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l. Summary Record of the Proceedings

Item 1 - Welcome and Apologies

The Chair of the Committee, Ms Anna-Liisa Sundqudgtened the meeting and
welcomed the participants to the M %neeting of the Member State Committee
(MSC).

For this 18" meeting, apologies were received from eight MSGnivers. Three of
them had notified the Chair as to their proxy. Rertproxies were then given during
the meeting due to last minute changes in thetigli the members because of a
Finnair strike (for the full list of attendees afwither details see Part Il of the
minutes).

Item 2 - Adoption of the Agenda

The Agenda was adopted as proposed by the SeatdiaECR) with the deletion of
Item 11 — Report from other ECHA bodies and agésit The final Agenda is
presented in Part Il to these minutes.

ltem 3 - Declarations of conflicts of interest to he items on the
Agenda

No conflicts of interest were declared in respecany Agenda point of the meeting.
However, the Chair took the opportunity to raise dscussion with the participants
an issue of concern not necessarily directly coteiet¢o the Agenda item under
discussion.

She reminded everyone the objective of these ngetind that the Committees are
of paramount importance in the implementation ofARH and to ensure ECHA is
independent and transparent. Reminder of theseewals among other thing
mentioned in the Work Program of ECHA just recemttiopted by the Management
Board. The organisation of the work of the MSC ushsto respect these values. In
fact, public consultations to the proposals madd eesponse to comments are
organised in a transparent way. The stakeholdesrebss can distribute comments to
MSC by contacting SECR and request for their trassion and can be accompanied
by one expert according to the code of conduct. Thair reminded all participants
that ECHA does not have a mandate of basing it& worpolicy considerations and
that the committee participants need to base fttistussions and agreements on
scientific and technical arguments.

It was emphasised that when information is sharetivden parties outside the
Committee, that information should be shared eguationgst all the members of the
Committee for transparency’s sake and for everyionéghe Committee to have a
common basis.

Following this reminder, the members explained thay have two hats, the hat as a
member state representative and that as a MSC menideen they receive
information from different stakeholders, they weted such information, however,



they always receive it and reply to it as represtargs of the member state competent
authority and not as MSC members.

It was agreed that there is a need to furtherfglam the ECHA website the MSC
processes on SVHC identification and ECHA’s dradftammendation. Further
emphasis should be put on the procedures ensuangparency and credibility of
MSC processes like clarifying the importance tovpe information via public
consultations, to contact the MSC-S if additionatuiments or information is wanted
to be distributed to MSC members and to avoid &ttan of case related information
directly to the MSC members. The objective is tewra that all MSC members have
the same information basis when making decisions.

ltem 4 — Administrative issues
» Satisfaction survey

SECR reminded the members that such a survey veasbdied during December

2009. This would be repeated by all the ECHA Corteag soon after this meeting.

The webropol link would be open until early Janua@i1. Responses to the survey
will be appreciated by SECR as they would providedybasis to identify needs for

improvement of performance of SECR.

* Renewal of memberships - oral status report

ECHA invited the Member States (MS) to renew thmagmberships in the ECHA

Committees and Forum. Mostly all the MSs sent EGHé& appointments or renewal.
The next invitation would be sent in June, sincenesanembers would have their
membership expiring during the second half of 20Ifiereafter such invitations

would be sent twice per year. Most of the MSC mersihips would expire on 26

February 2011. 16 MSC members renewed their meripsisthree are now new

members (one already attended the MSC-15 meeting)MSs did not respond yet

whilst the eight remaining members would contingepar their membership until it

expires. During this renewal process four moreradtee appointments were received
thus having a total of 16 alternates appointed. RAG SEAC memberships would be
decided in the Management Board meeting on 16 Dieeef010.

Iltem 5 - Draft minutes of the MSC-14

SECR explained that following the request for comtseon the draft minutes no
comments were received from the members but congmeete received from the
Commission (COM). Their comments were included tmedamended minutes were
provided to MSC on 19 November.

Minutes were adopted without changes in the meefiingy would be uploaded to
CIRCA as per usual practice.



The action points from the MSC-14 meeting wererretéto by SECR. All points had
been covered by the agenda items of MSC-15 meeting.

One MSC member expressed a wish to have more elktaiinutes reflecting better
the scientific discussions. MSC-S promised to atershow the minutes could best
incorporate the information related to the decisiaking at MSC.

Iltem 6 — ldentification of SVHC

a) Reporting back on identification of SVHCs in writen procedure

SECR shortly informed MSC of the outcome of thetwen procedure. Responses
from 26 members with voting rights were receivetlphwhich were in favour and
none were against the proposed agreements. AlsNdhgegian member responded
positively. This response rate is well above thergm of 60% i.e. 17 members. Two
substances (2-methoxyethanol, 2-ethoxyethanol) wieentified as SVHC in
accordance with Article 57(c) owing to their cldssition as toxic for reproduction
category 2 with unanimous agreement of the MSC neesnbn 25 November 2010.
Agreements and support documents of these two audest would be posted on the
ECHA MSC webpage as well as the response to consnaiies (RCOMSs) prepared
by the MSCAs who submitted the Annex XV proposatslicating that they are
MSCA documents.

b) Seeking agreement on Annex XV proposals for idéification of SVHC

Discussion and seeking agreement on the identifigah of SVHCs based on
the proposals and the comments received

The Chair explained that for each substance praptisbe identified as SVHC there
are draft agreements (DAs), support documents (2IDd) response to comments
tables (RCOMs) available. She also explained tHaEFRS always prepares the DAs
based on the assumption that the SVHC proposalseoMember State Competent
Authorities (MSCAs) find agreement by the MSC. Heee both DAs and SDs can
be modified in the meeting. SECR has made somer@ldiformal changes in the SDs
and included these also in the DAs in order toertflthe provisions of the new
Classification, Labelling and Packaging (CLP) Regioh. From 1 December 2010
both old and new classifications need to be redasteultaneously until 2015.

Following this introduction, the representativestbé dossier submitting MSCAs
presented their SVHC proposals for the followingensubstances for agreement by
the MSC during this meeting:

- Chromium trioxide

- Acids generated from chromium trioxide and thei oligomers
- 1,3,5 Trichlorobenzene

- 1,2,3 Trichlorobenzene
- 1,2,4 Trichlorobenzene
- Cobalt (Il) sulphate



- Cobalt (II) dinitrate
- Cobalt (I) carbonate
- Cobalt (di)acetate

Summary of the discussion held per substance dthimgeeting:

- Chromium trioxide
- Acids generated from chromium trioxide and theiroligomers

The representative of the German CA introduced Almmex XV proposals for

chromium trioxide and acids generated from chromitiaxide and oligomers as well
as the main comments and the responses of the Ge@Aato these comments.
Details can be found in the presentation, which hasn made available to the
meeting participants. The SVHC proposal was madecdmplete the set of

chromium(VI) compounds already included in the cdatk list. Numerous

comments were provided during public consultatign tbe industry using these
substances. Many comments repeated the same vavit tirould be unjustified to

identify chromium trioxide as an SVHC. The commestsessed that risks were
already assessed under the former Existing ChesniRelgulation (ESR) and no
further actions would be needed. The German CAoredgd to the comments of the
industry that under ESR the conclusion indicatsH, rin particular, for workers. The
harmonised classification as carcinogen (and mujagad the identified risk were
the basis for making the proposal for identificatad chromium trioxide as an SVHC.
According to the German CA the authorisation precesuld be a proper tool to
introduce further risk reduction measures, inclgdionsiderations for substitution.

SECR complemented the presentation of the Germare@isentative by explaining
that the acids generated from chromium trioxide tedr oligomers are considered as
a substance different from chromium trioxide. Irctfdboth chromium trioxide,
chromic acid and dichromic acid have different BE@nibers. Chromic acid and its
Oligomers might be regarded as a substance gedeatateng end use of chromium
trioxide and therefore exempted from the obligatomegister. This is to reply to the
comments received during the public consultati@t Htids are regarded as mixtures
of chromium trioxide and water. SECR further expéal that, however, chromic acids
would be exempted from registration in accordand vnnex V(3) of REACH.
ECHA did not receive any registration dossierscturomic acids.

A member raised the concern that he received irdéon from industry that there is
almost no exposure from the chromate industry. Hewne the German CA

representative explained that they have considiefednation from more than 2000
quite recent exposure measurements carried out Hey German insurance
organisation, Berufsgenossenschaft, that indicagé lexposure. The trade union
representative pointed out the recognised reldtipnsetween the chromium trioxide
exposure and occupational diseases.

Another participant asked MSC to note that whendm@mium trioxide goes to the

next step of authorisation industry had some corgcehat there are no proper
alternatives for some critical uses.



It was noted by the Chair that at the SVHC idecdifion step of the authorisation
process information on exposures, uses or alteggis not considered. Identification
of SVHCs is taking place on the basis of hazardrmftion and the criteria set out in
Article 57. Information related to uses, exposwuaed alternatives as included in the
Annex XV dossier or provided during public constitia will be considered in the
later steps of the authorisation process.

Conclusion: The MSC unanimously agreed on 2 December 2010 chedimium
trioxide and the acids generated from chromiunxide and their oligomers meet the
criteria of Article 57 (a) and (b) and Article 53)(respectively. Therefore, these
substances are identified as SVHCs. AgreementsS&rsdfor both substances were
unanimously agreed after some minor modifications.

- Cobalt (Il) sulphate

- Cobalt (II) dinitrate

- Cobalt (Il) carbonate
- Cobalt (di)acetate

The representative of the Dutch CA introduced thmeX XV proposals, the main
comments and the responses of the Dutch CA to ahements. The details can be
found in the presentation, which has been maddadlaito the meeting participants.
The rationale why the dossiers were proposed &eldssification of these cobalt-
substances and the results of the RMO analysisedaout before making the
proposal. It was also considered important to cemepihe candidate list with further
cobalt substances that are similar to cobalt dradeo which had already been placed
on the candidate list earlier, in order to allow &group approach to manage the risk
of these cobalt substances together. This ratiomasequestioned by many comments
from industry that were in most cases consideriregdurrent uses of the cobalt salts
as intermediate uses, which is contrary to the rstdeding of intermediate uses by
the competent authorities and ECHA as explainethendocument agreed upon by
CARACAL and published on ECHA website. The Dutch €énsidered that the
Annex XV dossiers of the cobalt salts do not dertrates unacceptable risk because
that is not required in the SVHC identification pegs or for subjection of substances
to authorisation. More information will become dahle to be able to assess the risk
when the substances have been placed on the ctnlisia

A member said that the four substances would nadtrttee criteria for the future
Annex XIV because it seems that there is a low m&uor non-intermediate uses.
Also the grouping approach cannot be used sincedlie are used in very different
processes and there are no alternatives. It woalk been useful to get more
information on real uses of these substances. When proposing substances for
inclusion in the candidate list it should be witkiaw to be prioritised to Annex XIV
in the future and not just to be listed in the dgdatk list.

The Chair however reminded the MSC that at theetitirstage of the process the
issue is not prioritising substances for Annex Xiwt to consider whether they fulfil

one or more of the criteria set out in Article $Vhen a proposal is made to identify a
substance as SVHC the MSC cannot start consideviregher the proposal should



have been made or not. This should have been dotreelsubmitting MSCA as part
of their Risk Management Option (RMO) analysis.

Conclusion: MSC unanimously agreed on 2 December 2010 thatfabe cobalt
substances meet the criteria of Art 57(a) anddo) therefore these substances are
identified as SVHC. The agreed SDs and Agreemeriisb& posted on ECHA
website as well as the RCOMs, which had been dpedlby the Dutch CA.

- 1,3,5 Trichlorobenzene
- 1,2,3 Trichlorobenzene
- 1,2,4 Trichlorobenzene

The Chair explained that this is the first timetthESC receives Annex XV proposals
for substances that are proposed to meet theiarivérArticle 57 (f) for PBT-like
substances. Thus, it was necessary to considethamétere is enough scientific
evidence to conclude as such. The Annex XV dossurft needs to demonstrate on
the basis of a scientifically solid argumentatioported by relevant data that there
is scientific evidence of probable serious efféothuman health or the environment
which gives rise to an equivalent level of concernhose of other substances listed
under Article 57 (a)-(e). The scientific argumeiaiatneeds to be fully documented
and the case discussed using a weight of evideppeach and expert judgement.
The importance of assessing all available inforamagiroperly was emphasised by the
Chair because the conclusion in this first casé alivays be seen as a precedent. It
was noted by one member that the concern of ma&kimpyecedent should not be
overestimated because each case has to be assegaettely.

The representative of the German CA introducedAheex XV proposals for the
trichlorobenzenes as well as the main commentstandesponses of the German CA
to these comments. Details can be found in theeptaton, which has been made
available to the meeting participants. The ratienahy the dossiers were proposed
are the PBT like properties of the substanceshlatobenzenes are considered to be
persistent, fulfilling the criterion of Annex XIlll. The substances show
bioaccumulation and ecotoxicity, though not fuifij the respective criteria of Annex
XIl. Furthermore, trichlorobenzenes have a verghhipotential for long-range
transport. Some comments questioned the bioacctineulgproperties of the
trichlorobenzenes; as a response, the respectotmrsen the dossier was reworked
and a field study on bioaccumulation was includ@dme comments stated that the
justification for the “equivalent concern” was naidequate; the German CA
responded by giving a more detailed discussiorhenssue.

In the discussion it was recognised that identificaof SVHCs under Article 57 (f)
does not require that a substance fulfils the riaitef Annex XIIl. However, as the
trichlorobenzenes were suggested to be “PBT-likabstances, it was deemed
necessary to consider which of the available infdram would justify a conclusion
that the substances either meet the PBT-criteriareronly close to meeting the
criteria. It was indicated that when the PBT or BRuiteria are not met there should
be some supplementary information available tha imeight of evidence approach
would suffice to justify using Article 57 (f) asdhdentification basis. Therefore the
discussion focused on the kind of supplementara @aid information that would
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allow a conclusion that the criteria of Article %% are met. It was a common
understanding in the meeting, that the three issroétrichlorobenzenes (TCBs) do
not fulfil the toxicity criterion (T) of Annex Xlllbut they would meet e.g. the
classification criteria as dangerous for the emment. In this context, the
information on the long range transport potentlaRTP) of the trichlorobenzene
iIsomers was discussed.

An expert assisting one MSC member delivered aeptation on their position
regarding these three substances (Room DocumentTh2) presentation has been
made available to the meeting participants throGgRCA. He indicated that the
available studies on 1,3,5-trichlorobenzene (1J338) show that after lipid
normalisation the BCF is well below 2000 and hetheesubstances do not meet the B
criterion. Moreover, as many of the studies refiteein the SVHC proposals are not
considered reliable they should not be used adfipasion for the proposal. In
addition, studies on biomagnification found in thierature reveal no signs of
biomagnification of 1,3,5- TCB. Support was expessdy some members to this
view.

A MSC member asked whether there is any monitodiaigz available showing that
the substance can be found in the environment atakin remote areas. It was
mentioned that these substances are listed astprgubstances under the Water
Framework Directive and therefore monitoring ddtawdd be available.

The submitter CA explained that there are not mawoyitoring studies for TCBs in
remote areas available. However, the models usegss$ess long range transport
potential and presented in the support document@rsidered reliable. Two different
modelling approaches were used, and both resuitéloei same conclusion that TCB
has a high LRTP.

A different MSC member agreed with the conclusiérihe submitting CA that the
substance has a high LRTP. He also argued thatdhckeasured data should not
prevent form concluding on the LRTP of the substanc

However, another MSC member stated that withoyiedsve use of the substances,
LRTP as such is not an issue.

Doubts were expressed by several members whethetheobasis of the available
information, TCBs are good candidates to be idextilinder Article 57 (f) as they
would remain very borderline cases for which thielence of properties giving rise to
an equivalent level of concern than PBT substaisceague.

A stakeholder representative expressed concermittaf negative decision the MSC
would establish a very high level of burden of greoncerning the information
needed to put a substance on the candidate listrumd f: Trichlorobenzenes are
persistent compounds with significant bioaccumalatpotential as well as chronic
aguatic toxicity; they have long range transporteptial and have been found in
wildlife in remote regions.

An explanation was given by SECR why Article 574becifically mentions PBT-like
substances. The text of Article 57 (f) was agreethe political process of REACH
decision making to be able to ensure that substahaging PBT properties can be
identified on the basis of scientific argumentsiweight of evidence approach using
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expert judgment. The original proposal made byrdgulator presented criteria to be
analysed to check whether the substance accumutatéggher mammals. However
during the negotiations this was reduced to accatian in fish which are based on
strict numerical values that do not allow such aemtions. So then Article 57 (f)
was introduced to reflect the accumulation in highemmals and compensate for the
lack of flexibility given by the strict criteria oAnnex Xlll. The current assessment
approach of Annex XllI are being revised. When theised Annex XIllI criteria
taking into account the above mentioned argumemdsistroducing more flexibility
as well as the use of the weight of evidence willee into force it may not be
necessary to use any more Article 57(f) for ideimig PBT-like substances.

Conclusion of the first discussioRollowing this discussion the Chair concluded that
there seemed to be doubts whether the substancdd meet the criteria of Art 57(f),
mainly because they are not T, they do not meettiterion for B and may not even
be close to meeting the criteria according to thesent way of assessing
bioaccumulation. The data on biomagnification seémbe on studies that do not
necessarily measure biomagnification. The substaace persistent and could be vP
in sediments and soil. With regard to LRTP it wasaiuded that even though the
substances do have a very high potential for beamgsported via the environment to
remote areas, this was not enough to consider #sefulfilling art. 57 (f), when also
taking their P-, B- and T-properties into account.

An ad-hoc group was set up to continue the disoosaiter closing the Plenary. The
ad-hoc group was asked to report back to the Blenar

Second discussion:

As result of the discussion in the ad-hoc grou2ddecember 2010 it was proposed
that agreement should be sought along the ratidhatet is not possible to conclude
on the basis of the available data whether thetanbs meets the criteria of Article
57 ().

The MSC unanimously agreed on 3 December 20101(d51-11:35 when quorum
was confirmed to be present by the MSC-S when @ogitiie proxies that were given
by the members that had left the meeting as wethasalternates present) that it is
currently not possible to conclude on the iderdtiicn of the three isomers of
Trichlorobenzene as substances of very high corineancordance with Article 57 (f)
of Regulation (EC) 1907/2006 (REACH). The agreemamid the support documents
were unanimously agreed upon based on the changee miuring the meeting
corresponding to the final conclusion.

It was also concluded that the trichlorobenzeneness will not be included in the
candidate list but the agreed documents will bdiglied on the ECHA MSC website
under heading ‘other agreements’, where the agreemred support document on
cyclododecane is located.

The Chair and the members expressed their appmctied the German CA for
making the proposals available as they providedadgbasis for discussion and
greatly helped the Committee to understand bettert wvidence would be needed for
identification of a PBT-like substance under Aei@7 (f). There seemed also to be
support for a proposal that it would be usefulhia future to have a workshop where
Article 57(f) could be discussed together with epdaa of the different types of



substances that could be identified under Articl€)>5 The member from Germany
informed MSC about the workshop that the German i€Aorganising in early
December on endocrine disruptors where the criferighese substances would be
discussed. The Chair also asked for members tontedu for organising this potential
workshop on identification of a PBT-like substanseder Article 57 (f). ECHA
SECR would also consider this option. Another ssgige was to involve the
RIMEDE group of CARACAL in discussions related betArticle 57(f) criteria.

Item 7 — (Updated) Draft recommendation for incluson of priority
substances in Annex XIV

a) Responses of ECHA to the comments received inetipublic consultation on
ECHA'’s draft recommendation and draft Annex XIV entries for prioritised
substances

b) Introduction of changes in the draft recommendabn and background
documents following the consultation outcome

SECR gave a presentation on the recommendationttendesponses given to the
comments received during the public consultatic@HR indicated that even though
additional information had been provided by indysto ECHA as part of the
conclusions and action points of MSC-14 meetin@HR still maintained its opinion
that the uses of arsenic trioxide in the glasssirguand in Zn production are not uses
of this substance as an intermediate. In the roooumient provided by ECHA it is
indicated that arsenic trioxide in the glass praiducis considered as a processing
agent. Following this, a stakeholder representatoremented that the glass industry
does however believe that in the information predidt was sufficiently explained
that the arsenic trioxide added is not only funtitig as a processing agent, as after
the introduction of the A®s in the furnace it decomposes to Arsenic that beng

an integral part of the glass.

With regard to the manufacture of zinc, the sarakedtolder representative wanted to
clarify the process a little bit further. He expled that the process starts with the
complex zinc solution which however contains a eaafjother metals beside zinc. In

order to use the natural resources to the extessilple arsenic trioxide is added to the
solution of metals in order to separate the difieraetals by precipitation of as metal

arsenates and to increase the concentration/mirttye zinc solution to maximise the

efficiency of the electro refining process. Theqpéated metal arsenates are further
processed into the respective pure metals in gihesesses. Therefore, the use of
arsenic trioxide in the electro-refining procesziot is considered as intermediate by
the industry.

The same stakeholder representative continuedabingtthat for the process of glass
manufacture, arsenic trioxide is added under ctattoconditions, observing all

required safety measures. With regard to the Murdisiict situation, he stated that
the situation has considerably improved in recesdry. The occupational exposure
levels to arsenic have been lowered to a levellain that of the general public, as
illustrated by the information provided to the MS&s with regard to artisan glass
manufacture only a low volume of diarsenic trioxid® used, therefore, the
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prioritisation is questionable. It was also stathdt industry welcomes the longer
application dates of 18 months, since 12 monthapply for authorisation is very
challenging to be met.

Following this intervention, the Chair, even thougtateful for such information,
highlighted that the MSC would have appreciatedeteive this information during
the public consultation, since it would be veryfidiflt to analyse this information
before the recommendation, as the MSC opinion erréikommendation needs to be
finalised.

With regard to use of arsenic trioxide in the Mwahstrict a member explained that,
following a visit to this district, where he andlleagues from his institution met with

staff of the Italian experimental station for glaghey understood that the

experimental station’s research on alternativegigan advanced stage. However,
more time is still required to fully understand thest of the alternatives in terms of
safety and cost. They realised also that the maergrises are working under strictly
controlled conditions, however, the concern for kimadustry still remains. The same

member remarked that the study demonstrating tkpdseire levels are decreasing,
referred to by industry, has not yet been published

A stakeholder representative asked the Commissépmesentative present at the
meeting whether the assumption made by ECHA omtiwy into force of the second
amendment of Annex XIV (i.e. January 2012) is ocitréCOM replied that this
assumption is deemed to be correct since a twebrgmperiod is needed for the final
COM decision by comitology procedure.

Some questions were raised with regard to the egtgin dates recommended by
ECHA since for some substances 18 months aftey émtip force is recommended

whilst for other substances the recommendationlisndnths. SECR explained that
the recommended timing was chosen to comply on wiitie the guidance that should
be conceded for preparing authorisation applicatioh good quality and to avoid

overload of the Agency and its Committees with maay authorisation applications

in the time provided for.

The SECR also explained that so far there is ndadla overview of the registrations
on the substances recommended for Annex XIV. Wdtfard to planning for the next
recommendation, the SECR explained that it is mdnno start another
recommendation process in 2011, provided thereeaoeigh suitable substances on
the candidate list.

c¢) Opinion of the MSC on the draft recommendation of piority substances to be
included in Annex XIV

1) Discussion on the draft opinion based on thdupdated) draft
recommendation of priority substances to be includgin Annex XIV

2) Adoption of the MSC opinion

The Rapporteur presented the contents of the dwgifiion to the MSC. In the
discussion that followed the following main poimere raised:

1. What is covered by the current EINECS number fé¢[2initrotoluene.
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A member raised the concern that since there ace diiferent EC numbers for
Dinitrotoluene, it would be interesting to know holmese EC numbers relate to each
other. One EC number is specific for “pure” 2,4-Dwtoluene (EC number 204-450-
0; mono-constituent substance) whilst the other (E@ber 246-836-1) is a generic
entry for isomeric mixtures (reaction masses). fiis the SECR prepared a very
detailed reply in the form of a presentation. ThECR® explained that 2,4-
Dinitrotoluene, which is identified as a SVHC amunlisted in the recommendation
is the “pure” substance (mono-constituent subsjaand according to the guidance
for identification and naming of substances undeARH, its entry (EC number 204-
450-0) covers substances that contain at least 80%2,4-Dinitrotoluene (the
remaining 20% could consist of other Dinitrotoluegsemers or other constituents).
The second substance (EC number 246-836-1) iserigeantry for isomeric mixtures
(reaction masses) of dinitrotoluene for which tleenpositions might be variable or
unknown. This EC entry might cover more than onestance in accordance with the
guidance for identification and naming of substaneseder REACH. Industry is using
this EC number for the technical grade of Dinitloéme that is composed of 70-80%
of the isomer of 2,4-Dinitrotoluene, 20% of 2,6-Diotoluene, and a small
percentage of other isomers. This substance isrdedaas a well-defined multi-
constituent substance of the two main-constituémisin isomers), namely 2,4- and
2,6-Dinitrotoluene. This technical grade is usedmsrmediate in the synthesis of
toluene di-isocyanate.

This multi-constituent substance however, is noteced by the entry (EC number
204-450-0) that is currently listed in the recomudegion. This however should not be
a point of concern since it appears that the teethgrade dinitrotoluene is only used
as an intermediate. In fact, registration data stibchso far for the technical grade of
Dinitrotoluene refer only to uses as intermedi&e.far, no registration dossier has
been submitted for the mono-constituent 2,4-Ditdiecene.

It is not clear whether the technical grade sulesgtaran replace the mono-constituent
2,4-Dinitrotoluene in its uses. If such replacemerts notified by updating the
registration dossier of the technical grade, armoftrmex XV dossier covering the
generic entry for the isomeric mixtures (reactioasses) of Dinitrotoluene could be
developed.

The Chair concluded that since only EC number 283-@ is on the candidate list the
mono-constituent 2,4-dinitrotoluene is the only stahce that can be included in the
recommendation of substances to be included in AXie.

2. PPORD exemption

Due to the request received from one company, tirarfittee discussed exemptions
from authorisation for PPORD uses of lead chrompagenents (C.I. Pigment Yellow
31 and C.I. Pigment Red 104).

As stated in the MSC opinion, MSC agrees with EC$lAgsponse to the request that
PPORD exemption is not warranted in the specifgecaddressed during the public
consultation.

In general, MSC is of the opinion that the impaatsexemptions for PPORD on
human health and environment are difficult to addlia this phase of preparation of a
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recommendation for Annex XIV. The issue of incotesisy between the possibility
of optional PPORD exemptions and the aims of aightton formulated in Article 55
(that these substances are progressively replaceditable alternative substances or
technologies) was discussed. MSC had the viewtkigatonflicting objectives of the
legislation to substitute a substance subject tbasisation and at the same time to
allow the use of such substances for developmeneéwfuses are difficult to address.
It was also noted that formulation of a PPORD extwngn such a way that it would
be specific enough but applicable to all possibtelar cases would be a challenge. A
PPORD exemption to be included in the legislatianrot be addressed only to one
company.

3. Route of authorisation/ application

Since in the first recommendation, as a footnotesdme substances the route of
authorisation was indicated, a discussion tookepladVISC whether this information
should be provided in the recommendation also time. SECR explained that
despite of that, it considered that as the COM haidincluded the route in Annex
XIV (because it is not required by the legal tektyas not necessary to do so for this
recommendation. Thus, ECHA decided not to includy @&formation on the
potential route of authorisation in th& 2ecommendation. It is clear that on the basis
of the legislation (Art 60(3) and Art 60(4)) for PRFPvB substances only the “socio-
economic route” could be chosen for granting auslation. For the other SVHC
substances (CMRs/ substances of equivalent concer®) possible route of
authorisation depends on adequate control of risks effect threshold (e.g. DNEL,
NOEC) can be specified, normally the “adequate rebmbute” (Art 60(2)) could be
chosen for granting authorisation. However, alscase of substances with effect
thresholds, if the applicant cannot prove that risk is adequately controlled, the
Commission may consider granting authorisationhenltasis of the “socio-economic
route”(Art 60(4)). If no effect threshold can befided, granting of authorisation is
only possible via the “socio-economic route” (AQ(8)). Eventually, it may be the
Risk Assessment Committee (RAC) who, taking accaointhe information on
toxicity provided in the authorisation applicatibg the applicant, would provide an
opinion for the substance in question and effdutsshold can be specified. However,
the fact that there is a toxicological thresholdnal does not mean that the
authorisation can be granted by the CommissiondoaséArticle 60(2).

It was then overall agreed to remove any referenoe the route of
authorisation/application from the opinion sincerth is no such reference in the
recommendation.

4. Whether to prioritise diarsenic trioxide and diaisgpentaoxide

A MSC member explained that during the discussiothe working group, he had
some reservations regarding the prioritisationhef diarsenic oxides since diarsenic
trioxide is with regard to zinc production only dsat two sites in the EU and is
claimed to be used under strictly controlled cdndg. Thus there appears to result no
widespread exposure from this use. With regardassgproduction, diarsenic trioxide
appears to be normally used under strictly corgbltonditions. In the Murano
district relevant exposure to workers occurredibséems that exposure significantly
declined in recent years. He thus was wonderingt wize the relevant volume the

12



MSC should consider when prioritising these arsemides. However, in the end the
working group had agreed that there is not enoagrmation available to decide

that exposure to arsenic in the artisan glass tndissno relevant issue anymore and
there was insufficient time to reopen the debathénplenary meeting. The MSC thus
agreed with the prioritisation of the arsenic oxid&till, the issue of the relevant
volume and the estimated exposure potential ddkisovolume is a general one and
the member would like the MSC to reflect on thisha next prioritisation round.

Conclusion MSC adopted unanimously its opinion on 3 Decen@t0 (at 10:05
when quorum was confirmed to be present by MSC-8nwdounting the proxies that
were given by the members that had left the meeatingell as the alternates present)
as provided for by the rapporteur and amendedrnmesgetails in the current meeting.
The MSC's favourable opinion was given on the dssftond recommendation of
ECHA published on 1 July 2010, and as updated oNd@mber 2010, to include in
Annex XIV the following substances:

- Diisobutyl phthalate (DIBP) (EC number 201-553-2)

- Diarsenic trioxide (EC number 215-481-4)

- Diarsenic pentaoxide (EC number 215-116-9)

- Lead chromate (EC number 231-846-0)

- Lead sulfochromate yellow (C.I. Pigment Yellow 34) (EC number 215-693-7)

- Lead chromate molybdate sulfate red (C.l. Pigment Red 104) (EC number 235-759-
9)

- Tris (2-chloroethyl) phosphate (TCEP) (EC number 204-118-5)

- 2,4-dinitrotoluene (2,4-DNT) (EC number 204-450-0)

Iltem 8 — Evaluation tasks

a. Exchange of views on the role of the MSC in the digssion of the criteria
for prioritising the substances in substance evalugn

O Reporting back on MSCA written comments on prioritisation
criteria for substance evaluation(closed session)

The SECR gave a presentation on the written consneteived on prioritisation
criteria for substance evaluation (a proposal fiteda was discussed previously in
the October 2010 workshop). The presentation exjol@ithe comments and the way
forward has been circulated to the MSC memberdlagid experts.

SECR explained that the real work would start witienchemical safety report (CSR)
would be opened to screen if the substance futffiés criteria. Many MSs in their
comments said that known CMR or PBT properties rase as important as the
suspected ones.

With regards to access to the IT databases by tBs, MECR explained that ECHA
discussed the access to data several times in dhieskop and CARACAL. ECHA
appreciates that access to data is needed for M8 their work, thus SECR is
working on ways how to give access to such data.BEQHA’'s website there is
already the list of substances that have beenteegds (3400 phase-in substances).
There is also a list of those substances that weesded to be registered. ECHA
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checked this list with the registrations and plattezl information of whether ECHA
received a full registration dossier for such sabeés or a dossier for an intermediate.
SECR looked at how many dossiers for CMRs wereivede A total of 380
substances listed on Annex VI of CLP were registeieCHA looked at the self
classification by industry and at how many R50/6Bstances were registered. Such
information would be sent to MSs.

b. Status report on ongoing evaluation work
o0 Statistics

SECR gave an overview on the situation of the @ossvaluation work in ECHA.
Details of this work are available on the Evaluati©lRCA. The presentation has
been made available to the meeting participants.riémbers showed concerns about
the high numbers of the draft decisions predictediie future. It was noted that 66
dossier evaluations were assigned to the DEGs weiMber. SECR explained that
this would mean that the draft decisions would dx $0 the registrant in May or June
2011, so the MSCAs will receive them only after suen.

COM requested for a cumulative number of substaticasare evaluated and not
only a cumulative number of dossiers. To this tB€R explained that the number of
substances is almost the same as the number aedogvaluated since not many
joint submissions have been looked at yet.

There was also a question on the communicationcypdhunched by ECHA in
CARACAL. SECR explained that during the last CARACAeeting at the end of
October 2010, it asked for MSs to volunteer forilatproject to test the suggested
policy. One outcome of the pilot would be to idgntvhat level of detail would be
necessary to communicate to MSs during the decisiaking process. ECHA would
evaluate what can be most optimally provided to MSs

o Benchmark case on use of read across

SECR presented a read across case that was acdgptE@€HA and for which
MSCAs did not propose amendments to ECHA'’s drafigien. The presentation has
been made available to the meeting participantaak presented to MSC since the
final decision was sent to the registrant withoatmng to the MSC. SECR had
included in the RCOM the strengths and weaknessalysis to show MSCAs the
considerations made for the draft decision. Thigregch reflects the different views
of also the ECHA experts that was hoped to be behliso for the MS experts for
coming to a conclusion what the justified contefrthe draft decision should be.

It was mentioned by one member that some MSCAs nmyhave prioritised this

draft decision for commenting. One should therefecautious with drawing general
conclusions. However, SECR approach to make anysisalof strengths and

drawbacks was appreciated.

C. Reporting on ECHA observations in organising ope sessions for
discussing draft evaluation decisions
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The Chair introduced this item by explaining tha¢ Rules of Procedure (RoPs) and
working procedures introduce the presence of stalels during the initial
discussion of draft evaluation decisions, whilepexting the confidentiality rules. It
was requested at the Management Board meetingdhétentiality claims should be
validated and only then conclusion made whethespsn or closed session on a draft
dossier evaluation decision would be held. TheeeMEC should revisit the working
procedure on dossier evaluation to take this imtmant. As according to the RoPs
and working procedures all confidentiality rule®t(ronly the claims under Article
119(2)) need to be respected ECHA should theretdreck all of them to be able to
decide whether MSC should have an open sessiontoSECR checked the 8 draft
decisions that potentially could be addressed enRabruary MSC meeting. SECR
has checked the contents of the draft decisionsmstgéne provisions of Article 118,
Article 119(1) and Article 119(2). The aim of tliigenda point was to reflect with the
MSC on the legal basis the MSC should look atabit the SECR in their presentation
(presentation has been made available to the ngepérticipants) showed the MSC
that it is quite a complex exercise especially sint this round there are a lot of
former or unfinished notified new substances (NOI®) which ECHA has not
information available on the confidentiality claimsade under the old legislation.
SECR has come to a conclusion that in these caB&€RSwill ask the registrant
whether he/she can accept the presence of thehsldke observers at the meeting
during the initial discussion.

A stakeholder representative asked if there caslidgmissions without mentioning the
use of the substance, especially since Article 8f REACH refers to the word

‘normally’. The Chair explained that if the exacepise use is mentioned in the draft
decision then such use may be very critical indiseussion. Also, even if the legal
text uses the word ‘normally’, still the SECR pmsféo take a conservative approach.

Item 9 — Manual of Decision (MoD)

« Discussion on next new specific entries for the MoD

Based on the discussions at MSC-14 and on the commeceived from the
members in writing, two topics out of the four pospd in the MSC-14 were
maintained. The two items are the following:

1. Clarity in proposals for amendment that the regigtcan comment on and the
consequent draft decisions in the dossier evalugtiocess

2. Requests to registrant in the draft decision to atpdthe CSR in the
registration dossier

The MSC agreed on 3 December 2010 on the inclusfitimese two items in the MoD
following some slight editorial changes.

Item 10 — Update on provisional work plan for MSC

* Provisional meeting dates of MSC for 2011
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SECR presented the workplan for 2011 and highldjhtieat the schedule for
recommendation is still provisional. A member notedt the workload for the MSC
for 2011 is going to increase so other ways hoar¢@mnise these meetings need to be
thought of. A suggestion was to include more vidammferencing. The Chair
welcomed proposals of the members how to improgeefficiency of the MSC work.

Item 11 — Any other business

e Suggestions from members

Some members made new proposals for the manuacididns to which in turn the
Chair asked them to send them in writing. Othekedsvhether the comments made
by MSCAs on draft decisions were actually sent® registrant. SECR replied that
only the proposals for amendment were sent todbistrant, however, this would be
further confirmed internally. SECR promised to copaek to this issue in the coming
meetings.

The conclusions of the UBA workshop on current ¢spof PBT/vPvB assessment
under REACH held in Germany on 03-05 Nov 2010 weesented. The presentation
has been made available to the meeting participdintsas agreed that once the
minutes of this workshop are finalised, they woaldo be made available to the
MSC.

Item 12 —Conclusions and Action Points
The conclusions and action points of the meetinghinex IV) could not be adopted
during the meeting, since at that time of the nmeggtno quorum was available any

more. It was thus agreed that they would be adopteithe February 2011 MSC
meeting together with the MSC-15 minutes.

Sgned

Anna-Liisa Sundquist
Chair of the Member State Committee
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HANSEN Bjorn (DG ENV) via webex on 2 | VAHTERISTO, Liisa
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FOST Ulrich (DE)

BOHNHARDT Anna (DE)

GOMEZ CONTRERAS Jeannette (NL)
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from 10:53 and of DEIM, Szilvia (HU) on 3 December.
VESKIMAE, Enda (EE) also acting as proxy of LUDBOR2rnis (LV) on 3 December.
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ANDERSSON Lars (expert teLODSTROM, Steh
ARTUS, Hannela (expert dESKIMAE, Enda)
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CAMILLERI Tristan (MT)

DRUGEON, Sylvie (FR)
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PALMA Maria do Carmo Ramalho Figueira (PT)
PISTOLESE Pietro (IT)
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lll Final agenda

BRECHA

European Chemicals Agency

Final Agenda
15" meeting of the Member State Committee

1-3 December 2010
ECHA Conference Centre
Annankatu 18, in Helsinki, Finland

1 Decemberstarts at 14:00
3 Decemberends at 13:00

Item 1 — Welcome and Apologies

Item 2 — Adoption of the Agenda

MSC/A/015/2010
For adoption

Item 3 — Declarations of conflicts of interest totems on the Agenda

I[tem 4 — Administrative issues

» Satisfaction survey
* Renewal of memberships - oral status report

Iltem 5 — Draft minutes of the MSC-14

» Adoption of draft minutes of MSC-14
MSC/M/04/2010

For adoption

Iltem 6 — Identification of SVHC

a) Reporting back on identification of SVHC's initteén procedure
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Room document ECHA/MSC-15/2010/040

For information

b) Seeking agreement on Annex XV proposals fortifleation of SVHC

Discussion and seeking agreement on the identdicatt SVHCs based on the
proposals and the comments received

Substance
- Chromium trioxide

- Acids generated from chromium
trioxide and their oligomers

- 1,3,5 Trichlorobenzene

- 1,2,3 Trichlorobenzene

- 1,2,4 Trichlorobenzene

- Cobalt (Il) sulphate

- Cobalt (Il) dinitrate

- Cobalt (I) carbonate

- Cobalt (di)acetate

- 2-Methoxyethandl
- 2-Ethoxyethanol*

EC number

Documents
215-607-8
ECHA/MSC-15/2010/001-003

231-801-5 & 2381-5
ECHA/MSC-15/2010/004-006
203-608-6
ECHA/MSC-15/2010/019-021
201-757-1
ECHA/MSC-15/2010/022-024
204-428-0
ECHA/MSC-15/2010/025-027
233-334-2
ECHA/MSC-15/2010/007-009
233-402-1
ECHA/MSC-15/2010/010-012
208-169-4
ECHA/MSC-15/2010/013-015
200-755-8
ECHA/MSC-15/2010/016-018

203-713-7

203-804-1
For discussion and agreement

Item 7 — (Updated) Draft recommendation for incluson of priority substances in

Annex XIV

a) Responses of ECHA to the comments receiveckiptiblic consultation on
ECHA'’s draft recommendation and draft Annex XIV rezg for prioritised

substances

" If concluded via written procedure, the substanmitebe removed from the draft agenda.
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ECHA/MSC-15/2010/032-039
For membersonly: ECHA/MSC-15/2010/049
For information

b) Introduction of changes in the draft recommeiotieind background documents
following the consultation outcome
ECHA/MSC-15/2010/028
ECHA/MSC-15/2010/042-048
For information

c¢) Opinion of the MSC on the draft recommendationradnity substances to be
included in Annex XIV

1) Discussion on the draft opinion based on(tipelated) draft recommendation
of priority substances to be included in Annex XIV

2) Adoption of the MSC opinion

ECHA/MSC-15/2010/029
For discussion and adoption

Iltem 8 — Evaluation tasks

a. Exchange of views on the role of the MSC indisgussion of the criteria for
prioritising the substances in substance evaluation

0 Reporting back on MSCA written comments on priedtion criteria
for substance evaluation

For information& discussion
b. Status report on ongoing evaluation work
o Statistics
0 Benchmark case on use of read across

For membersonly: ECHA/MSC-15/2010/041
For information

C. Reporting on ECHA observations in organising opess®ns for discussing
draft evaluation decisions

For information

Item 9 — Manual of Decisions (MoD)

» Discussion on next new specific entries for the MoD

ECHA/MSC-15/2010/030
For discussion & decision

Item 10 — Update on provisional work plan for MSC

» Provisional meeting dates of MSC for 2011
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ECHA/MSC-15/2010/031
For information

Item 11 — Any other business

e Suggestions from members

For information

Item 12 — Adoption of conclusions and action points

» Table with action points and decisions from MSC-15
For adoption
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IV Main conclusions and action points

MAIN CONCLUSIONS & ACTION POINTS
MSC-15, 1-3 December 2010
(Adopted at the MSC-16 meeting)

CONCLUSIONS / DECISIONS /
MINORITY OPINIONS

ACTIONS REQUESTED

5. Draft minutes of MSC-14

The minutes were adopted without furt
changes in the meeting.

!

@MSC-S to upload the adopted minutes on M
CIRCA and to publish them on ECHA websi

SC
e.

6. ldentification of SVHC

6a) Reporting back on identification of SVHC’s in witten procedure

The following two substances were identifi
as SVHCs in written procedure:

- 2-Methoxyethanol (EC number 203-713-%
unanimously identified as SVHC (reprotox
substance) because it fulfils the criteria of A
57 (c) of REACH Regulation.

- 2-Ethoxyethanol (EC number 203-804-1)
unanimously identified as SVHC (reprotoxic

substance) because it fulfils the criteria of Art.

57 (c) of REACH Regulation.

leMSC-S to upload the agreements and sup

documents (SD) on MSC CIRCA and the M
)section of the ECHA website after fin
iediting. RCOM tables to be published on

confidential information.

port
5C
al
[he

AMISC section of the ECHA website without any

6b) Seeking agreement on Annex XV proposals for idéfication of SVHC

MSC agreed on the text of the SD and on th
of the agreement as presented in the respe
meeting documents and as amended in the
meeting for the following substances:

- Chromium trioxide (EC number 215-607-8
unanimously identified as SVHC
(carcinogenic and mutagenic substance)
because it fulfils the criteria of Art. 57 (a) an
(b) of REACH Regulation.

- Acids generated from chromium trioxide

and their oligomers (EC number 231-801-5 &

236-881-5) unanimously identified as SVH(
(carcinogenic substance) because it fulfils t
criteria of Art. 57 (a) of REACH Regulation.

- Cobalt (I1) sulphate (EC number 233-334-2
unanimously identified as SVHC
(carcinogenic and reprotoxic substance)
because it fulfils the criteria of Art. 57 (a) an
(c) of REACH Regulation.

- Cobalt (I1) dinitrate (EC number 233-402-1
unanimously identified as SVHC
(carcinogenic and reprotoxic substance)

#@BECR to upload the MSC agreements and

ECHA website after final editing. RCOI
tables to be published on the MSC sectior|
the ECHA website without any confident
information.

o

ne

o

SDs

ciore MSC CIRCA and the MSC section of the

Vi
of
al

because it fulfils the criteria of Art. 57 (a) an

o
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CONCLUSIONS / DECISIONS /
MINORITY OPINIONS

ACTIONS REQUESTED

(c) of REACH Regulation.

- Cobalt (I1) carbonate ((EC number 208-169

4) unanimously identified as SVHC
(carcinogenic and reprotoxic substance)
because it fulfils the criteria of Art. 57 (a) an
(c) of REACH Regulation.

- Cobalt (di)acetate (EC number 200-755-8)
unanimously identified as SVHC
(carcinogenic and reprotoxic substance)
because it fulfils the criteria of Art. 57 (a) an
(c) of REACH Regulation.

Based on the information available in the
support documents, the comments received
and the discussions in MSC, MSC agreed t
it cannot be concluded that trichlorobenzen
(1,3,5 Trichlorobenzene (EC number 203-
608-6 ), 1,2,3 Trichlorobenzene (EC number
201-7571),1,2,4 Trichlorobenzene (EC
number 204-428-0)) should be considered &

o

o

SECR to upload the MSC agreements and

b&ECHA website QOther agreements of MSC)
after final editing. RCOM tables to |
published on the MSC section of ECH
website without any confidential information,

LS

substances of very high concern in accordapce

with Article 57 (f).

SDs

han MSC CIRCA and the MSC section of the

e
A

7. (Updated) Draft recommendation for inclusion ofpriority substances in Annex XIV

7¢) Opinion of the MSC on the draft recommendation of piority substances to be included

in Annex XIV

MSC has adopted its opinion as provided
and amended in the current meeting on
draft second recommendation of ECH
published on 1 July 2010 and as updated o

November 2010, to include in Annex XIV the

following substances:

- Diisobutyl phthalate (DIBP) (EC number
201-553-2)

- Diarsenic trioxide (EC number 215-481-4)

- Diarsenic pentaoxide (EC number 215-116
9)

- Lead chromate (EC number 231-846-0)

- Lead sulfochromate yellow (C.I. Pigment
Yellow 34) (EC number 215-693-7)

- Lead chromate molybdate sulfate red (C.I.

Pigment Red 104) (EC number 235-759-9)

- Tris (2-chloroethyl) phosphate (TCEP) (EC
number 204-118-5)

- 2,4-dinitrotoluene (2,4-DNT) (EC numbel
204-450-0)

fMSC-S to publish the final opinion of MSC

HApinion of MSC in the final recommendation
n 19

DN

tREHA website. ECHA to take into account the
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CONCLUSIONS / DECISIONS / ACTIONS REQUESTED
MINORITY OPINIONS

8. Evaluation tasks

8a) Exchange of views on the role of the MSC in thadiscussion of the criteria for
prioritising the substances in substance evaluation

MSC took note of the report given by SECR| SECRrasent the refined draft prioritisatio
criteria at MSC-16 meeting.

MSC-S to present the first draft working
procedure on MSC involvement in CoRAP
development.

SECR to organise a workshop in May 2011 {o
agree upon the prioritisation criteria and their
publication.
SECR to provide MSCAs with compilation of
data in a form of spreadsheets extracted from
REACH-IT enabling them to make decisions
for substance evaluation notifications.

-

8c) Reporting on ECHA observations in organising opn sessions for discussing draft
evaluation decisions

MSC took note of the report given by SECR MSC-8rtalise the confidentiality analysis
of the five dossier evaluation cases to be
discussed in the MSC-16 meeting.

MSC-S to invite stakeholders to the MSC-16
meeting based on the results of this analysi

o

9. Manual of Decisions (MoD)

MSC decided to include two entries as MSC-S to include the two entries into the
presented by MSC-S and amended in the | MoD of MSC.
meeting in the MoD of MSC. MSC to provide new proposals for the MoD,

13. Adoption of conclusions and action points

The conclusions and action points weMSC-S will upload the provisional conclusiops

provisionally adopted. and action points on MSC CIRCA together
with the presentations delivered at the meeting,

by 7 December 2010. T
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