
packaging of dangerous chemical sub-
stances and the use of standard labels, 
to inform workers and consumers about 
hazardous properties and safety meas-
ures in addition to providing instruc-
tions on the packaging. The labels con-
sist of a set of harmonised elements, e.g. 
hazard pictograms which are mandatory 
for all hazardous chemicals that are sold 
in the European Union. 

The law has introduced the criteria for 
Globally Harmonised System of Classifi-
cation and Labeling of Chemicals (GHS) 
criteria to Europe – a UN incentive that 
took twelve years to mature – and aims 
to improve the well-being of citizens in 
its 27 member states, in particular their 
quality of life by ensuring the safe use of 
chemicals. 

For ECHA, the CLP Regulation pre-
sented an exciting challenge to carry out 
a study by 20 January 2012 “on the com-
munication of information to the gen-
eral public on the safe use of substanc-
es and mixtures and the potential need 
for additional information on labels”. 
The study will in turn provide the ba-
sis for a report from the European Com-
mission to the European Parliament and 
Council.

Given the need to understand how 
the public in all 27 member states re-
act to the labels, work began in 2008 in 
close cooperation with the “Bundesan-

stalt für Risikobewerting - BfR” (the 
German Federal Institute for Risk As-
sessment) and the Joint Research Cen-
tre’s Institute for Health and Consum-
er Protection (IHCP) of the European 
Commission. Together we prepared a 
questionnaire and commissioned a poll. 
The research objectives were to gain in-
sights into EU consumers’ perceptions of 
chemical products, and judge how those 
perceptions differ when people are reg-
ular users of chemicals. It also looked at 
people’s attitudes in dealing with safety 
instructions, and illustrates their under-
standing of the hazard symbols and safe-
ty language, as standardised by the CLP 
Regulation. 

This pictogram warns of a health hazard, 
for instance skin irritation.

Making use of a unique tool for dis-
cerning public opinions and trends on a 
wide variety of topics related to the EU, a 
so called Special Eurobarometer survey1 
was carried out by TNS Opinion on a 
representative sample of 26,574 individ-
uals, aged 15 or over in all 27 Member 
States. The poll took the form of face-to-
face interviews with consumers in their 
mother tongue from November to De-
cember 2010. The responses were pub-
lished in May 2011 and can be seen as 
representative of the views of over 500 
million consumers in the EU. 

The report makes interesting reading, 

revealing that the notice we take of la-
bels and instructions varies very much 
according to the situation in which we 
are using the chemical.

When asked about their understand-
ing of labels and the safe use of chem-
cials, most people in Europe are unable 
to identify everyday household chemi-
cals as potentially hazardous and rare-
ly follow safety instructions. The under-
standing of chemical products and pub-
lic awareness of how to use them safely 
varies considerably from one country to 
another. 

EU citizens are generally more in-
clined to characterise chemical products 
as ‘dangerous’ or ‘harmful to the envi-
ronment’ rather than ‘useful’ or ‘inno-
vative’. 

66% read safety instructions before us-
ing household chemicals but the atten-
tion paid to such instructions is higher 
only for certain types of products such 
as pesticides compared to, for exam-
ple, detergents. Only 7% of those read-
ing instructions follow them fully. There 
seems to be little understanding about 
the safety measures that need to be tak-
en when using chemical products. While 
respondents seem to be familiar with 
some CLP hazard symbols, only 11% 
understand the meaning of the picto-
gram that warns of possible skin irrita-
tion. The level of understanding about 
chemical products differs considerably 
from country to country with most re-
spondents feeling moderately informed 
about the risks associated with chemical 
products. 

To understand the behaviour that in-
fluences consumers’ perception when 
dealing with hazard labels and the safe 
use of chemicals, ECHA has now con-
tracted a team of academics specialised 
in the field of risk perception and com-
munication who will provide a qualita-
tive behavioural interpretation of the re-

Continues on next page...

Agency Networking

 2011 | AUG | № 4 ECHA NEWSLETTER | 15 



Extended One-Generation Reproductive 
Toxicity Study

The OECD adopted the extended 
one-generation reproductive tox-
icity study (EOGRTS) on 28 July 

as an OECD Test Guideline (TG) num-
ber 443.  This new study extends the 
range of OECD toxicity studies and does 
not replace, for example, the two-gener-
ation reproduction toxicity study OECD 
TG 416, which is currently used in 
REACH, if testing is necessary for par-
ticular high tonnage substances.  Adop-
tion of a new OECD TG is an important 
milestone towards worldwide regulatory 
acceptance of a new method for testing 
chemicals. It is important to remember, 
however, that the choice of TG, includ-
ing specific variations of options within 
a TG if appropriate, depend on the par-
ticular regulatory scheme. Hence the 
next step is to decide how the TG for the 
EOGRTS is to be used in a REACH and 
CLP context.

This new OECD TG 443 provides a de-
tailed description of the operational con-
duct of an EOGRTS, giving the possibili-
ties of using three cohorts examining ef-
fects in the offspring of the first paren-
tal generation (referred to as the F1 gen-
eration): 
•	 Cohort 1 is to assess reproductive 

and developmental endpoints and 
this cohort may be extended to in-
clude the mating of the F1 animals 

to produce a second generation. (F2 
generation).

•	 Cohort 2 is to assess the potential im-
pact on the developing nervous sys-
tem (i.e ‘developmental neurotoxic-
ity’).

•	 Cohort 3 is to assess the potential im-
pact on the developing immune sys-
tem (i.e. developmental immunotox-
icity’). 

The decisions on whether to perform  
the second generation, the developmen-
tal neurotoxicity and/or immunotoxici-
ty cohorts reflects the need for existing 
knowledge of the chemical to be evalu-
ated, as well as the needs of various reg-
ulatory authorities.   For example, when 
registering pesticides in the USA & Can-
ada, the decision on whether to test the 
second generation is made by ‘internal 
triggering’ from results in the first gen-
eration, as described in OECD Guidance 
Document 117. However, it is important 
to understand that this ‘internal trigger-
ing’ document does not apply for testing 
chemical substances for REACH and for 
classification according to CLP.

Using the new TG within REACH 
and CLP 

Important questions of how to use this 
new OECD TG within REACH and 

CLP arise, in particular regarding the 
study design that is necessary to en-
sure a high level of protection of human 
health, which is the one of the key aims 
of REACH (i.e. whether to include the 
second generation, developmental neu-
rotoxicity and/or immunotoxicity co-
horts). 

At the CARACAL-8 meeting in June 
2011, there was broad support for the 
OECD EOGRTS TG to be adopted ur-
gently as an EU Test Method.  It was 
agreed to set up a Working Group of 
Member Sates, the Commission, ECHA 
and other stakeholders (Industry/NGO) 
to develop regulatory criteria for the sec-
ond generation, developmental neuro-
toxicity and immunotoxicity cohorts 
for REACH and whether to integrate 
the criteria either in the current REACH 
guidance or as additional changes in the 
legislation are needed.

ECHA will report on the implications 
of that work for companies as soon as it 
becomes available.

Read more:
www.oecd.org 

sults of the Special Eurobarometer sur-
vey. 

This conclusive part of the study will 
close the gap between the information 
received on the way in which the vari-
ous categories of chemical products are 
viewed in the EU as a whole and in indi-
vidual member states. It will enable the 
Agency to recommend actions, mitigat-
ing misperceptions as well as recurrent 

behaviours, facilitating decision making 
at public authorities’ level which will be 
based on scientific evidence and viewed 
as a trusted source of information. 

1 Since 1973 Eurobarometer surveys are regularly 
performed on behalf of the European Commission 
to report on the public opinion of certain issues re-
lating to the European Union across the Member 
States. Results are published on the Directorate-
General Communication’s webpages.

The Eurobarometer program was initial-

ly launched and managed by Jacques-René Rabi-
er, with the political support of both the European 
Parliament and Commission. 

It was originally conceived as a way to track and 
analyse public opinion in all European Member 
States and to improve the information and com-
munication policy of European decision makers.

Continues from previous page...
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Committee for Socio-economic Analysis 
opinion on:

Restrictions
SEAC: “Restricting the use of dimethylfumarate (DMFu) in 
articles is justified from a socio-economic point of view”

At its meeting in Helsinki 14-16 
on June 2011, the Committee 
for Socio-economic Analysis 

(SEAC) adopted its opinion on a restric-
tion of DMFu in articles and agreed on 
draft opinions on restrictions concern-
ing mercury in measuring devices and 
phenylmercury compounds.

In its first opinion, SEAC concluded 
that restricting the use of DMFu in ar-
ticles is the most appropriate Commu-
nity-wide measure and that it is justi-
fied from a socio-economic point of 
view. For its opinion, the Committee 
took into consideration the comments 
that had been received during the pub-
lic consultation. The proposal to restrict 
the use of DMFu in articles was submit-
ted by France and ECHÁ s Committee 
for Risk Assessment (RAC) adopted its 
opinion on the proposal in March 2011. 

Alternatives available for mercury 
in measuring devices
SEAC concluded, in its draft opinion 
on mercury in measuring devices, that 
there are technically and economically 
feasible alternatives available for these 
devices.

The scope of the original restriction 
proposal made by ECHA was slight-
ly modified; SEAC proposed to also re-
strict the placing on the market of mer-
cury-in-glass thermometers used in in-
dustrial applications for temperature 
measurements above 200°C.

Furthermore, as a result of the pub-
lic consultation, SEAC supported a re-
striction on the placing on the market 

of mercury strain gauges instead of re-
stricting the placing on the market of 
plethysmographs designed to be used 
with mercury strain gauges.

The draft opinion of SEAC was pub-
lished for public consultation and the fi-
nal opinion is scheduled to be adopted 
in September 2011. 

Phenylmercury compound 
restriction: further reduction of the 
use of mercury
SEAC supports in its draft opinion the 
restriction, proposed by Norway, on 
five phenylmercury compounds used 
as catalysts in polyurethane systems: 
phenylmercury acetate, phenylmercury 
propionate, phenylmercury 2-ethylhex-
anoate, phenylmercuric octanoate, and 
phenylmercury neodecanoate. The re-
striction of these five phenylmercury 
compounds was seen as the most appro-
priate Community-wide measure and 
that the Committee’s action is justified 
from a socio-economic point of view.

SEAC also concluded that the restric-
tion should enter into force with a delay 
of five years after its adoption, in order 
to allow for the substitution of the sub-
stances and processes.

As foreseen by REACH, the draft 
opinion of SEAC was published for pub-
lic consultation, with the final opinion 
scheduled to be adopted in September 
2011.

Event Calendar

Here you will find the next dates 
for REACH and CLP related 
meetings and conferences or-

ganised by ECHA and the Commission 
in 2011.

The next Stakeholders’ Day will take 
place on 23 May 2012 in conjunction 
with the annual Helsinki Chemicals Fo-
rum (HCF).

Several other events have been planned 
for Stakeholders to receive guidance and 
updates about REACH and CLP, includ-
ing the REACH Conference in Brussels 
on 23 September organised by the Com-
mission. You can request further infor-
mation about specific events by email at: 
echa-events@echa.europa.eu.

EVENTS 
September/October 2011
•	 REACH Conference: 23 September 

(http://echa.europa.eu/news/events_
en.asp)

•	 ECHA Management Board: 29-30 
September

•	 ECHA Forum: 3-6 October

•	 CARACAL: 26-28 October

Tentative dates:
•	 ECHA Member State Committee 

(MSC): 21-23 September

•	 ECHA Committee for Risk Assess-
ment (RAC): 12-16 September / 24-28 
October

•	 ECHA Committee for Socio-econom-
ic Analysis (SEAC): 12-16 SeptemberContinues on next page...

Agency Networking
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Dimethylfumarate (DMFu) 
The inclusion of DMFu in articles is controlled by a temporary ban until 15 March 2012. This ban requires the EU Member States 
to ensure that articles containing DMFu are not placed or made available on the market (Commission Decision of 17 March 
2009, prolonged by Commission Decisions 2010/153/EU and 2011/135/EU). The ban was introduced due to several reports in 
many of the Member States concerning severe skin reactions (dermatitis) in consumers exposed to DMFu in articles, such as 
leather sofas and shoes. DMFu is used as an anti-moulding agent in articles.

The French restriction proposal is aiming to make the temporary ban permanent. The scope and conditions of the proposed 
restriction, which are now supported by ECHA’s scientific committees (RAC and SEAC), are the following:
•	 Articles or any parts thereof containing DMFu in concentrations greater than 0.1 mg/kg are prohibited from being produced 

and placed on the market in the EU. 
•	 The restriction should apply to all types of articles containing DMFu. 
•	 Manufacturing and import of the substance (DMFu) itself is not included in the restriction proposal. 

Mercury in measuring devices
At the request of the European Commission, ECHA has reviewed the availability of safer alternatives to measuring devices con-
taining mercury and, as a result, prepared a restriction report proposing to restrict mercury in several measuring devices that 
are used in industrial and professional settings (thermometers, sphygmomanometers, barometers, manometers, metering de-
vices for the determination of softening point, pycnometers and strain gauges). 

Mercury in measuring devices intended for the general public is already restricted. 
The restriction proposed by ECHA, which is now supported by its scientific committees (RAC and SEAC), concludes that as 

suitable alternatives are available the measuring devices listed above could be restricted and would thus no longer be placed on 
the market in the EU (with some minor derogations). 

Phenylmercury compounds
Norway prepared a restriction report proposing a ban on manufacture, placing on the market and use of five phenylmercury 
compounds, as well as a ban on placing on the market of articles containing these substances. The proposal is now supported 
by ECHA’s scientific committees (RAC and SEAC). 

Phenylmercury compounds are mainly used in the production of polyurethane coatings, adhesives, sealants and elastomers. 
They are degraded in the environment and produce hazardous degradation products, which can be transformed to methyl-
mercury. Mercury and its compounds are highly toxic to humans, ecosystems and wildlife. There is a widely recognised need 
to further reduce mercury emissions at an EU and global level. Action at an EU level is necessary, for a global persistent pol-
lutant like mercury, because it causes cross-boundary problems to human health and the environment. The life-cycle of the 
phenylmercury compounds leads to a release of mercury into the environment corresponding to around 4-7% of the to-
tal European mercury emissions

Continues from previous page...
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Phase-in* Non phase-in Total

No of registered 
dossiers 1

containing testing pro-
posals

530 42 572

containing testing 
proposals for vertebrate 

animals

403 29 432

No of endpoints

covered by registered 
testing proposals

1088 96 1 184

covered by registered 
testing proposals for 
vertebrate animals

667 50 717

No of third party 
consultations 

closed 139 22 161

ongoing on 31st of July 
2011

107 3 110

planned 157 4 161

Dossiers with testing proposals opened for 
examination² 

297 40 337

Draft Decision sent to the registrant ³ 14 16 30

Final Decision sent to the registrant 1 12 13

Terminated testing proposal examinations 4 2 5 7

* Phase-in: substances subject to 
transitional arrangements in REACH 
registration
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 July 2011 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).

Table A. Testing proposals: dossiers received and output processed between 1 June 2008 to 31 July 2011.

Phase-in Non phase-in Total

No of dossiers opened for compliance check1 148 139 287

Draft Decision sent to the registrant² 83 22 105

Final Decision sent to the registrant 5 27 32

Only Quality Observation Letter sent to the 
registrant ³

11 46 57

Terminated compliance checks4 6 34 40

Table B. Compliance check: dossiers and output processed between 1 June 2008 to 31 July 2011.

1 Dossiers ever opened for compliance 
check notwithstanding their current status.
² Draft decisions which did not become 
final by 31 July 2011.
³ Some additional quality observation 
letters have been sent together with draft 
decisions, but are not counted here.
4 Terminated upon further information 
being provided by the registrant or 
terminated without administrative action.

Evaluation statistics
- Report on dossier evaluation according to Articles 40 and 41 REACH

Dossier evaluation covers compliance checks of registration dossiers and examinations of testing propos-
als. In examination of testing proposals, all dossiers containing proposals for higher-tier testing, includ-
ing testing on animals, are evaluated. The aim is to check that tests are justif ied and adequate, and there-

by 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 scientif ically valid information. 

The compliance check determines whether or not the information submitted is in compliance with the REACH informa-
tion 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 31 July 2011. The phase-in sta-
tus 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.

Statistics
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Phase-in

No of registration dossiers ² 18 403

5% target for the compliance checks on registration 
dossiers motivated by the 2010 deadline ³ 920

No of dossiers opened for compliance check 4 121

Draft Decision sent to the registrant 5 76

Final Decision sent to the registrant 2

Only Quality Observation Letter sent to the 
registrant 6 5

Terminated compliance checks 7 3

1 Dossiers for normal registrations and transported isolated intermediates 
which comply with the criteria for the first REACH dossier submission 
deadline for phase-in substances (1 December 2010). Submissions con-
taining more then one type of registration in one submission (combined 
submissions containing e.g. both a normal registration and a registration 
as transported intermediate) are accounted for only once and only if one 
of the registration types within such a submission satisfies the criteria of 
the 2010 registration deadline. 
² all submissions registered by 1 December 2010 including those which 
were handled with a delay
³ This is the target for the 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. 
4 Dossiers which meet the 2010 registration deadline criteria and that have 
been ever opened for compliance check notwithstanding their current 
status.
5 Draft decisions which did not become final by 31 July 2011.
6 Some additional quality observation letters have been sent together with 
draft decisions, but are not counted here.
7 Terminated upon further information being provided by the registrant 
or terminated without administrative action.

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

Registered substances by registration type * Registered substances by category / class / source Top 10 countries by number of substances registered •

§ All numbers for 'Substances' are determined automatically using unique substance identifiers (EC Number / List Number). As substance identities are verified the numbers reported for substances may change.

* 'Full' indicates a registration under REACH Article 10 as a full dossier; 'OSII' under REACH Article 17 as an on-site isolated intermediate; 'TII' under REACH Article 18 as a transported isolated intermediate.

¶ Substances previously notified under Directive 67/548/EEC ('NONS' substances) which have been claimed and updated with a REACH registration dossier; these are counted with the 5001 REACH registrations

• Numbers indicated in this table are the number of substances registered in a country (by at least one legal entity) from the total figure of 5001 substances for which REACH registrations have been received.

Data as of 11 Aug 2011

ECHA Website  >  ECHA CHEM  >  Registered Substances

Registered Substances - Overview§

5 001
Registered Substances

(for which a REACH registration

dossier has been received)

+ 2 466
Registered Substances

(Notified under Directive 67/548, 

claimed since Jun 2008)

Only as Full * 2 735

Only as OSII *  391

Only as TII *  927

Full & OSII  117

Full & TII  319

OSII & TII  250

Full, OSII & TII  262

Registered as

Full Registration

Registered as

Intermediate Only
1 568

3 433

Phase-in substances 3 502

Non-phase-in 1 499

Total 5 001

Of which are NONS ¶ 1 090

EINECS substances 2 712

Substances from

Joint Submissions

Substances from

Individual Subm.

2 971

2 030

Germany 2 802

United Kingdom 1 301

France 1 054

Belgium 1 096

The Netherlands 1 025

Italy  880

Spain  801

Sweden  364

Poland  358

Finland  347

Statistics
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