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Part | Summary Record of the Proceedings

1 Welcome and apologies

Dr Jose Tarazona, Chair of the Committee for RigseSsment (RAC), ECHA,
welcomed participants to the meeting. Nine advijséwg invited experts, Six
stakeholder representatives (from BusinessEurog&|C, ECETOC, ECPA, ETUC
and Eurometaux), nine observers accompanying stédexhobservers (STO), one
representative of dossier submitters and four sspratives from the Commission
were welcomed.

For this meeting some participants took part inssafice related discussions as
remote participants via the WEBEX connection. Tihiduded: one RAC member, a
SEAC rapporteur and representatives of Member S@Guenpetent Authorities
(MSCA) from France and Norway. Apologies were reedi from three RAC
members and six regular observers (CONCAVWHLEAE, HEAL, EuCheMS,
EMCEF and OECD). The list of attendees is giveRant Il of these minutes.

Participants were informed that the meeting wowddxorded solely for the purpose
of writing the minutes and that this recording wbbk destroyed after the adoption of
the minutes.

2 Adoption of the Agenda

The draft agenda was adopted as proposed by thret&eéat. The final agenda and
the list of all meeting documents are attachechése minutes as Annexes | and I,
respectively.

3 Declarations of conflicts of interest to the Ageda

The Chair asked the members and their advisershehétere were any conflicts of
interest to be declared specific to the agenda siteMine members and two

stakeholder observers declared potential confb€tmterest to the substance-related
discussions in the agenda items 6.a (two membwrs, stakeholders), 6.b (one
member), 7.1a (two members), 7.1b (two members)c {two members, one

observer), 7.1d (one member), 7.1e (two member§), (@ne member), 8.1a (two

members), 8.1b (two members), 8.1c (two members).

4 RAC Manual of Conclusions and Recommendations (MCR)

The Secretariat presented to RAC some key suggestior modifications and
inclusions in the updated MoCR on the basis of sstbRAC minutes up to RAC-15.
The members were also requested to consider amgré@ on the following proposals
from the Secretariat: Member State Competent Aitther(MSCA) to be granted
with access to the RAC MoCR on the basis of a mesbequest and the previous
versions of the RAC MoCR to be archived when newggated version is produced.

One member suggested considering the inclusiorhefprinciple for maintaining
cases where rapporteurs request additional infeomat following the
accordance/conformity check on a dossier.



RAC took note of the suggested key issues for sictuin the updated MoCR and
agreed with the Secretariat’'s proposals for proggdSCA with access to the RAC
MoCR via the Annex XV CIRCA IG and for archivingettprevious versions of the
manual when new updates are released.

5 Administrative issues and information items

The Secretariat provided a feedback from the sedaomtual Satisfaction Survey in
the room document RAC/15/2011/3 and informed RA®uakthe outcome of the
survey. 31 RAC members out of 38 and 8 stakehadtdservers participated in the
survey. The satisfaction of RAC members concerifiegway meetings are organised
has remained at the same high level as last yeambdrs expressed concerns about
the increased amount of CEHlossiers and the related difficulties to procdss t
dossiers in time. Stakeholder observers were @stinuously positive on the way
meetings are organised, but concerns were expresséuke level of involvement of
stakeholders in the proceedings of the meeting @ndhe lack of clarity in the
proceedings of closed sessions.

The Chair informed that the recommendations willtddeen into consideration. Two
action points are addressed in the room documemsC/E/2011/06 and
RAC/15/2011/07 and were to be discussed under ageoidt 7.3

The Chair asked RAC for further suggestions ancked the participants for
completing the annual survey.

6 Request under Article 77 (3)(c)
6.a  Epoxiconazole

The Chair introduced the sector-specific STO obsel®CPA that was accompanied
by a BASF observer for this agenda item. The Cliwafiormed RAC that the
comments from BASF/ECPA had been distributed toMleenbers after confirmation
from the rapporteur and reminded RAC stakeholdesibmit any documents for the
consideration of RAC members to the RAC Secretamiatccordance with the rules
laid down in the ECHA Code of Conduct for Observdrem Stakeholder
Organisations.

The RAC rapporteur presented a revised versioheRAC opinion and an ORCOM
document following a commenting round with the R&@mbers before the meeting.
A significant discussion took place on the revidealt opinion which included an ad
hoc meeting between plenary sessions involving neespbRAC stakeholders and
Commission.

The key points for discussion were twofold: firstlyhether RAC should await the
results of the six studies referred to in the RA@noate and the results from further
BASF studies of which RAC had also been made awatber than forming its

opinion on the basis of the study protocols reféne in the RAC mandate; and
secondly the extent to which the studies referoad the RAC mandate were likely to

! Abbreviations in relation to harmonised classifima and labelling (CLH):
CLP refers to EC Regulation No. 1272/2008; and D&®rs to Directive 67/548/EEC.



lead to a change in the classification proposed®RB{ in its opinion of 17 March
2010 of reprotoxicity category 1B (CLP Regulation).

On the first aspect a discussion took place in wisieveral members confirmed their
scientific interest to view the results of the stsdwhen they arrive in due course.
However, the Chair clarified that the RAC mandatel &ence this RAC opinion is
based upon the study protocols of the six studias were mentioned in the RAC
opinion of 17 March 2010 — the so called ‘referedoeuments’. Nevertheless, it was
agreed to acknowledge in the RAC opinion that RA@ bheen informed of further
ongoing and foreseen studies specifically relatiogthe cleft palate effect. The
Commission also confirmed that should new infororativhich may lead to a change
of the harmonised classification become availablke later time, manufacturers shall
submit a proposal to a competent authority accgrda Article 37(6) of the CLP
Regulation.

Concerning the second aspect, the RAC opinion dflaich 2010 was based upon a
weight of evidence approach of the data for two mmaidverse effects of

epoxiconazole on development: post implantations leand resorptions and

malformations as cleft palates. After examinatidrthe reference documents, RAC
agreed that the six studies are relevant with spme late resorptions whilst the

potential for a teratogenic effect (cleft palategepoxiconazole at high dose levels
may remain unexplained whatever the results ofeth@x studies. Therefore the
proposal for a harmonised classification and latglof epoxiconazole as reprotoxic
category 1B (CLP) and reprotoxic category 2 (DS&9ms unlikely to be modified by

the result of the studies referred to therein.

One member expressed the opinion that the propeseties might improve the
information on the mechanism and the relevancéefpost implantation losses and
the cleft palates for classification. However, nhe@n the basis of the six proposed
studies the member was not able to conclude wheilieer outcome will affect the
classification of epoxiconazole as reprotoxicityegmry 1B as described in the RAC
opinion of 17 March 2010.

After this discussion the draft opinion was adopteyl consensus with some
modifications.

The Chair thanked the rapporteur and members gowtirk.

6.b Gallium arsenide

The Secretariat briefly presented the RAC mandeatm fthe Executive Director of
ECHA according to Article 77(3)(c) following a reest to ECHA from the
Commission.

The mandate specified there would be a public datgsin targeted on the
carcinogenicity of gallium arsenide. Followinggpublic consultation, RAC would
evaluate any new information arising to decide Wwhaeit is new and relevant and to
assist the Commission to decide on the approphatenonised classification and
labelling of gallium arsenide.



The public consultation had started on the 11 M&26il and the deadline for
comments was 25 April 2011. The Chair highlightts@ scope of the public
consultation was exclusively limited to new ancewgint information in relation to the
proposed classification of gallium arsenide asraicagen category 1A (CLP).

7 CLH Dossiers
7.1a Bifenthrin

The Chair welcomed the representative of the dossibmitter from the French
Competent Authority (MSCA) who took part in thealissions as remote participants
and introduced an observer accompanying the septxific ECPA observer.

Based on the revised draft opinion, RAC contindredldiscussion initiated at RAC-12

for endpoints to be further elaborated or discugeethe first time: repeated toxicity

endpoints and carcinogenicity. RAC was also infafroéthe late industry comments
on this draft opinion submitted days before the tingevia the regular RAC observer

from ECPA. Following the established working apmtsacomments were forwarded
to the rapporteurs and after their agreement thesevnade available to all RAC

members. In this regard, the Chair reminded the RfsReholder observers that the
submission of such late industry comments so dloske adoption of a RAC opinion

on a proposal should be avoided, as it is diffidolt the rapporteurs and RAC

members to consider them in the opinion.

Concerning the French proposal for STOT RE 1 - H3RAC discussed the
appropriate classification for this endpoint unB&D. RAC agreed that R48/22 was
more appropriate than R48/25.

With regard to carcinogenicity, the rapporteur preed his analysis based on
substantial amount of information made availablettwy dossier submitter and by
industry in order to support the industry commesitbmitted during the public

consultation. RAC discussed tumour types obseivedice and their relevance for
humans. Even if the increased incidence is limiRAC believed that it is sufficient

and should be accounted for. Liver tumours are atymrare in the strain of mice

studied and no identified mode of action allowsrdssing relevance for humans.

Industry representatives disagreed with the comaiusased on a different assessment
of historical data, literature and histopathologiadings. Evaluations of bifenthrin
or benalaxyl by other bodies were also mentiondwsé comments were addressed
during the meeting and in the draft opinion by RAC.

Furthermore, the subcategory 1B for Sensitisatiorpaling to the 2nd ATPwas
agreed.

RAC provisionally agreed on the classification asspnted in Table 2 of Part Il,
conclusion and action points. The Chair invite@ tfto-)rapporteurs to provide a
revised version of the draft opinion documentsue dourse for possible adoption by
written procedure before or at RAC-16.

2 Adaptation to Technical Progress to the CLP Reiprat



7.1b  White spirit dossiers (CAS No. 8052-41-3, 642482-1, 64741-92-0, 64742-
48-9, 64742-88-7; EC No. 232-489-3, 265-185-4, P85-5, 265-150-3, 265-191-7)

In a closed session, RAC was updated and discussedinformation from CLP
notification and registration dossiers receivedBfyHA and identified issues to be
further elaborated with regard to substance idieatibn.

Thereafter, the Chair re-opened the session andodinted one observer
accompanying the CEFIC stakeholder observer.

In the public session, the Chair informed that ecretariat would organise a
preliminary discussion between the dossier submétel rapporteurs assessing the
impact of this new information on the CLH propos&hen the Secretariat will
organise a discussion between the dossier submit@pporteurs, industry
representatives and the Commission to clarify issaésed. Then the Chair and the
rapporteurs would identify a way forward before RAE.

7.1c Metazachlor

The Chair introduced an observer accompanying ¢atosspecific ECPA observer
and invited the rapporteur to present the revigedion.

At the RAC-14 meeting members agreed on not tosiflasnetazachlor for fertility
and provisionally agreed on the environmental diaasion.

The rapporteur continued the discussion initiatedthie previous meeting for the
endpoints: skin sensitisation and carcinogenicity.

Metazachlor was positive in a well-conducted Guip&amaximisation study, but
negative in two Buehler and an open epicutaneaudystDuring the discussions it
was agreed that the maximisation test is genecalhgidered to be more rigorous and
sensitive compared to the other tests, and therdfor findings from this test take
precedence. Classification as skin sensitisinggeaye 1B (according to @ ATP,
CLP) and R43 (DSD) was proposed by the rapport@udsagreed by RAC.

Carcinogenicity was then discussed. The classifiogiroposal was mainly based on
liver tumours in rats with supporting evidence frdmney tumours in mice. The
relevance to humans was discussed by RAC and ifinalty concluded that since it
can not be ruled out that the mode of action ievaht to humans, carcinogenicity
classification is justified.

RAC adopted by consensus the revised draft opiamzhits annexes for metazachlor.
The proposed classification is presented in Tal@&Rart Il of this document.

The Chair thanked the rapporteurs and the membethd work.

7.1d Flufenoxuron

The Chair welcomed the representative of the dossiemitter from the French
Competent Authority (MSCA) who took part in the @issions as remote participant
and introduced an observer accompanying the septuific ECPA observer.

Mutagenicity and repeated dose toxicity comments ieen addressed in the revised
draft opinion and RAC agreed that no classificatesms warranted. Therefore the



discussion focused on whether effects seen ontiactaepresented developmental
toxicity. Cross fostering study on rats with lorngpesure before mating and during
pregnancy did not reveal signs of developmentatityx Teratogenicity studies were
also negative: exposure during pregnancy alonendidnduce toxic effects. Thus, a
necessary prerequisite for flufenoxuron to induffecé on offspring observed only
during lactation period is a long term exposureol®imating, during pregnancy and
during lactation. In order to observe any effegtsoifspring the exposure must
continue during all these three periods.

In order to induce these effects, flufenoxuron teaaccumulate in the body of dams
leading to alteration of the quantity and/or qualdf milk and excretion of
flufenoxuron with milk. It is not possible to indite whether the effects observed on
the pups result from:

— Alteration of milk quality
— Alteration of milk quantity
— Toxicity of flufenoxuron in milk

However, RAC considered that these mechanismsulse dovered in the category
“Effects on or via lactation”.

RAC considered relevant to indicate the potentiahbcumulation (R33) under the
DSD. This hazard statement does not have an equivahder the CLP.

The ETUC observer noted that this information Wil lost when the DSD will be

repelled, and highlighted that CLP’s aim is to ntaim the level of information of

former Directive on classification. Since it is ary important tool for trade union’s
work on protection of workers, especially to pregnand breast feeding workers,
ETUC strongly demanded bioaccumulative hazardaatersient to be included under
CLP regulation.

RAC preliminary agreed to propose flufenoxuron éockassified as indicated in Table
2 of Part Il of this document. The Chair thanked tapporteurs for preparing the
draft documents. The rapporteurs will considerdbmments received and revise the
draft opinion documents if needed, and subsequestlymit them to RAC as
indicated in section 7.1d of Part Il of this docunnér possible adoption by written
procedure before RAC-16.

7.1e Chloroform

The Chair welcomed an adviser to the rapporteurd iatroduced an observer
accompanying the CEFIC observer. The adviser ptedeavailable studies on the
mutagenicity endpoint in a weight of evidence applo RAC discussed the weight to
be given to respective studies.

Some members cast doubts on the reliability of sahaéa used to propose
classification. Either the protocol was unusuall{Rano) or effects were seen as not
consistent across studies (Fujie, dose) or withntbele of action (Hoechst, the only
study with damaged cells). For example, in theerstudy effects were seen at a dose
range much lower than other studies. Cytotoxiciy 400-800 mg/kg bw) may also
explain effects seen in the Shelby & Witt (1995)mnucleus study. Finally not
enough weight may have been given to the negatitid@vw®ll study. This view was
supported by the CEFIC observer.



Other members focussed on the facts that the tep dwy not have been reached in
Whitwell and that chloroform did appear to trigggmrme effects on somatic cells in
studies. Therefore chloroform may be a potentiaingeell mutagen. These members
argued that this merits classification based onghielance document. Due to the
different views regarding the weight of evidencenefgative and positivéen vivo
somatic cell results, the Chair asked the rappmsteu revise the draft opinion and
include a proposal for no classification with jiistitions so that both weight of
evidence approaches are available to RAC for d&eos The rapporteurs will
consider the comments received and revise the dxaition documents, and
subsequently submit them to RAC as indicated irtiec7.1e of Part Il of this
document. The substance will be further discussédiassibly adopted at RAC-16.

7.1f Indoxacarb and indoxacarb (enantiomeric reacttn mass S:R 75:25)

The Chair noted that an observer accompanying ¢éboisspecific ECPA observer
was registered for participation in this agendmjtbowever, the person was not able
to attend the meeting.

The Chair invited the RAC rapporteurs to preseatfttst draft opinion on the CLH
proposal submitted by United Kingdom.

With regard to acute toxicity, the oral, inhalatiand dermal exposure routes were
discussed. When comparing the effects and the erpdsvels with the classification
criteria, classification for acute toxicity by theral and inhalation routes was
proposed. No classification was proposed for adatenal toxicity.

The proposed non-classification for specific targegan toxicity single exposure
(STOT SE), oral route, was discussed. Argumentsihol against classification were
presented.

For skin sensitisation the proposed classificatias Skin Sens 1B; H317 (according
to the new criteria in™ ATP, CLP). Due to inconsistencies between the Gépbrt
and the attached pesticide report, clarificationsnfthe dossier submitter had been
required.

For repeated dose toxicity, during the preliminadiscussion the proposed
classification as STOT RE 1 was supported by séWA& members. The observer
from ECPA, however, commented on the proposed fitzgton and said the effects
seen after repeated exposure could only be coesidearginal. For repeated dose
toxicity by the dermal route, no classification waposed, but classification as
STOT RE; H373 (CLP) could potentially be considenéddata are available.
Clarifications from the dossier submitter on tlssue had been required and it will be
discussed further.

Concerning the environmental classification, nohthe substances are considered to
be rapidly degradable; indoxacarb (S enantiomenoisbioaccumulative in contrast
to indoxacarb 75:25 S:R which is considered bioaudative. The proposed
classification was identical to the dossier sulenitroposal.

The Commission observer questioned the proposedroenwvental classification
according to the new criteria of the CLP Regulatigi® ATP) and asked the
rapporteurs to check whether it was correct. Tippogeur agreed to do this, and to
revise the proposal if considered appropriate.



The Chair thanked the rapporteur for the presemtadind invited RAC members to
provide comments on the first draft opinion andaitsiexes by the date indicated in
the 7.1f of Part Il of this document.

The Chair invited the rapporteurs to provide a sedi version of the opinion
documents in due course for possible adoption biftemr procedure before or at
RAC-16.

7.1g 2-ethoxyethanol

The Chair invited the RAC rapporteur to presentséeond draft opinion on the CLH
proposal submitted by Germany. A harmonised classibn and labelling for this

substance had been agreed at the Technical Coranfitte Classification and

Labelling (TC C&L) under the previous legislatiofhe current classification

proposal was identical to that agreed at TC C&L.(R&greed with dossier submitter
to remove the classification as harmful in contaith skin (CLP/DSD), to keep the

existing classification as harmful if swallowed @DSD) and harmful by inhalation
(DSD), but to modify the current CLP classificatioh2-ethoxyethanol as harmful if
inhaled to toxic if inhaled.

Based on comparison of the available reproductwecity data with the CLP
Regulation and DSD classification criteria, RAC esgt that these data correspond
with the existing classification. Although the humdata seem to indicate a possible
effect on reproduction for (ethylene) glycol etheashigher classification was not
considered appropriate by RAC because the dataotipresent sufficient evidence
for a direct association with 2-ethoxyethanol.

In conclusion, RAC adopted by consensus the reviradt opinion on the CLH
proposal for 2-ethoxyethanol. The proposed clasgifn is presented in Table 1 of
Part Il of this document.

The Chair thanked the rapporteurs and the memlmrshe work on this CLH
proposal and for the consensus adoption of the Bgi@ion.

7.1h  Vinyl acetate

The Chair invited the RAC rapporteur to presentfitat draft opinion on the CLH

proposal submitted by Germany. A harmonised classibn and labelling for this

substance had been agreed at the Technical Coranfitte Classification and

Labelling (TC C&L) under the previous legislatiolt.was discussed whether two
separate entries should be included in Annex Viioyl acetate (non-stabilised form
and stabilised form). It was further discussed Wweenote D or EUH019 (May form
explosive peroxides; CLP) / R19 (DSD) for the ntabdised form is most

appropriate. The ECHA Secretariat promised to conthe ECHA experts on

substance identification on this issue. The Comignissonfirmed that it is possible to
apply a note D if needed. The industry represergatidicated its intention to submit
information on this issue.

The Chair thanked the rapporteur for the presemtadind invited RAC members to
provide comments on the first draft opinion andatgexes by the date indicated in
section 7.1h of Part Il of this document.



7.1i  Reaction mass of 2,4,4-trimethylpent-1-ene arigl4,4-trimethylpent-2-ene

The Chair invited the RAC rapporteur to presentfilst draft opinion on the CLH
proposal submitted by Germany. A harmonised class$ibn and labelling for this
substance had been agreed at the Technical Coranfitie Classification and
Labelling (TC C&L) under the previous legislatidhwas further discussed whether
EUHO019 (May form explosive peroxides; CLP) / R19S[D) is appropriate. The
ECHA Secretariat promised to consult the ECHA etgpen substance identification
on this issue. The industry representative indetéteintention to submit information
on this issue.

The Chair thanked the rapporteur for the presemtadind invited RAC members to
provide comments on the first draft opinion andaitsiexes by the date indicated in
section 7.1i of Part Il of this document.

7.1j  Aluminium-magnesium-zinc-carbonate-hydroxide-fiydrate)

The Chair invited the RAC rapporteur to presentfitat draft opinion on the CLH
proposal submitted by the Netherlands. The cumestassification proposal covers
environmental hazard classes As the substanae iilsoaganic substance containing
metals, the substance is handled here as a coraplestance and toxicity to aquatic
organisms is determined by considering result$eftésts performed with a loading
that results to maximum water solubility. Thereforaore information on
experimental conditions in water solubility testeis to be warranted.

The Chair thanked the rapporteur for the presemtadind invited RAC members to
provide comments on the first draft opinion andaitsiexes by the date indicated in
section 7.1j of Part Il of this document.

7.2  Appointment of RAC (co-) rapporteurs for CLH dossiers

Room document RAC/15/2011/G4das introduced by the Chair who explained that
(co-)rapporteurs are required for 23 submitted i@ossand 13 intentions for
submissions of CLH dossiers that had been receivex® the last meeting. A total of
48 positions were to be filled. RAC agreed to appas (co-)rapporteurs 11 members
that had volunteered during RAC-15 for (co-)rapeorship on 10 substances. RAC
members were invited to come forward for the remnginiossiers.

7.3  General CLH issues
7.3a State of play of the submitted CLH dossiers

RAC was informed by the Secretariat on the stat@lay of the submitted CLH
dossiers as provided in a room docum@AC/15/2011/05). Members were invited
to contact the Secretariat if they needed furthaatfcation.

A Commission representative informed RAC aboutgtagress and timelines for the
adoption process of thd®2and & ATPs. The ¥ ATP was adopted on 10 March
2011 and will be published shortly. Into th& ATP the Commission intends to
include thirteen substances. For three furthertanbss, namely THF, epoxiconazole
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and gallium arsenide the discussion for inclusioo ithe $ATP is ongoing. The
adoption of the 8 ATP is foreseen for the end of the year 2011.

In this context, the Chair informed the RAC membabsut a new template for the
table to be used in newly adopted opinions, foltaythe experienced gained from the
first transmission of opinion tables to the Comnoiss The new template will
incorporate the format used in the classificatiod &belling tables in Annex VI of
the CLP Regulation. The Secretariat will update dpenions adopted during this
RAC-15 meeting accordingly.

The Chair also informed RAC that two letters conagy the opinions adopted by
RAC on gallium arsenide and THF had been sent b Rfakeholder observers to
the Commission and the Executive Director of ECHAe letters had been uploaded
to the RAC CIRCA IG for information.

7.3b  Preparation of the workshop on the classificaan and labelling of active
substances in PPP scheduled for April 2011

The Chair informed RAC members about the progrésiseoplant protection products
(PPP) workshop preparations. The workshop is osgahiin view of the PPP
Regulatiori that specifies strict criteria for the approval agftive substances. RAC
members were already invited to the workshop inriady.

The workshop is organised and hosted by the GerReteral Institute for Risk
Assessment (BfR) and will take place in Berlin dh-1 13 April 2011. The draft
workshop programme and the draft outline paper weteaded to the RAC CIRCA
IG together with the invitation.

The Chair explained that the workshop will covep tmain topics. The first topic is
dedicated to streamlining of procedural steps & RAC opinion development and
EFSA process. It includes practicalities and pragan of reporting formats and of
IUCLID dossiers.

The second topic is dedicated to the improved harsed interpretation and reporting
of CMRs effects and in avoiding divergences inititerpretation. Several proposals
are made in the draft outline document for RAC mersbconsideration. RAC
members are invited to provide comments on the miects via the dedicated
Newsgroup in the RAC CIRCA IG as soon as possible.

The Chair announced that the workshop is a resttieivent and that Stakeholders
presence is not considered, as decided by the isegeom Committee. The
stakeholder organisation ECPA expressed their d@apment about that.

7.3c  Outcome of the RAC workshop “On the way to CLH

The Chair presented the outcome of the workshop ttiek place in the ECHA
conference centre on 16 February 2011. In ordeppe with the increased workload

% Regulation (EC) No 1107/2009 of the European Ramint and of the Council of 21 October 2009
concerning the placing of plant protection produstghe market; OJ L 309, 24.11.2009, p. 1-50.
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expected for RAC in the next three years, the neeel® identified to streamline
procedural steps in the opinion development, toemse the transparency during and
after the public consultation, and to increase ¢beperation between the dossier
submitter, the (co-)rapporteurs and the Secretarian efficient and cost effective
way. In this context the following points have bgeaposed and were discussed:

a. Modification of the current procedure for the acordance check

RAC agreed to the Secretariat’'s proposal (room oheu RAC/15/2011/06)
to substitute the current procedure on the acceelaheck with formal
participation of RAC rapporteurs by a frameworknhich the RAC members
will have full commenting possibilities without piag a formal role in the
process.

b. Review of the process for developing CLH opinian

RAC agreed that the Secretariat should preparerkimgpdocument with an
example of a CLH opinion using a revised opiniompéate (including the
BD) and taking the proposals made by RAC membeosaocount.

8 Restrictions
8.1 Restriction Annex XV dossiers
8.1la Dimethylfumarate (DMFu) — fourth draft opinion

The rapporteurs presented their final remarks enrévised # version of the RAC
opinion on DMFu, clarifying that all members’ comnte received during the RAC
Preparatory meeting held on 15 February are takereiccount in this version.

Further, RAC adopted the draft opinion on thisriesbn proposal and took note on
its supportive documentation. It was further agréeat the rapporteurs will ensure
that the common supportive documentation (BD andRIf to the adopted RAC
opinion and to the agreed SEAC draft opinion islime with the adopted RAC
opinion for this substance before the publicatiorttee ECHA website.

The Chair thanked the rapporteurs and the other Re@bers for the fruitful work
done and congratulated RAC for the first adoptedCR#inion under the restriction
process.

8.1b Lead and its compounds in jewellery — fourth ghft opinion

The Chair introduced an observer accompanying ggular EUROMETAUX
observer for the discussions on this restrictiappsal.

The rapporteurs presented the revisBdzdrsion of the RAC opinion on lead and its
compounds and their responses to the RAC membensiments on it. It was noted
that the revision was done on the basis of the mecendations and comments
received during the aforementioned RAC Preparataggting held in mid-February.
The rapporteurs also explained how the members’noemis received during the
additional consultation organised afterwards hagenbconsidered in the presented
draft opinion.

In the following discussions, several issues wemesidered. It was concluded that
RAC supports a restriction which protects consunaard especially children from
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lead exposure from jewellery when mouthed withowt specific derogations related
to the type of the jewellery material (metallic mon-metallic parts, crystals, gems,
etc.) or surface. Furthermore, the RAC opinion #thaaflect the current scientific
knowledge on the basis of the available informapoovided in the original dossier
and submitted during the public consultation. In calso include well-justified
assumptions. Although there are uncertainties, neesnlagreed that the risks are
identified, and any additional exposure to childséould be reduced.

Therefore, the RAC consensus reached on valuesifgation would be a basis for
RAC conclusions. However, RAC acknowledged alsoeuainties related to the
migration measurement and problems related to thgpleimentability and
enforceability, when using only a migration basedtriction and concluded that a
content of 0.05 % lead can be regarded as a lialilevwhich ensures the same
protection level than the migration value. The Réc€entific assessment, as well as
the uncertainties and information gaps, should X@aeed in the opinion, which
should also provide a clear recommendation to Casion. Finally, members agreed
that there is no need for exemption for crystassjinaustry should just demonstrate
that the lead migration is below the migration timalue to permit jewellery on the
market even though the content of lead is >0.058tne&S members highlighted the
uncertainties regarding the consequences of tlgsafe clause” for enforcement
authorities, and asked whether the requirementniigration data also will apply to
enforcement authorities.

An Ad Hoc working group meeting was held after ghenary day. Some sections of
the draft opinion were discussed in order to buifal clear conclusions on this
restriction proposal and provide better justifioatiincluding uncertainties for the
proposed opinion covering identified risks fromdealeases from both metallic and
non-metallic jewellery parts.

During the following plenary discussions, RAC ada@pby consensus its opinion on
the proposed restriction for lead in jewellery atwmbk note on its supportive
documentation. It was further agreed that the retppos will ensure that the common
supportive documentation (BD and RCOM) to the add@AC opinion is in line
with the adopted RAC opinion before its publicatamECHA website.

The Chair thanked the rapporteurs for incredibleoam of work done on this
restriction proposal, the other members for thestroitive discussions and fruitful
outcome and RAC observers for their valuable cbuations and congratulated RAC
for the second adopted RAC opinion under the &in process.

8.1c  Phenylmercury compounds — second draft opinion
The Chair welcomed the SEAC rapporteur to the mgeti

The RAC rapporteurs presented the main modificatiarthe 2 version of the RAC
opinion on phenylmercury compounds and the respotnsethe RAC members’
comments on it. It was noted that the draft opiriad been modified according to the
written comments from members as well as followtimg discussions at the last RAC
meeting and at the second rapporteurs’ dialogue.

RAC discussed several topics of the restrictione @pic concerns the scope of the
restriction. If the proposed substances are reglégealternative substances which
also contain mercury the efficacy of the restricticould be challenged.
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Environmental degradation is pivotal to the choatesubstances for the grouping
approach for the current restriction. The degrasagpathway for phenylmercury
carboxylates is well described. If the phenyl gramipeplaced by an alkyl group or a
halogen, however, the degradation may be quitermifit. RAC also proposed to add
in the opinion that organotin compounds are ndbable to be used as substitutes and
are already partly restricted.

The amounts exported from the EU are already irezdlud the scope of the restriction
by its current wording.

Another topic concerns the transitional period befthe restriction start applying.

The rapporteur illustrated that with a sooner retstn the amount of mercury

released into the environment will be considerddlyer. Therefore a three year delay
after entry into force of the amendment of AnnexIX¥ proposed, instead of the five
years proposed by the dossier submitter.

Concerning the justification in the opinion, RAC migers asked to focus on the non-
threshold properties (PBT-like, LRT and neurodepgiental) of the substances. All
attempts in estimating PEC/PNEC ratios are nondosive because of difficulties of
guantifying emissions and exposure and can thevefme removed from the
justification in the opinion.

During the meeting the third version of the dradtnion was produced and agreed by
RAC (see also section 8.1c. of part Il of this doemt). The ¥ draft will be
forwarded to the Forum. The fourth version of th&(Rdraft opinion will be
produced by May 2011.

The Chair thanked the rapporteurs and RAC memberstHeir work and the
representatives of the dossier submitter for tbemtributions.

8.1d Mercury in measuring devices

The RAC rapporteurs presented the modificationshm 2¢ version of the RAC
opinion on mercury in measuring devices and thpaeses to the RAC members’
comments on it. It was noted that the draft opiriad been modified according to the
written comments from members on the opinion asl wasl on the part C, and
following the discussions at the last RAC meetimgl @t the second rapporteurs’
dialogue. The rapporteur added that only few contmem the opinion had been
received until now during the ongoing public comastibn, which were addressed in
the RCOM. Furthermore, the rapporteur thanked thesigér submitter for the good
cooperation.

One member pointed out that some conclusions atioel to the properties of methyl
mercury could be added to align the opinion witk tpinion for phenyl mercury
compounds. RAC rapporteurs agreed to this proposal.

Since there was little discussion on tf& &inion, RAC agreed to consider this draft
opinion on the restriction proposal for mercuryrieasuring devices as th @ersion
and to forward it to the Forum. The rapporteurs agquested to insert the
recommendations from the plenary meeting when piregahe 4" version of the
RAC draft opinion. The fourth version of the RAGaftropinion will be produced by
May 2011 (see section 8.1d of Part Il of this doeuath
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The Chair thanked the rapporteurs and RAC memierthéir work and the dossier
submitter for their contributions.

8.2 General restriction issues

Concerning the Background Document (BD), the Chaade a clarification on its

status as a supportive document to both RAC andCSEeAtriction opinions. Based

on legal advice, the Secretariat proposed that R&Gpts only the opinion on a
restriction proposal and consider the BD as supgodocument instead that as an
annex to the opinion. It was also indicated thatORCwould be published on the

ECHA website. Further, the rapporteurs would beuested to ensure that the
supportive documentation (BD and RCOM) common f&iCRand SEAC opinions on

a restriction proposal is in line with the adop®AC opinions. A disclaimer to be

included in the BD was also presented for membagproval.

RAC agreed on the proposed approach that will leated in the revised RAC
Working Procedures (incl. the opinion format) latieis year and on the disclaimer
that will be incorporated in the BDs to the curr@AC opinions on the ongoing
restriction proposals.

9 Authorisation
9.1a Format of an opinion

The Secretariat presented the updated version effdhbmat of an opinion for
application for authorisation (room document RAC2IA.1/08) and the responses to
the RAC members’ comments, as listed in room doectirRAC/15/2011/08 Add.1.

RAC members and Commission observers welcomed éBponse to comments.
Additional comments were received from the ETUC esbsr shortly before the
discussion, were summarised. The main ETUC comnvastthat authorisation also
aims to remove dangerous substances from the markkttherefore, all available
alternatives should be taken into account by thpdicamt.

The discussion focussed on how to address the t#vehcertainties related to the
hazard and risk assessment of the substance undleorigation and proposed
alternative substances. In addition, the infornmatiequired from the applicant was
considered to be crucial for RAC. RAC was infornwedthe preparatory seminar for
industry scheduled for 12 April 2011. It was empsed by RAC members that the
assessment of applications for authorisation shbel@nticipated as far as possible,
and proposals facilitating the opinion developmehbuld be considered. RAC
members pointed out the importance to balance ipadities versus intensive
scientific discussions. It was suggested to orgarssbstance-specific discussion
sessions for presenting the information submittedeu the registration process, in
particular the CSR, and addressing its potentlavemce for the future discussion on
authorisation. It was agreed that the Secretar@ildvconsider the possibility for
organising such sessions during RAC-16 or RAC-17.

The Chair concluded that at this stage the forrhanmpinion aims to give an outline
and structure for the opinions. The Secretariagrmed that the document presents a
compiled version of the template for the RAC andASEopinions in order to
facilitate the understanding. The templates for RfeC and SEAC opinions would
consider the need for streamlining the work of @@mmittees but keeping in mind
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that both opinions should complement each otherfdoilitating the Commission
decision process. The format might need to be adafdater on when the first
applications for authorisation are developed.

The Chair thanked the contributions and indicateat ta newsgroup in the RAC
CIRCA IG will be organised to collect further commte by 26 March 2011.

9.1b Risk assessment of non-threshold substances

The Chair asked the members on exchange of viewlenisk assessment of non-
threshold substances.

The RAC members considered that this subject regdirther special attention, with
two parallel discussions, one on non-threshold Givi& the other on PBT substances.

The ETUC observer highlighted that DMELs (which éano legal basis in REACH)
are risk based limit values and they should theecb® seen as an “acceptable” level
of effect and certainly not a level where no patdrffect can be foreseen. Moreover,
she added that the definition of what is an “acallet risk” is a political decision to
be taken at EU-level and that cannot be made bgppécants, RAC or ECHA.

The Chair thanked the received contributions amtclemled with the invitation of
RAC members to provide their further views on resksessment of non-threshold
substances via the RAC CIRCA 1G. RAC members wée iavited to express their
interest in supporting the ECHA Secretariat in prépg the RAC discussions. The
ECHA Secretariat is to consider the comments amdanise ad-hoc working groups
on CMRs and PBTs if expression of interests areived from Members.

The discussion will continue at RAC 16 and the Clarited the RAC members to
present their views by then.

9.2  Appointment of RAC rapporteurs for substancesisted in Annex XIV

ECHA presented the room document (RAC/15/2011/081)elisting volunteers for
rapporteurship in different pools for substancetuitied in Annex XIV.

Additional volunteers were identified during thedission.

RAC agreed to appoint the volunteers to the pool(as) rapporteurs for the
substances listed in Annex XIV.

The Chair indicated that the pools will be updatetew expressions for interests are
received and the appointment is agreed by RAC. gdtential rapporteurs will be
informed as soon as an application for authorisat® submitted to ECHA, and
rapporteurs will be selected according to the ajmecedure. In principle, members
will remain in the pool until the end of their matd, but may request the RAC
Secretariat to be removed from a specific poot#aded.
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10 Guidance issues
10.a Feedback from guidance consultations
No guidance consultations took place between RAGHHRAC-15.

10.b Report on other guidance activities

RAC was informed by the Secretariat on other guidaactivities via the room
documentRAC/15/2011/01). Members were invited to conthet Secretariat if they
needed further clarification.

The Chair explained that a room document instead pfesentation was provided
following the proposal by RAC members in the Ann&atisfaction Survey 2010.
Fewer presentations during the meeting and condeéng@mation in documents was
suggested by RAC members. This practice would lpieapin the future for this

agenda point, unless specific guidance developnreqtsre a presentation.

11 Any other business

The Chair asked RAC to take note on the provisi&®#C meeting calendar for 2012
reminding the members that the proposed dateshenduration of the meetings are
tentative and will be further confirmed closer e meetings.

12 Main conclusions and Action Points of RAC-15

The Secretariat presented the main conclusionsaatidn points of the RAC-15
plenary meeting for final comments and agreemernihbyCommittee. All suggestions
were reflected accordingly and RAC agreed to theudwent. The main conclusions
and action points are attached as Part Il of theseting minutes.

000
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Part Il. Conclusions and action points

MAIN CONCLUSIONS &

11 March 2

ACTION POINTS

(Adopted at the 15" meeting of RAC)
(8-11 March 2011)

011

Agenda point

Conclusions / decisions / minority
opinions

Action requested after the
meeting (by whom/by when)

2. Adoption of the Agenda

The revised Agend
(RAC/A/15/2011_rev.2) was adopted.

A SECR to upload the adopte
Agenda to the RAC CIRCA I(
and to the ECHA website as p
of the RAC-15 minutes.

3. Declarations of conflicts of interest to the Agada

Nine members and two STO observers h
declared a potential conflict of interest
different substance-related discussions

ave
to
on

the Agenda.

4. RAC Manual of conclusions and recommendations (MCR)

RAC took note of the suggested key iss
(from 2010 RAC minutes) for inclusion
the updated MoCR.

RAC agreed MSCA to be provided wi
access to the RAC MoCR via the Ann
XV CIRCA IG.

RAC agreed to archive the previo
versions of MoCR when new updates
MoCR are produced.

thMembers

UeSECR to update the RAC MoCl
nand upload it to the RAC CIRC
IG by mid-April 2011.

to suggest th
exnclusion of additional issues
the MoCR if needed

USECR to ensure MSCA acce
ofo the updated RAC MoCR vi
Annex XV CIRCA IG after theg
meeting.

SECR to maintain the archivin
of MoCR when an update
version is produced.

6. Requests under Article 77 (3)(c)

6.a. epoxiconazole

RAC adopted_by consensuke opinion|

> A

D

5S
a

SECR to upload the adopte
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according to Article 77(3)(c).

opinion and its annexes to the

RAC CIRCA IG, to forwar

them to ED and publish them on

the ECHA web site after t
meeting.

6.b. gallium arsenide

RAC was informed about the RAC mandatS8ECR to inform members abot

for gallium arsenide and the supplemen
public consultation.

mhe start of the supplementa
public consultation and t
provide the Rapporteurs with
any comments arising compile
into a table.

SECRo invite theRapporteurs
to prepare an RCOM and tl
draft opinion

7.CLH

7.1 CLH Dossiers

7.1a. bifenthrin

RAC discussed the CLH propos
for carcinogenicity and repeated toxic
endpoints, based on the revised d
opinion. Carcinogenicity was tentative
agreed. Classification for repeated toxic

was agreed. Furthermore, the subcategory

1B for Sensitisation according to thé®]
ATP was agreed.

RAC preliminary agreed on th
classification as presented in the table
below.

tgpinion documents (revised dra
rafpinion and its annexes (BD a
WRCOM)) according to the RAC
it45 discussion.

?» SECR to distribute the revise
draft opinion documents to RA
when available for editorig
ecomments and possible adopti
2y written procedure before
at RAC-16.

Members to post their comment
on the revised draft opinion v
the RAC CIRCA IG Newsgroup.

7.1b. white spirit dossiers

RAC discussed in a closed session 1
information from CLP notification an
registration dossiers received by ECHA &
identified issues to be further elabora
with regard to substance identification.

ISECR to upload document
dpresented during the clos
irsession  via the confidenti
lesection of the RAC CIRCA IG.

SECR to organise a preliminar
discussion between the doss
submitter and rapporteu

ut

dRapporteurs to revise the draft

e

=

y

ad

ne

Aft
nd

a

d
al

ier
rs

assessing the impact of this n

W
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information on the CLH proposa|.

SECR to organise a discussic
between the dossier submitt

rapporteurs industry
representatives and the
Commission to clarify issues

raised and identify a way forwa
before RAC-16.

SECR to inform RAC about thé
meeting conclusions arn
upload relevant documents befq
RAC-16.

7.1c. metazachlor

RAC adopted by consensti®e opinion and
its annexes on the CLH proposal
metazachlor. RAC agreed to propd
metazachlor to be classified as indicatec
the table 1. below.

| Rapporteurs to confirm the lates

1 in

arersion of opinion and it

gennexes t&GECR
SECR to make an editorial chegk
and consult if necessary with t
rapporteur before uploading tf
adopted opinion on metazach
and its annexes to the RA
CIRCA IG, and to forward ther
to COM and publish them on th
ECHA web site after the meetin

ne
or
C

e

7.1d. flufenoxuron

RAC preliminary agreed to propo
flufenoxuron to be classified as indicated
the table 2. below.

s@Rapporteur to provide the final

idraft of the opinion to thEECR.

—

SECR to launch after a sho
editorial commenting round th
adoption by written procedut
after the meeting.

r

7.1e. chloroform

RAC discussed the revised draft opinion.

RAC agreed to continue the discussion
the classification for
- Muta. 2, H341

Rapporteur to revise the draft
opinion and include a proposal
dor no classification  with
justifications so that both optior
(classification and n
classification) are available {
RAC by 09 April 2011.

S

[®X

SECR to distribute the revise
draft opinion document to RA
when available.

)
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7.1f. indoxacarb

RAC discussed the first draft opinion.

Rapporteur to add in the BD the
environmental classification
according to the new criteria of
CLP Regulation (¥ ATP).

Members to post their comments
on the f' draft opinion via the
RAC CIRCA IG Newsgroup by
21 March 2011.

Rapporteurs to revise thedraft
opinion(s) documents (revised
draft opinion and its annexes (BD
and RCOM)) before RAC-16.

SECR to distribute the revise
draft opinion(s) documents {
RAC when available for furthe
discussion and possible adoption
before or at RAC-16.

= 0 <

7.1g. 2-ethoxyethanol

RAC adopted by consenstlge opinion and SECR to make an editorial chegk
its annexes on the CLH proposal for |&nd consult if necessary with t
ethoxyethanol. RAC agreed to propose| Eapporteur before uploading tf
ediopted opinion and its annex

ethoxyethanol to be classified as indic
in the table 1. below.

ne
es
to the RAC CIRCA IG, td
forward them to COM and
publish them on the ECHA web
site after the meeting.

7.1h. vinyl acetate

RAC discussed the first draft opinion.

Members to post their comments
on the f' draft opinion via the
RAC CIRCA IG Newsgroup by
28 March 2011.

SECR to check and to provide
further information on the
application of EUH019/R19 and
the use of note D after the
meeting.

Rapporteurs to revise thedraft
opinion documents (revised draft
opinion and its annexes (BD and
RCOM)) before RAC-16.
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SECR to distribute the revised
draft opinion documents to RAC
when available for further
discussion and possible adoption
before or at RAC-16.

7.1i. reaction mass of 2,4,4-trimethylpent-1-ene a@n2,4,4-trimethylpent-2-

ene

RAC discussed the first draft opinion.

Members to post their comments
on the f' draft opinion via the
RAC CIRCA IG Newsgroup by
18 March 2011.

SECR to check and to provide
further information on the
application of EUHO019/R19 and
the use of note D after the
meeting.

Rapporteurs to revise thedraft
opinion documents (revised draft
opinion and its annexes (BD and
RCOM)) before RAC-16.

SECR to distribute the revised
draft opinion documents to RAC
when available for further
discussion and possible adoption
before or at RAC-16.

7.1j. aluminium-magnesium-zinc-carbonate-hydroxidethydrate)

RAC discussed the first draft opinion.

Members to post their comments
on the f' draft opinion via the
RAC CIRCA IG Newsgroup by
31 March 2011.

Rapporteurs to request from the
dossier submitter more
information on  experimental
conditions in water solubility
tests.

Rapporteurs to revise thedraft
opinion documents (revised draft
opinion and its annexes (BD and
RCOM)) by also considering the
opportunity of classifying as
Chronic 4, following the metals
approach before RAC-16.




SECR to distribute the revise
draft opinion(s) documents {
RAC when available for furthe
discussion and possible adopti
before or/at RAC-16.

7.2 Appointment of (co-) rapporteurs for

CLH dossers

RAC agreed to appoint the volunteers
(co-) rapporteurs for the intended

submitted CLH proposals (listed in rog
document RAC/15/2011/04_rev1l).

&ECR to upload in RAC CIRCA
dG the updated document

meflect RAC appointments fd
CLH proposals after the meeting

Members are requested to con
forward for the vacant positions.

SECR to identify potential (co-
rapporteurs and encourage th
to fill the vacant positions.

7.3 General CLH issues

7.3.c Outcome of the RAC workshop “On the way to CH

e. Modification of the curren
procedure for the accordance che

RAC requested the SECR to preparg
framework as replacement of the curr
procedure on accordance check w
agreed by RAC.

f. Review of the process f¢
developing CLH opinions
RAC requested the SECR to prepare

example for facilitating the discussions.

[
ck

n§%CR to prepare the framewot
; d to present the proposal
AC.

Dr

SFECR to propose an examp
using the revised opinio
template (including the BD
taking the proposals made

RAC members into account.

8. Restrictions

8.1 Restriction Annex XV dossiers

8.1. a Dimethylfumarate (DMFu)

RAC adopted by consenstise opinion on
the restriction proposal on DMFu and to
note on its supportive documentation (H
and RCOM).

Rapporteurs to ensure that th
ogupportive documentation (B
3BNd RCOM) is in line with the
adopted RAC opinion by 1
March 2011.

(0]

=

ne

—

(0]

T~ 5

A ]
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SECR to upload the adopte
opinion and its supportiv
documentation to the RA
CIRCA IG, to forward them t¢
COM and publish them on th
ECHA web site after the meetin

8.1.b Lead and its compounds in jewellery

RAC adopted by consenstise opinion on
the restriction proposal on lead and
compounds in jewellery and took note on
supportive  documentation (BD  ai
RCOM).

RAC noted that its opinion on the propos
restriction on lead significantly diverge
from the original dossier submittern
proposal for restriction on lead and

Rapporteurs to ensure that th
imupportive documentation (B
ind RCOM) is in line with thg
néddopted RAC opinion by 2
March 2011.

SECR to upload the adopte
opinion and its supportiv
documentation to the RA
CIRCA 1G, to forward them t¢
COM and publish them on th
ECHA web site after the meetin

eRIAC Chair to inform the ECHA
2§D of this RAC conclusion afte
'she meeting.
its

compounds in jewellery.

8.1. ¢ Phenylmercury compounds

RAC agreed to theBversion of the RAG SECR to submit the % version
draft opinion on the restriction proposal foof the RAC draft opinion of

phenylmercury compounds.

rapporteurs are requested to insert |[tRerum by 16 March 2011.

recommendations from the plenary mee
when preparing the"version of the RAG
draft opinion.

Thehenylmercury compounds
ing
SECR to upload the "8 version
of the RAC draft opiniorn

documents to the RAC CIRC
IG by 16 March 2011.

SECR to send the timetable
the next steps to the rapporte
after the meeting.

Rapporteurs to prepare the "4
version of the RAC draft opinio
document on phenylmercu
compounds by May 2011.

SECR to upload the @ version of
the RAC draft opinion documen
to the RAC CIRCA IG as soon ¢
provided and to launch th

=

IS

=]

Yy

Is
1S

written commenting round.
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8.1.d Mercury in measuring devices

RAC agreed to the" version of the RAG SECR to submit the questions
draft opinion on the restriction proposal foand the % version of the RAG
mercury in measuring devices and |wraft opinion on mercury i
consider it as the™version to be sent tomeasuring devices to Forum by
the Forum. The rapporteurs are requestedltd March 2011.

insert the recommendations from the

plenary meeting when preparing th&" [4Rapporteurs to prepare the ™4
version of the RAC draft opinion. version of the RAC draft opinio
document on mercury i
measuring devices by May 2011.

=)

=

SECRto upload the % version of
the RAC draft opinion documents
to the RAC CIRCA IG as soon as
provided and to launch the
written commenting round.

8.2 General restriction issues

RAC agreed with the Secretariat’ SECR to consider this decision of
suggestion to consider only a RAC opinioRAC and modify the RAC WP
as a document for adoption and to take ndtacl. opinion format) according|
on its supportive documentation (BD anghen the WP is revised in the
RCOM) that is to be further modified by theecond half of 2011
RAC rapporteurs to be in line with the
adopted RAC opinion.

~ O

RAC also agreed, with a minoSECR to incorporate the agreed
modification, with the proposed disclaimeBD disclaimer in the adopted
to be later included in the BD. restriction opinions and the ongs
under development after the
meeting.

9 Authorisation

9.1 RAC Formulation of RAC opinions on authorisaton applications

a. Format of an opinion SECR to organise a Newsgroup
RAC discussed the documents and provided the RAC CIRCA IG for
several suggestions. collecting further comments.

Member to post comments by 25
March 2011.

SECR to consider the comments
received.

SECR to consider specifi
sessions for discussion on the 6

L4
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substances included into Ann
XIV for RAC-16 or RAC-17.

b. Risk assessment of non-threshol
substances

RAC considered that this subject requi
specific attention, with two parallg
discussions, one on non-threshold CMR [
the other on PBT substances.

their views on risk assessment
non-threshold substances via f{
ré8AC CIRCA IG and to expres
2ltheir interest in supporting th
aBECR in preparing the RA
discussions.

SECR to consider the comme
groups on CMRs and PBTs

expressions of interests
received from Members.

a

Members are invited to preser
their views at RAC-16.

9.2 Appointment of RAC rapporteurs for

substancedisted in Annex XIV

RAC agreed to appoint the volunteers to
pool as (co-) rapporteurs for the substan
listed in Annex XIV (room documer
RAC/15/20211/09_rev.1).

tIBECR to upload in RAC CIRCA
d& the updated document
treflect RAC appointments fc
substances listed in Annex XIV.

SECRto inform RAC as soon 3
an application for authorisation
submitted to ECHA.

Members may volunteer to b
added to the pool of (cd
)rapporteurs any time.

dMembers are invited to provide

n
and to organise ad-hoc workirl:

()

of
he

Do n

S
g
if
re

—

|

(o

=

is

D

GENERAL

SECRto upload all presentation
room documents and the RAC-
Main conclusions and actig
points (i.e. this doc) to RA(
CIRCA IG without delay after th

==

w \J

meeting.
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Table 1. List of adopted classifications by RAC

CLP

Index No

DSD:

Index No

International
Chemical
Identification

4-tert-
Butylbenzoic
acid

International
Chemical
Identification

4-tert-
Butylbenzoic
acid

EC No

202-696-3

EC No

202-696-3

CAS No

98-73-7

CAS No

98-73-7

Classification

Hazard Class and Hazard
Category Code(s) statement

Code(s)
Repr. 1B H360F
STOTRE 1 H372
Acute Tox. 4 H302

Classification

Repr. Cat. 2; R60
T; R48/23/24/25

Xn; R22

Labelling
Pictogra Hazard Suppl. Specific
m, statemen Hazard Conc.
Signal t Code(s) statement Limits, M-
Word Code(s) factors
Code(s)

H360F
GHSO07

H372
GHSO08

H302
Labelling Concentrat

ion Limits

T; Xn

R: 22-48/23/24/25-60

S: (1/2-)-45-53

Notes

Notes
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CLP

Index No

DSD

Index No

International
Chemical
Identification

Metazachlor

International
Chemical
Identification

Metazachlor

EC No

266-583-0

EC No

266-583-0

Classification

CAS No Hazard Class and Hazard
Category Code(s) statement
Code(s)

Skin Sens. 1(B) H317

Carc. 2 H351
67129-08-2 .

Aquatic Acute 1 H400

Aguatic Chronic 1  H410

(according to ATP2 criteria)

CAS No Classification

R43

Carc. Cat. 3; R40
67120082 N R50/53

Labelling

Pictogra Hazard Suppl. Specific

m, statemen Hazard Conc.

Signal t Code(s) statement Limits, M-

Word Code(s) factors

Code(s)

GHSO07 H317 M=100

GHSO08 H351 (Acute =100

GHS09 H410 Chronic =
100)

Wng

Labelling Concentrati
on Limits

Xn; N N; R50-53: C
20,25%

R: 40-43-50/53
N; Rb51-53:

S: (2-)36-37-60-61 0,025 % = C
<0,25%
R52-53:
0,0025 % <
C< 0,025 %

Notes

Notes
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Index No

603-012-00-X

Index No

603-012-00-X

Internation
al Chemical
Identificatio
n

2-
ethoxyetha
nol
(stabilised);
Ethylene
glycol
monoethyl
ether(stabil
ised)

Internation
al Chemical
Identificatio
n

2-
ethoxyetha
nol
(stabilised);
ethylene
glycol
monoethyl
ether(stabil
ised)

EC No

203-804-1

EC No

203-804-1

CAS No

110-80-5

CAS No

110-80-5

Classification

Hazard Class and Hazard state-
ment Code(s)

Category Code(s)

Flam. Lig. 3
Repr. 1B

Acute Tox. 3
Acute Tox. 4

Classification

R10
Repr. Cat.
Xn; R20/22

H226
H360FD
H331
H302

2;

R60-61

Pictogra
m,
Signal
Word
Code(s)

GSHO02
GSHO08
GSHO06
Dar

Labelling

T

Labelling

Hazard
state
ment
Code(s)

H226
H360FD
H331
H302

R: 60- 61- 10- 20/22

S: 53-45

Suppl.
Hazard
statement
Code(s)

Specific Notes
Conc.
Limits, M-
factors
Concentrati Notes
on Limits

E
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Table 2. List of preliminary RAC agreement on propaals for classification

(Agreement reached for the following endpoints)

CLP

Index No

Internation
al
Chemical
Identificati
on

Bifenthrin

EC No

NA

CAS No

82657-04-3

Classification

Hazard Class and
Category Code(s)

Carc.2

Acute Tox. 3
Acute Tox. 2

STOTRE 1

Skin Sens. 1
(Subcat 1b)

Aquatic. Acute 1

Aquatic Chronic 1

Hazard state-
ment Code(s)

H351

H331
H300

H372
(nervous
system)

H317

H400

H410

(according to ATP2 criteria)

Pictogram,
Signal
Code(s)

GHSO06
GHSO08
GHS09
Dar

Labelling

Hazard
State
ment
Code(s)

H351
H331
H317
H372

H410

Supp
l.

Haza
rd

state
ment
Code

(s)

Specific
Conc.
Limits,
factors

M-factor
10 000

(M-factor

10 000

M-

M-factor=

100 000)

Notes
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DSD

Index No

Internation EC No
al Chemical
Identificatio

n

Bifenthrin NA

CAS No

82657-04-3

Classification

Carc. Cat 3; R40
T; R23/25

Xn; R48/22

R43

N; R50/53

Labelling

T,N

R: 23/25-40-43-48/22-
50/53

S: 23-24-36/37-38-45-60-
61

Concentration Limits

N; R50-53: C >
0.0025%

N; R51-53: 0.00025%
<C<0.0025%

R52-53:

0.000025%=C<0.00025

%

Notes
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CLP

Index No

DSD

Index No

Internation

al Chemical
Identificati

on

Flufenoxur
on

International
Chemical
Identification

Flufenoxuron

EC No

417-680-3

EC No

417-680-3

CAS No

101463-69-8

CAS No

101463-69-8

Classification

Hazard Hazard
Class and state-ment
Category Code(s)
Code(s)

Lact. H362
Aquatic H400
Acute 1

Aquatic H410
Chronic 1

Classification

R64
R33
N; R50/53

Pictogram,
Signal
Word
Code(s)

GHS09

Labelling

N

Labelling
Hazard state Suppl. Specific
ment Hazard Conc.
Code(s) stateme  Limits,
nt M-
Code(s) factors
H362
H410 M-factor
=10 000
M-factor
=10 000

R: 33-64-50/53
S: 2- 36/37- 46- 60-61

Concentration Limits

N; R50/53: C>0.0025%

N; R51/53:
0.00025%<C< 0.0025%

R52/53:
0.000025%<C<0.00025%

Notes

Notes
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BRECHA

European Chemicals Agency
08 March 2011
RAC/A/15/2011_rev.2

Final Agenda

15" meeting of the Committee for Risk Assessment

08 — 11 March 2011

Helsinki, Finland

08 March: starts at 9:00
11 March: ends at 13:00

Joint Workshop RAC-SEAC on impact assessment
10 March: 14.00 — 17.00

Iltem 1 — Welcome & Apologies

Item 2 — Adoption of the Agenda

RAC/A/15/2011
For adoption

Item 3 — Declarations of conflicts of interest totie Agenda

Item 4 — RAC Manual of Conclusion and Recommendatius
For information
Item 5 — Administrative issues and information itens

a. Status report on the RAC - 14 action points
b. Outcome of written procedures
c. Report from other ECHA bodies and activities
RAC/15/2011/02
ROOM DOCUMENT
d. Outcome of the Annual Satisfaction Survey 2010
RAC/15/2011/03
ROOM DOCUMENT
For information
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Iltem 6 — Requests under Article 77 (3)(c)

a. epoxiconazole
For discussion & possible adoption
b. gallium arsenide
For information
Item 7 — CLH

7.1 CLH Dossiers

a. bifenthrin

For discussion and possible adoption
b. white spirit dossiers

For discussion and possible adoption
C. metazachlor

For discussion and possible adoption
d. flufenoxuron

For discussion and possible adoption
e. chloroform

For discussion and possible adoption
f. indoxacarb

For first discussion
g. 2-ethoxyethanol
For discussion and possible adoption
h. vinyl acetate
For first discussion

i. reaction mass of 2,4,4-trimethylpent-1-ene and42id@methylpent-2-
ene

For first discussion
J- aluminium-magnesium-zinc-carbonate-hydroxide-(hi@ra
For first discussion

7.2 Appointment of RAC (co-) rapporteurs for CLH dossiers
. Appointment of RAC (co-) rapporteurs for CLH dossie
RAC/15/2011/04
ROOM DOCUMENT

For agreement
7.3 General CLH issues

a. State of play of the submitted CLH dossiers

RAC/15/2011/05
ROOM DOCUMENT
For information

b. Preparation of the workshop on the classificatiod &belling of active
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substances in PPP scheduled for April 2011
For information

c. Outcome of the RAC workshop “On the way to CLH”
aa. Modification of the current procedure for the actzorce check

RAC/15/2011/06
ROOM DOCUMENT
For discussion and possible agreement

bb. Review of the process for developing CLH opinions

RAC/15/2011/07
ROOM DOCUMENT
For discussion

Item 8 — Restrictions

8.1 Restriction Annex XV dossiers
a. DMFu — fourth draft opinion
For adoption
b. lead and its compounds in jewellery — fourthftdopinion
For adoption
phenylmercury compounds — second draft opinion
For discussion

o

d. mercury in measuring devices — second draftiopi
For discussion
8.2  General restriction issues (if relevant)
» Update on intended restriction dossiers
For information

Item 9 — Authorisation

9.1 Formulation of RAC opinions on authorisation gplications
a. Format of an opinion
RAC/15/2011/08
ROOM DOCUMENT
For discussion
b. Risk assessment of non-threshold substances
For discussion

9.2  Appointment of RAC rapporteurs for substances listel in Annex XIV
RAC/15/2011/09

ROOM DOCUMENT
For discussion and possible agreement
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Item 10 — Guidance issues
a. Feedback from guidance consultations
b. Report on other guidance activities
RAC/15/2011/01
For information
Item 11 — Any other business
. RAC meeting calendar for 2012

RAC/15/2011/10

ROOM DOCUMENT
For information

Item 12 — Main conclusions and Action Points of RAE€L5

. Table with main conclusions and action points fie&C- 15
For adoption

000
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ANNEX II

Documents submitted to the members of the Committefer Risk Assessment
for the RAC-15 meeting.

RAC/A/15/2011 Final Draft Agenda

RAC/15/2011/01

room doc Guidance issues

RAC/15/2011/02

room doc Administrative issues and information isem
RAC/15/2011/03

room doc Outcome of the Annual Satisfaction Sur2@y0
RAC/15/2011/04

room doc Appointment of CLH rapporteurs intentions
RAC/15/2011/05

room doc State of play of the submitted CLH dossier
RAC/15/2011/06 Modification of the current procedure for the actaorce
room doc check

RAC/15/2011/07

room doc Review of the process for developing Clgihimns
RAC/15/2011/08

room doc Format of an opinion on authorisation &ggibn

RAC/15/2011/08_a-

addendum Format of an opinion on authorisation

room doc application_addendum

RAC/15/2011/09 Appointment of RAC rapporteurs for substancesdiste
room doc Annex XIV

RAC/15/2011/010

room doc RAC meeting calendar for 2012
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