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Part | Summary Record of the Proceedings

1 Welcome and apologies

Dr Jose Tarazona, Chair of the Committee for RigdseSsment (RAC), ECHA,
welcomed participants to the meeting. Two adviséisge invited experts, seven
stakeholder representatives (from BusinesseuropeEFIC ECETOC, ECPA,
EMCEF, EuCheMS and Eurometaux), four observers rapanying stakeholder
observers (STO), three representatives of dosslaniters and two representatives
from the Commission were welcomed.

For this meeting some participants took part inssaice related discussions as
remote participants via the WEBEX connection. Tinsluded: representatives of

Member State Competent Authorities (MSCA) from eerand Norway and one

adviser to a RAC member. Apologies were receivethffour RAC members and

three regular observers (ECEAE, ETUC and OECD). [Etef attendees is given in

Part Ill of these minutes.

Participants were informed that the meeting wowdddxrorded 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 Agenda was adopted as proposed by the Seatefdhe final agenda and the list
of all meeting documents are attached to these tesnas 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 agendasit&Six members and one stakeholder
observer declared potential conflicts of interesthie substance-related discussions in
the agenda items 7.1la (one member), 7.1b (one ngnibéc (one member, one
observer), 7.1d (one observer), 7.1g (one memiety; (two members), 8.2 (one
member).

4 Adoption of the draft RAC-13 Minutes

The Chair introduced the revised minutes, incorfiogathe comments received from
members. RAC adopted the revised minutes with sem@mments from RAC
members.

5 Administrative issues and information items

Administrative issues and information items (a-&revcovered by a room document
(RAC/14/2010/58). Members were informed of the pmbty to provide comments
under the relevant agenda item or under any otlginess at the end of the meeting.



Concerning the item d the Secretariat informed R#fut a forthcoming Annual
satisfaction survey and invited members and STOgpty to the survey before the
end of the year.

6 Renewal of RAC Membership

The Secretariat reported to RAC on the ongoingvitiets related to the renewal of
RAC membership. It was noted that, following themimations of the Permanent
Representations of the Member States received byNbSember 2010, the
Management Board is expected at their meetingsenoeBber 2010 and in March
2011, to take decisions on the appointment of trainated new candidates for RAC
membership and on a renewal of current RAC membkase 3-year term will expire
by end of June 2011. RAC will be further updatedtiom issue at its next plenary
meeting in March 2011.

In addition, as agreed at RAC-12, in accordancé witcument RAC/12/2010/37,
RAC agreed to invite three of its members with serpiring membership to continue
their rapporteurships on the ongoing dossiers timiladoption of the RAC opinions
on these proposals.

7 CLH Dossiers
7.1a Hexabromocyclododecane (HBCDD) (CAS No. 25638-4 and 3194-55-6)

The Chair noted that an observer accompanying ¢lgelar CEFIC observer was
registered for participation in this agenda iterowhver, the person was not able to
attend the meeting or the discussion, due to tigeing Finnair strike.

The rapporteur presented the key elements of thise draft opinion and its
annexes, developed with the support of the ad-haxking group, and clarified the
conclusions in the draft opinion regarding the HBL[@ffects on fertility, its
developmental toxicity and its adverse effects ovi@ lactation.

RAC was also informed of the late industry commemtshis draft opinion submitted
the day before the meeting via the regular RAC oleserom CEFIC. Following the
established working approach, comments were foregatd the rapporteurs and after
their agreement they were made available to all RA&nbers. In this regard, the
Chair reminded the RAC stakeholder observers that submission of such late
industry comments so close to the adoption of a RBA@ion on a proposal should be
avoided, as it is difficult for the rapporteurs aBRAC members to consider them in
the final opinion documents.

Further, the observer from CEFIC presented thedasiny comments, highlighting
their concerns on the application of the clasdiieacriteria in this particular case.

The rapporteur orally responded to all the commecitrifying the considerations
behind the proposed classification and the providstfication in the revised draft
opinion.

In conclusion, RAC adopted by consensus the redsait opinion and its annexes on
the CLH proposal for this substance with minor rfiodtions. The proposed
classification is presented in table 1 of Parff lihis document.



The Chair thanked the rapporteurs and the membetké fruitful work on this CLH
proposal and for the consensus adoption of the BgiGion on HBCDD.

7.1b  White spirit dossiers (CAS No. 8052-41-3, 64282-1, 64741-92-0, 64742-
48-9, 64742-88-7; EC No. 232-489-3, 265-185-4, B85-5, 265-150-3, 265-191-7)

The Chair welcomed two experts from the Danish GCeteyt Authority and
introduced an observer accompanying the CEFIC Btdéler observer.

Building on the RAC-12 discussion regarding thessification proposal as STOT RE
1 (neurological effects), the rapporteurs presentgdrmation received from the
dossier submitter and industry and other relevatd.dThe composition of solvents
placed on the market had evolved — from those withigher aromatic content, to
those with a lower, more aliphatic one, for exampjpe 3 white spirit. The
Committee then discussed the possible relevanterims of exposure assessment in
the epidemiological studies supporting the claszifon and the grouping
justification. The impact of aromatic content ofeefs was also discussed. In a closed
session the ECHA Secretariat provided informatiorihe state of play of registration
for these substances.

With the support of an ad-hoc working group meetR4C concluded, like IPCSor
SCOEL? that there is an association between exposumehite spirits and chronic
encephalopathy. It was also clear that there arsimgle constituents for which a
hazard can be defined. Therefore acknowledging rteiodes, RAC considered the
whole UVCB substance responsible for effects olegkrollowing exposure. Such
relationship between exposure to white spirit affielcts is shown in epidemiological
studies for Stoddard solvent, type 0 and type ltenpirit. Therefore RAC members
agreed to group these three substances into omeopnpiRAC members initially
supported the rapporteurs’ proposal to classifgditeree white spirits as STOT RE 1
(neurological effects). RAC members asked the reppes to describe uncertainties
and confounding factors related to the epidemiaiagstudies when assessing the
relevance of data in the opinion documents.

RAC members supported the way forward to separatesess the type 2 and type 3
white spirits, either together or individually, afater stage. Epidemiological studies
did not include type 2 or type 3 white spirits &adher consideration was needed to
determine their classification. The Chair invitadkeholders to assist the rapporteurs
by providing any further available information dretlink between hazard properties
and types 2 or 3 white spirit to supplement infatiora provided during the public
consultation. The Chair also invited the rapposddorprovide revised opinion(s) and
annexes for discussion at RAC-15 (see 7.1b oflPaftthis document).

7.1c Metazachlor (CAS No. 67129-08-2; EC No. 266-583-0)
The Chair introduced an observer accompanyingehtsspecific ECPA observer.

In the previous RAC meeting members raised thesisdypossible classification for
fertility and it had been decided that this shdodéddiscussed in RAC-14. The Chair
invited rapporteurs to present the data on fertdind the environmental classification
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considering comments received from RAC members han first draft opinion.
Classification for fertility was discussed and iasvagreed that classification is not
justified because the fertility effects observedreveecondary to the reduced food
consumption and lower body weights.

RAC provisionally agreed on the environmental dfasgdion as indicated in Table 2
of Part Il, conclusion and action points.

The Commission suggested adding the assessmem gkin sensitisation data with
the new criteria according to the second Adaptat@iechnical Progress ATP for
environmental classification (see 7.1c of Partflthis document).

7.1d Flufenoxuron (CAS No. 417-680-3; EC No. 1014&3-8)

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

The rapporteurs were invited to present the revideft opinion to RAC. The
discussion moved forward regarding lactation effectevelopmental toxicity and
repeated dose toxicity. The need for further elathon was expressed on several
issues including the effects on lactation (milk lgyaand/or pups exposure to the
substance), mutagenicity effects and addressingecos raised from the study in
dogs.

Regarding the environmental classification, RACeased the information and noted
that the chronic classification and M-factor ac@oegdto the chronic classification
criteria (2nd ATP) should be similar to the claissifion already agreed at RAC-13.

The Chair thanked the rapporteurs for preparingitiaét documents. The rapporteurs
will consider the comments received and revise dn&ft opinion documents if
needed, and subsequently submit them to RAC asatedl in section 7.1d of Part Il
of this document. The substance will be furthecussed and possibly adopted at
RAC-15.

7.1e PHMB (CAS No. 27083-27-8 or 32289-58-0; EC Nu.a (polymer))

The Chair welcomed the representatives of the dossibmitter from the French
Competent Authority who took part in the discussias remote participants and
introduced an observer accompanying the stakeholasarver from CEFIC.

The Chair informed RAC about a request from industr ECHA to withdraw the
PHMB CLH dossier and clarified that only the dossseibmitter can decide to
withdraw the dossier.

The rapporteur was invited to present the reviseaft dopinion to RAC. The
discussion focused on carcinogenicity and inhatatixicity.

The accompanying observer from CEFIC explained thatproposed classification
for carcinogenicity (Carc. 2 - H351) is not justii because of the excessive doses,
well above the maximum tolerated doses. The obsaige stressed that the observed
mode of action is not relevant for humans and #matlysis of the available studies



show no statistically significant differences bedwetreatment groups and controls,
when the top dose level results are disregarded.

The discussion on carcinogenicity remains open. $heretariat will check if the
information provided during public consultation wesnsidered in the resubmitted
dossier and ask France for further available infdiom and full study reports on
cancer studies. RAC members indicated that Franightrmot have full reports
available.

Regarding inhalation toxicity, the observer expdarthat the sign of irritation were
resolved by the end of the recovery period andttiiatwould support the removal of
the H372 classification.

RAC provisionally agreed on the classification $everal hazard classes as presented
in Table 2 of Part Il of this document.

The Commission suggested adding the assessmehe afata with the new criteria
according to the second ATP on skin sensitisation.

7.1f  Chloroform (CAS No. 67-66-3; EC No. 200-663-8)

The Chair welcomed an adviser to the rapporteuis twbk part in the discussions as
remote participant. The rapporteur was invited espnt the revised draft opinion to
RAC. The discussion focused on the mutagenicitypeimd.

Concerning the mutagenicity classification that tmegn proposed, RAC discussed
the application of the CLP criteria to chloroforue to the unusual range of negative
and positivan vitro andin vivo somatic cell results (i.e. effects only seen iniys),
and the negative germ cell test results, some mendasted some doubt on whether
chloroform could interact with DNA in germ cell, dibe classified as a mutagen. This
view was supported by the CEFIC observer. Some reesnalso commented that
chloroform is one of the few typical examples ot@®dary carcinogens. Other
members focussed on the fact that chloroform dgkapto have mutagenic potential
in some studies and be able to reach testes, goddathat this merits classification.

It was agreed that the rapporteurs would look agaithe available data, especially
the pivotal study by Robbiano et al. (1998), astl deparately positive and negative
evidences. The Chair thanked the rapporteurs fepaing the draft documents. The
rapporteurs will consider the comments received aewise the draft opinion
documents if needed, and subsequently submit tlheRAC as indicated in section
7.1b of Part Il of this document. The substancé lvélfurther discussed and possibly
adopted at RAC-15.

7.1g 4-tert-butylbenzoic acid (CAS No. 98-73-7; EQlo. 202-696-3)

The Chair invited the RAC rapporteur to presentfirst draft opinion on the CLH
proposal submitted by Germany. A harmonised clias$ibn and labelling for this
substance had been agreed at the Technical Coranfitte Classification and
Labelling (TC C&L) under the previous legislatioithe current classification
proposal does not however cover environmental khadasses concluded at TC C&L.

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



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

Room document RAC/14/2010/67_rewhs introduced by the Chair who explained
that (co-)rapporteurs are required for seven newnsssions and 21 new intentions
for submissions of CLH dossiers that had been vedesince the last meeting.
Furthermore, vacant places for 29 intentions rexeivefore RAC-13 remained to be
filled. RAC agreed to appoint as (co-)rapporteudsniembers that had volunteered
during RAC-14 for (co-)rapporteurship on 35 subsémn RAC members were invited
to come forward for the other dossiers. RAC membeestioned that in deciding to
volunteer as (co-)rapporteurs it is essential tovkabout the intended classification.
For the purposes of planning, it is also esseftidlave access to dossiers as soon as
they are submitted. The Chair agreed to these cos@nd proposed that these issues
will be directly discussed with the dossier subengtat the workshop “On the way to
CLH” (see 7.3b).

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

RAC was informed by the Secretariat on the statglay of the submitted CLH

dossiers as provided in a room docum@®AC/14/2010/68). Members were invited
to contact the Secretariat if they needed furthanification. A member pointed out
the rapporteur’s need for knowing if and when as@wssubmitter will re-submit a

dossier after accordance check, for planning ofnbekload.

7.3b  Analysis of adopted CLH opinions and preparatin of the workshop for
presenting the guidance document on the preparatioof CLH dossiers

RAC was provided by the Secretariat with an updatethe state of play of the
planning of the workshop “On the way to CLH” thaillwake place on February 16,
2011, back-to-back with an informal RAC meetingeTdim of the meeting was to
facilitate the dialogue between dossier submitteisCLH proposals and RAC
rapporteurs and members.

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

The ECHA Secretariat updated RAC members on theapations for the workshop.

They explained that the revised PPP Reguldtismecifies strict criteria for the
approval of active substances. In particular tregiation provides that carcinogens,
mutagens, endocrine disruptors, substances tokicefiwoduction or which are very
persistent will not be approved, unless exposurdiumans is negligible. It also
establishes a mechanism for the substitution ofemoixic pesticides by safer
(including non-chemical) alternatives. EFSA hadegithe German Federal Institute
for Risk Assessment (BfR) a mandate to examine thexclassification and labelling
aspects will work in practice. Accordingly, MSCA®IM both the classification and

% Regulation (EC) No 1107/2009 of the European Rawint and of the Council of 21 October 2009
concerning the placing of plant protection produetghe market; OJ L 309, 24.11.2009, p. 1-50.



labelling and plant protection product disciplifesl been invited to participate in the
workshop.

The Chair noted that all RAC members were invitedgttend the workshop which
would be considered as a RAC activity. A represaerdrom ECPA welcomed the
event and indicated their wish to be invited a®bserver. The Chair explained that
since ECHA was not the only organiser, the paritgn of industry observers cannot
be decided by ECHA.

7.3e  Discussion of the application of the CLP crité for reproductive toxicity

Following last meetings’ discussions on the intetgtion of the CLP and DSD
criteria for reproductive toxicity, specifically fathe borderline of differentiation
between developmental toxicity and lactation efetihe Secretariat provided RAC
with a starting point for discussion (room docum&=#sC/14/2010/69). During the
meeting the information of the room document wasented.

RAC members welcomed the overview in order to imprthe discussions on these
hazard classes on a case-by-case basis in the.futur

The Chair thanked the presenter for their presentatnd invited RAC members to
provide any further comments on the room document.

7.3d Discussion of the application of the CLP critea for germ cell
mutagenicity

Following discussion at the last meeting on therjrtetation of the CLP criteria of
germ cell mutagenicity in comparison with the mataigity criteria under DSD, the
Secretariat presented an overview of those criteria

RAC members welcomed the overview of the critaalthough they mentioned that it
will be important to provide examples on the apgien of these criteria on specific
substances and test results. Hence discussiontddb@uecorded on a case-by-case
basis.

The Chair mentioned that the RAC manual of conohsiand recommendations
(MoCR) is the appropriate place for recording thetcome of these future
discussions.

The Chair thanked the presenter for their presentatnd invited RAC members to
provide any further comments on the presentation.

8 Restrictions
8.1  Restriction Annex XV dossiers
8.1a Dimethylfumarate (DMFu) — second draft opinion

The rapporteurs presented the key elements of"theegsion of the RAC opinion on
DMFu and their responses to the RAC members’ consnem it. It was noted that
the draft opinion had been modified according te thritten comments from

members. Furthermore, the rapporteurs asked forbmenviews on the proposed
modified wording of the future restriction entry Annex XVII with regard to the

sampling.



The Commission observer clarified that the maintigoation expected from RAC is
to provide scientific and technical advice on thepwsed restriction. In addition,
RAC can suggest wording for the restriction enttpwever, the final entry text will
be formulated by the Commission.

One member suggested that sampling should be abwerte wording for “articles
and parts thereof” with proper clarification prog@lin the opinion.

After a short discussion on the issue, RAC agreefibltow this suggestion and the
rapporteurs were requested, taking into accountptbposed approach, to prepare,
the 3% version of the DMFu opinion during the meetingrtRar, it was noted that
following the working procedure, the Secretariagxpected to forward to the Forum
the 3% draft RAC opinion and the rapporteurs’ request for2 advice on
enforceability for further consultation.

The Chair thanked the rapporteurs and the other Rfethbers and noted that the
discussion on the revised opinion documents is @&gpe to continue at the
preparatory RAC meeting in February 2011 and thept@on of this opinion is
envisaged at RAC-15 in March 2011.

8.1b Lead and its compounds in jewellery — secondaft opinion

The rapporteurs presented the key elements of"theeBsion of the RAC opinion on
lead and its compounds and their responses to Alt@ rRembers’ comments on it. It
was noted that while the"2draft opinion was being developed, the rapporteurs
considered the following main issues for discussiodetermination of
relevant/tolerable exposure levels, definitionsadimit value for lead concentration
and a tolerable migration rate (2-step approaclyesigd on the basis of option 7 of
the draft background document and IQ reduction utaled on the basis of the
information on migration rates and the dose-respagstimations presented in the
EFSA opinion), as well as the differentiation betnweprecious and fashion jewellery
(the SEAC rapporteur questioned the dossier suérisitirguments that a distinction
between fashion jewellery and precious jewelleryvad as jewellery for children’s
use is not possible).

The neurological effect in children, and in par@uhe IQ lost, was considered the
most relevant endpoint. No threshold has been kestald for this effect, and RAC

considered the recent EFSA assessment and agremse @s DMEL the 10% of the
EFSA BMDL’ (01). The proposed value of 0.9§/kg bw per day represented an
estimated 1Q loss of 0.1 points.

Regarding migration data, RAC noted the uncerta@isigociated to the Danish report
data. A linear correlation at higher concentratioetween level of content and
migration exists but it is not maintained at thevdst concentrations. Two approaches
were presented, one the extrapolation of this finearrelation at the lower
concentrations, assuming that measurements atdad levels are subjected to high
experimental errors. Another approach was basetth@tack of correlation between
lead content and migration, using an average magratlue. Both approaches would
be further considered in the revised opinion. AdsGerman report on exposure from
lead would be looked into in the matter of conteitmigration.

4
Benchmark dose level



It was highlighted that the draft opinion diverdesm the original dossier submitter’s
proposal, where more specific values are used. &sgly, standard values are used
in the 29 draft opinion that is based on the EFSA opinionlead. In addition, the
rapporteurs expressed their views on the early cemtsnreceived on this restriction
proposal during the first three months of the onggiublic consultation and the lead
industry comments on thé"2draft opinion, provided by the regular RAC observe
from EUROMETAUX.

In the following discussion, several members exg@dsconcerns on the questions
raised by the rapporteurs. They identified a nundfa@ssues for further clarification
with regard to the development of the opinion, sash a need for specifying the
approach that should be followed, a need for ¢laoit the interpretation of the 1Q
data from the JECFAreport referred to in the draft RAC opinion, a defer
discussion on hazards and adequately expressedwrp@nd then a discussion on
risk characterisation.

In addition, the importance to clarify the relevarmf the distinction between precious
and fashion jewellery was underlined for this liestsn proposal or the differentiation
between children and adult’s jewellery. Followirge tdiscussion it was considered
that the available information does not contaiminfation for allowing separate risk
assessments by RAC for childreersus adult or preciousersus fashion jewellery.
These were identified as important issues for &rmrtleonsideration during the
Commission’s decision-making process.

The observer from EUROMETAUX recognised the reasgnof this approach;
however, it was pointed out that it should be agtile to different material contents
(lead as a pure content, lead as an impurity,ast & an ingredient), since for alloys,
linear relationships are not always applicable.tih@mmore, the release from the
material surface, incl. coating, and the one fromatanial content should be
considered. The Chair asked STOs to provide alllahla information through the
ongoing public consultation.

The Chair suggested an ad-hoc working group to dwevened to support the
rapporteurs in risk estimations and exposure mo@eklopment after the plenary
discussion.

During the second plenary session on this substdaheerapporteur summarised the
outcome of the ad-hoc working group discussion@edented to RAC the criteria for
the exposure assessment and the criteria for ss&sament, as well as some general
conclusions, as agreed by the ad-hoc working gmarticipants for this particular
proposal.

Furthermore, RAC agreed on the approach to bewelibwhen developing the RAC
opinion on this restriction dossier and requestesl rapporteurs to follow it when
preparing the " version of the RAC opinion during the meeting.

During the third plenary session on lead, the rapos introduced to RAC theif®3
draft opinion developed on the basis of the agaggatoach and the RAC members’
recommendations. Members were also informed ofdpporteurs’ open questions to
the Forum in relation to their request for™d Borum advice on enforceability of the
restriction proposal in the draft opinion.

® Joint FAO/WHO Expert Committee on Food Additives
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RAC expressed its gratitude for the rapporteurstkwon the draft opinion and
suggested some small editorial modifications. Ther&ariat was asked to forward
the 3% version of the RAC opinion on lead to the Forund &m request ¥ Forum
advice on the rapporteurs’ open questions andetkieof the actual restriction entry,
suggested in Annex E.

Finally, the Chair thanked the rapporteurs andntieenbers for the fruitful work done
on this restriction proposal and encouraged RAEetud additional comments on the
3" draft opinion as indicated in section 8.1b of Paof this document.

8.1c  Phenylmercury compounds — first draft opinion
The Chair welcomed the SEAC rapporteurs to the imget

A representative of the dossier submitter from Nwwegian Competent Authority
(CA) presented the Annex XV dossier proposing resbns on five phenyl mercury
compounds and state of play. The RAC rapporteurshio dossier presented the first
draft opinion and specific key issues.

RAC discussed the scope of the restriction. Enwvirental degradation and common
degradation pathway is pivotal to the choice ofssaiices to be restricted. Therefore,
gathering further information on these issues far group of substances concerned
was felt essential. On the question of whethersttape may be modified to include
other (or all) mercury compounds the ECHA Secratadlarified that the RAC
opinion should be about the five proposed compoamiisthe identified risks. It can
however point at the relevance of other substanoésthe possible need for further
restrictions. It was also clarified that amountpa@xed from the EU were already
included in the scope of the restriction by itsreat wording.

Then RAC discussed other key issues for the rdtoofthe restriction (PBT-like +
LRT argument; global mercury strategy, difficulty quantifying emissions and
exposure).

Finally, some questions have been identified caringrthe implementation of the
restriction, such as the use of total mercury messant, the test method, and rules
for sampling and sample preparation. Concerningditlay before entry into force
some RAC members also recommended investigatingitamative option (3 years
delay + possibility of an extension to 5 years bame justified request).

Members were invited to provide their commentsraicated in section 8.1d of Part
II of this document. On the basis of any early camia from the public consultation,

the dossier submitter would draw up an early RCQOM background document in

mid January 2011. A second rapporteurs’ dialogue seheduled for 25 January and
a second version of the RAC opinion would be predusy mid February.

The Chair thanked the rapporteurs and RAC memberstheir work and the
representatives of the dossier submitter for tbetribution.

8.1d Mercury in measuring devices
The Chair welcomed one of the SEAC rapporteurbeaeeting.
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A representative of the dossier submitter from ECSREretariat gave an introduction
and state of play to the Annex XV dossier proposesijrictions on the placing on the
market for several mercury in measuring devicesridustrial and professional use.

The RAC rapporteurs for the dossier presented draisal of the proposal and the
first draft opinion. They explained the proposedtriction was justified due to the
effects of mercury and the availability and lowesks posed by the alternatives.
Likewise, the widespread use of measuring devica®aining mercury justified
Community-wide action and the existing Communitgak instruments were not
adequate to reduce the risks posed by mercury asuonig devices. A restriction is
already in place for measuring devices intended dale to consumers without
enforcement problems. In addition, a monitoringtegn for measuring devices, as
part of RAPEX, has contributed to the successful enforcementestury restriction
in measuring devices for consumer use.

RAC members raised a number of issues in relatorthe first draft opinion.
Members queried whether there would be remainirgijeational health implications
in relation to waste recovery if the proposed restn went ahead and whether
manufacturing for export would be covered by theppsed restriction. Members also
noted that further details would be required onahernatives such as the substances
used in them and the associated occupational astéwiaks.

The rapporteurs explained that occupational haattilications for waste handling
were likely to be addressed in the next versiothefdraft opinion. In addition, the
waste handling aspects may be flagged as a cotwéne Commission.

A representative of the dossier submitter clarifiledt the proposed restriction does
not cover production of mercury measuring devicasd as a result possible
occupational exposure from remaining productiondrport is not addressed. The
reason was that export is covered by specific Conityidegislation banning the
export of metallic mercury and certain mercury coonpds from 15 March 2011, and
this ban may be extended in the future to incluedias containing mercury. It was
clarified that for each step of the life-cycle, theckground document will describe in
more detail the risks of alternatives.

A representative from CEFIC noted that the dossigaredominantly qualitative for
evident reasons since in this particular case dtaar that the risk of alternatives are
several orders of magnitude lower than mercury. e, this dossier should not be
a reference standard for future dossiers that nrightd a more quantitative approach
to provide a firm basis for risk assessment.

The rapporteurs set out the timetable for the agreent of the RAC opinion.
Members were invited to provide their commentsracated in section 8.1d of Part
Il of this document. On the basis of any early camia from the public consultation,
the dossier submitter would draw up an early RCQM background document in
mid January 2011. A second rapporteurs’ dialogae gcheduled for late January or
early February and a second version of the RACiopiwould be produced by mid
February.

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

® RAPEX is the EU rapid alert system for all dangeroconsumer products see:
http://ec.europa.eu/consumers/dyna/rapex/rapexivaschen.cfm
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8.2  Appointment of RAC (co-) rapporteurs for restriction dossiers

The Chair informed RAC that four volunteers had eoforward for both the
rapporteur and co-rapporteur positions for thendézl Annex XV dossier proposing
restrictions for the following phthalates: bis(2ndhexyl) phthalate, benzyl butyl
phthalate, dibutyl phthalate, diisobutyl phthalat@om document RAC/14/2010/70).
Further, the Chair presented his recommendationthadreasoning behind it and
asked RAC to appoint two of the volunteering RACnmbers as rapporteurs for this
dossier. Finally, RAC agreed to appoint the proposndidates as RAC rapporteurs
for this restriction dossier.

8.3  General restriction issues
8.3a Update on intended restriction dossiers

RAC was informed that there are no new intentiamssubmission of Annex XV
dossiers proposing restrictions in the Registrinténtions.

8.3b  Revision of the working procedure on conformit check

The Secretariat presented the revised draft RAC&SERorking procedure on
conformity check (document RAC/14/2010/59). It waarified that the revision is
done on the basis of the experience gained withfitee four restriction dossiers,
according to the agreement at RAC-11.

RAC agreed the proposed revised draft working ptoce with a minor change.

8.4. Joint RAC&SEAC session
8.4a Role and scope of conformity checks of resttion dossiers

The Secretariat gave a presentation on the rolesanple of the conformity check in
light of the experiences gained from the first foestriction dossiers. The Committees
were asked for their view on the revised templatebthe explanatory documents.

The separation of the recommendations from the toumss that cover the legal

requirements of the conformity check was furthescdssed. Members pointed out
that by separating the recommendations in a votymtart, valuable input for the rest
of the process would be lost. The recommendatibas were made in the past four
dossiers have in most cases turned out to be edseletments for the development of
the opinion. They were considered to be usefuldmmunication with the dossier

submitter on further development on the dossianatarly stage in the process.

The Secretariat responded that the conformity chreckits legal basis which limits
what can be considered for a decision on non confgrat that stage of the process; a
clear difference is needed between what is requaed what is considered as
desirable. Recommendations should be worked oarnallpl to the conformity check;
they are seen as a useful input for the work ofGbenmittees after the conformity
check.

RAC and SEAC agreed on testing the revised confgrnuheck template
(RAC/14/2010/61, SEAC/09/2010/30) and, the templmie recommendations on

13



desired information regarding Annex XV dossiers pmsing restriction
(RAC/14/2010/62, SEAC/09/2010/31) and the explaryatmte and guidance for the
conformity check of Annex XV dossiers proposingtreson (RAC/14/2010/60,
SEAC/09/2010/29) on the next restriction dossiat tnadjust the documents further
after this if needed.

8.4b Panel on the co-operation between RAC and SEACTrestriction dossiers
for DMFu and lead and its compounds

During the joint RAC and SEAC session, the Seciatarganised a panel discussion
on the issue on enhancing the opinion-making psod®s further improving the
collaboration between the two Committees, and miqadar the rapporteurs’ one on
the ongoing restriction dossiers. The aim was aétscollect members’ views on
current experiences, the way practicalities areamisged, the liaison with the
Secretariat, the usefulness of the communicatioist@as well as further needs and
suggestions for improvement.

The Secretariat gave an overview of the feedbaakhhd been collected previously
concerning the collaboration between SEAC and RAdpporteurs and the
collaboration between the two Committees in genebairing the discussion that
followed members considered this feedback and reade general recommendations
to improve the work in the Committees. It was steesthat a division of work and
clear communication benefited the collaborationweein rapporteur and co-
rapporteur. Differences in backgrounds were in mases thought to be an advantage
as they ensure wider coverage of issues.

The Secretariat indicated the importance of commerand discussing in the work of
the Committees, stressing the need for considetiegdeadlines dictated by the
REACH Regulation.

The Chair concluded that in general the collaborabetween the Committees seems
to work well. The Chair also emphasized the intecéother risk assessing bodies
into the work of ECHA’s Committees and the colledtan between both of them.

Finally, the Chair thanked all the participants foe interesting discussion and the
good suggestions provided.

9 Authorisation

9.1 Revised draft conformity check template

Following the discussion at RAC-13 and subsequerdmneents (see
RAC/14/2010/63), the Secretariat presented the gdmro the draft template for
conformity checks of authorisation applications (24/2010/64 rev1) which were
editorial in nature.

One member queried whether reference could be noadsk management measures
for alternatives in question 5b of the templatehe TSecretariat explained that the
wording of the question followed the wording of tRREACH Regulation and
therefore the template cannot be changed. Howéweiimportance of examining the
risk management measures associated with alteesatias recognised and alternative
ways of requesting clarification of this was cuthgrbeing examined. The Chair
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noted that the working procedure for developing agpinion (RAC/14/2010/65)
provides for such information to be requested fepplicants if necessary.

In the absence of any further comments, the defiptate was agreed with the
proviso that it may need to be modified in the tighexperience with applications for
authorisation.

9.2 Formulating a RAC opinion on authorisation appications

9.2a RAC working procedure for developing opinionsfor authorisation
applications

The Secretariat introduced the revised working gdoce (RAC/14/2010/65). Several
minor modifications had been introduced into thecpdure to take into account
discussions in SEAC and in the ECHA Secretariaparticular to provide the option
for RAC members to give early comments on the aightion application and to
provide further flexibility on the number and tinginof discussions in plenary
sessions.

One member pointed out that additional specialippsrt may be needed by RAC to
better assess the alternatives and therefore toegsocertain applications for
authorisation. The Secretariat and the Chair expththat the starting point for

further information on alternatives was the appitcand information that is provided

during the public consultation process. In additithe RAC stakeholder observers
such as ETUC may also play an important role ia thgpect and RAC can enlist the
support of invited experts and/or co-opted membergcessary.

The working procedure was agreed with the proviso it may need to be modified in
the light of experience with applications for autkation.

9.2b Format of an opinion and examples of conditian

The Secretariat presented the current state ofl¢hvelopment of the format of an
authorisation opinion (room document RAC/14/2010/71

It was explained that the role of the RAC & SEAGnipn was to provide advice to
the Commission to take the final decision in relatio applications for authorisation.
The RAC opinion would be developed in close coltation with that of SEAC and
the presenter set out the possible elements toxddeded in the RAC opinion for
seven scenarios covering both the adequate caotrt# (Article 60(2)) and the socio
economic analysis route (Article 60(4)). Key agpefor RAC in assessing the
applications were for threshold substances: detenguithe level ofappropriateness
and effectiveness of the proposed risk management measures; andofothreshold
substances, deciding whether the risk managemermsures identified by the
applicant aresufficient to mitigate against this/these risks or whetheditamhal
conditions should be suggested.

A discussion followed in which members focussedtm meaning of ‘sufficient’ in
the context of limiting the risk of a non-threshaddbstance. Several members
pointed out that the wordufficient implies making a judgement on what is an
acceptable risk and, in this context, there mayabdifficulty to decide whether
exposure scenarios for non-threshold substances ampropriate. Another member
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noted that, whilst the Commission takes the firedision, RAC members would still
need guidance on what constitutes an acceptable Asnumber of editorial
suggestions were also made by members to be tgky the Secretariat.

The Chair highlighted the need to distinguish betwv¢he scientific assessment by
RAC and the decision to be taken by the CommissRAC would need to
concentrate on verifying the effectiveness of tr@ppsed risk management measures
and the commensurate reduction in the risk entaigdauthorising the use of a
substance. The Secretariat also noted that RACalgasentitled to have a view on
whatever remaining risk was foreseen with an appba for authorisation and signal
this to the Commission.

The Chair thanked the presenter for their presemtatnd invited RAC members to
provide any further comments on the document asated in section 9.2b of Part Il
of this document.

10 Guidance issues
10a Feedback from guidance consultations

The Secretariat updated RAC about the reply to R&@ments received on two draft
guidance documents, the draft Guidance for interatesl and the draft Guidance for
exposure-based adaptation.

10b  Report on other guidance activities

The Secretariat updated RAC about the ongoing gomladevelopments with a
special emphasis on guidance documents that aneardlfor the work of RAC.

11 Any other business
1la PBT workshop

RAC was informed that a PBT meeting has recentlgnb@rganised by the
Umweltbundesamt (UBA) in Dessau, Germany. Severamier States were
represented at this forum to discuss the ongomystof PBT evaluations as a result
of test programs from the old existing substangellegion (ESR). Further discussion
points were the understanding of the PBT critemighie revised Annex XIII to the
REACH Regulation, as well as specific technical omfation such as the
interpretation of fish bio concentration data frdeeding studies. More detailed
information will be available in the report of therkshop that will be distributed by
the organiser of the meeting shortly.

11b ECHA expert database

The Secretariat informed RAC members that they prapose experts with relevant
background for the ECHA expert database.

12 Main conclusions and Action Points of RAC-14
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The Secretariat presented the main conclusionsaatidn points of the RAC-14
plenary meeting for final comments and agreemertheyCommittee. All suggestions
were reflected accordingly and RAC agreed to theudeent. The main conclusions
and action points are attached as Part Il of the=eting minutes.

000
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Part Il. Conclusions and action points

MAIN CONCLUSIONS & AC

10 December 2010

TION POINTS

(Adopted at the 14" meeting of RAC)

(7-10 December

2010)

Agenda point

Conclusions / decisions / minority opinions

Action requested after the

meeting (by whom/by when)

2. Adoption of the Agenda

The revised Agenda (RAC/A/14/2010_rev
was adopted.

Six members and one STO observer h
declared a potential conflict of interest

different substance-related discussions ur

one Agenda item.

SECR to upload

a part of the RAC-14 minutes.
ave

to
nder

the adopte
Agenda to the RAC CIRCA IG g

4. Adoption of RAC-13 Draft Minutes

The minutes of RAC-13 (RAC/M/13/2010 fin
draft_rev.1) was adopted with small changes

alSECR to upload to the RAC
. CIRCA IG and the ECHA websit
the adopted minutes

[¢)

7.CLH

7.1 CLH Dossiers

7.1a Hexabromocyclododecane (HBCDD)

RAC adopted by consenstise opinion and its

annexes on the CLH proposal for HBCD
RAC agreed to propose HBCDD to
classified as indicated in the table below.

5SECR to upload the adopte
Dopinion on HBCDD and it
pannexes to the RAC CIRCA IG,
forward them to COM and publig
them on the ECHA web site aft
the meeting

7.1b White spirit

RAC initially supported the rapporteur
proposal to classify stoddard solvent, wh
spirit type 0 and white spirit type 1

STOT RE 1 (neurological effects). RA
members requested additional justification
address the uncertainties in the opinion and

RAC members agreed with the view of
rapporteurs that opinion(s) on white spirit t

)

SSECR to request industry t
irovide further information.

as

(Rapporteurs to revise thedraft
tpinion documents (revised dra
BOpinion and its annexes (BD a
RCOM)) for stoddard solvent,
hehite spirit type 0 and white
peEpirit type 1 and to provide the
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2 and type 3 dossiers should be considemper justification by 14 Januafy
separately and need further elaboration. 2011.
Rapporteurs to revise thedraft
opinion(s) documents (revised
draft opinion and its annexes (BD
and RCOM)) forwhite spirit type
2 and/or for white spirit type 3
and to provide the proper
justification before RAC-15.
SECR to distribute the revised
draft opinion(s) documents to
RAC when available for further
discussion and possible adoption at
RAC-15.
7.1c Metazachlor
Classification for fertility was discussed and Rapporteurs to revise the drafft
was agreed that classification is not justified.| opinion documents before RAC-
RAC provisionally agreed on the classificatioh5.
as presented in the table below.
The classification proposal for carcinogenigitgeCR to distribute the revised
(Carc. 2) and skin sensitisation according to|tdeaft opinion documents to RAC
second ATP will be discussed at RAC-15. when available
7.1d Flufenoxuron
RAC discussed the CLH proposal for heal®ECR to inform the dossier
hazards based on the revised draft opinion. | submitter of the rapporteurs’
request for the full study reports
RAC agreed to continue the discussion on |tfae developmental toxicity after the
classification for meeting.
- Lact. H362
- Repr. 2 H361d Rapporteurs to review the draff
- STOT RE2 (Red blood cells), H373 opinion documents before RAC-
15.
SECR to distribute the revised
draft opinion documents to RAC
when available
7.1e PHMB
RAC provisionally agreed on the classificatiocBECR to check information
as presented in the table below. provided during publig
consultation and ask the dossjer
The classification proposal for carcinogenigityubmitter for further available
and potency on skin sensitisation according itdormation on carcinogenicity
the second ATP will be discussed at RAC-15| studies and if not available, to
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industry.

Rapporteurs to revise according|y
the draft opinion and its annexes
regarding carcinogenicity

7.1f Chloroform

RAC discussed the revised draft opinion. Rapporteur to revise the draft
opinion documents by 15
RAC agreed to continue the discussion on |tRebruary.
classification for
- Muta. 2, H341 SECR to distribute the revised
draft opinion documents to RAC
when available.

7.1g 4-tert-butylbenzoic acid

RAC was presented the key elements of the fildembers to provide their
draft opinion for this substance. comments on the draft opinion by
7 January 2011 via the respectjve
RAC CIRCA IG newsgroup.

Rapporteurs to consider the
comments received and if needed
to modify the draft opinion
documents by 15 February.

SECR to distribute the revise
draft opinion documents to RAC
when submitted.

o

7.2 Appointment of (co-) rapporteurs for CLH dossers

RAC agreed to appoint the volunteers as (¢&ECR to upload in RAC CIRCA
rapporteurs for the intended or submitted CLI& the updated document (o
proposals (listed in room documeneflect RAC appointments far
RAC/14/2010/67_rev1). CLH proposals after the meeting.

Members are requested to come
forward for the vacant positions

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

7.3 General CLH issues

d. Discussion of the application of the CLRlembersto post their comments

criteria for reproductive toxicity on the ©provided RAC-14
presentations on these issues and
e. Discussion of the application of the ClLPn  the ~ room  document

criteria for germ cell mutagenicity _5('?\1(;/14/2010/69 by 1 February
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8. Restrictions

8.1 Restriction Annex XV dossiers

8.1.a DMFu

RAC agreed on the approach to be followeq
the RAC opinion with regard to the wording
the proposed restriction for DMFu and reques
the rapporteurs to follow it when preparing f{
3 draft opinion.

| Rapporteurs to prepare the "3
afraft opinion documents @
stBdMFu by 10 December 2010
he

SECR to submit the 8 version
of RAC draft opinion on DMFU
to Forum as soon as provided

SECR to upload the "8 version
of RAC draft opinion document
to the RAC CIRCA IG after th
meeting.

8.1.b Lead and its compounds in jewellery

RAC agreed on the approach to be folloy
when developing the RAC opinion on th
restriction proposal for lead and its compou
and requested the rapporteurs to follow it w
preparing the 3 draft opinion.

i&hpporteurs to prepare the "3
lidraft opinion documents on leg
ndsd its compounds fq
henobmission to Forum by 1
December 2010

SECR to submit the % version
of RAC draft opinion on lead an
its compounds to Forum as so
as provided

SECR to upload the "8 version
of RAC draft opinion document
to the RAC CIRCA IG as soon ¢
available and open a CIRC
newsgroup for members
comments

Members to submit their furthe
comments on theBdraft opinion

by 24 December 2010

8.1. ¢ Phenylmercury compounds

D

ad

O =

RAC had the first plenary discussion on the draftembers to post their views o
opinion for the Annex XV dossier proposintghe ' draft opinion and respon

restrictions for phenylmercury compounds.

to the five questions raised by t
(co-) rapporteurs in the
presentation at RAC-14 via th

RAC CIRCA IG Newsgroup by
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22 December 2010.
Rapporteurs to consider the
comments provided during the
written consultation and at RAC-
14 when revising their *1 draft
opinion by mid Feb 2011.

8.1.d Mercury in measuring devices

RAC had the first plenary discussion on the draftembers to post their views on

opinion for the Annex XV dossier proposinghe T' draft opinion and respond

restrictions for mercury in measuring devices.| to the questions raised by the (co-
) rapporteurs in their presentation
at RAC-14 via the RAC CIRCA
IG Newsgroup by 22 December
2010.
Rapporteurs to consider the
comments provided during the
written consultation and at RAC-
14 when revising their *1 draft
opinion mid Feb 2011.

8.2  Appointment of RAC (co-) rapporteurs for restriction dossiers

RAC agreed to appoint two of their members 8&CR to upload in RAC CIRCA

rapporteurs for the intended Annex XVG the updated status document

dossier(s) proposing restriction(s) for the foto reflect RAC appointments for

phthalates. this restriction proposal after the
meeting.

8.3 General restriction issues

b Revision of the working procedure on conformity beck

RAC agreed with the revised WP (do8ECR to upload the preliminary

RAC/14/2010/59) subject to a minor change. | agreed procedure and revised
templates to RAC after the

RAC agreed to test the revised templates for tineeting.

conformity check (documents RAC/14/2010/60,

RAC/14/2010/60 and RAC/14/2010/60) with the

next intended Annex XV dossier proposing

restriction.

9 Authorisation

9.1 RAC conformity check of authorisation applicéions

Revised draft conformity check template SECR to upload the final version

RAC agreed the revised template (documenft the template to the RAC

RAC/14/2010/64 _rev.1). CIRCA 1G Newsgroup after the
meeting.
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9.2 Formulation of RAC opinions for authorisationapplications

=}

J7

a. RAC working procedure for developing| SECR to upload the final versio
opinions for authorisation applications of the WP to the RAC CIRCA IC
RAC agreed the working procedure (documeNewsgroup after the meeting.
RAC/14/2010/65).

b. Format of an opinion Members invited to post their
views on the document via th
respective RAC CIRCA
Newsgroup by 20 January 2011

GENERAL

RAC agreed to invite three of the members with

soon expiring 3-year membership to continue

their rapporteurships on the ongoing dossjers

until the adoption of the RAC opinions on these

proposals, according to document agreed at

RAC-12.

- SECR to upload all
presentations, room documer
and the RAC-14 Main
conclusions and action points (i
this doc) to RAC CIRCA IG
without delay after the meeting.

Table 1. List of adopted classification by RAC
Proposed CLH for HBCDD in adopted RAC Opinion
CLP Regulation Hazard | DSD
statements
Classification Repr. 2 H361 Repr. Cat 3; R63-R64
Lact.
H362
SCL None None
M-factor None None
Labelling GHSO08 Xn
Wng R: 63-64
H361 S: 36/37-53
H362

Notes None None
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Table 2. List of provisional classification by RAC

(Agreement reached for the following endpoints)

1

Metazachlor CLP Regulation| Hazard DSD
statements
Classification
Aquatic Acute 1 | H400 N; R50/53
Aquatic Chronic H410
1
SCL N; R50/53: G 0.25 %
N; R51/53: 0.025 %< C <
0.25%
R52/53: 0.0025 %< C <
0.025 %
M-factor Aquatic Acute; Not relevant
M=100
Aquatic Chronic;
M=100
PHMB CLP Regulation | Hazard DSD
statements
Classification
Acute Tox. 1 H330 T+; R26
STOT RE 1 H372 T; R48/23
(respiratory
tract)
(inhalation)
Acute Tox. 4 H302 Xn; R22
Eye Damage 1 H318 Xi; R41
Skin Sens. 1 H317 Xi; R43
Aquatic Acute 1 | H400
Aquatic Chronic H410 N; R50/53

M= 10
Aquatic Chronic;

M =10

SCL N; R50/53: G 2.5%
N, R51/53: 0.25%< C <
2.5%
R52/53: 0.025% C< 0.25%
M-factor Aquatic Acute; Not relevant
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BRECHA

European Chemicals Agency
07 December 2010
RAC/A/14/2010

Final Agenda

14" meeting of the Committee for Risk Assessment

07 — 10 December 2010

Helsinki, Finland

07 December: starts at 9:00
10 December: ends at 13:00

| Iltem 1 — Welcome & Apologies |

| Item 2 — Adoption of the Agenda |

RAC/A/14/2010
For adoption
‘ Item 3 — Declarations of conflicts of interest totie Agenda ‘

| Item 4 — Adoption of the draft minutes of RAC-13 |

* Adoption of the draft minutes
RAC/M/13/2010 final draft
For adoption

Item 5 — Administrative issues and information itens
a. Status report on the RAC - 13 action points
b. Outcome of written procedures
c. Report from other ECHA bodies and activities

RAC/14/2010/58

For information
d. Annual satisfaction survey

For information
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Iltem 6 —Renewal of RAC Membership

» State of play on the renewal of RAC Memberships
RAC/14/2010/66
ROOM DOCUMENT
For information

Item 7 — CLH

7.1 CLH Dossiers
a. HBCDD

For 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. PHMB

For discussion and possible adoption
f. Chloroform

For discussion and possible adoption

g. 4-tert-butylbenzoic acid
For first discussion

7.2 Appointment of RAC (co-) rapporteurs for CLH dossiers
. Appointment of RAC (co-) rapporteurs for CLH dossie
RAC/14/2010/67
ROOM DOCUMENT

For agreement
7.3 General CLH issues

a. State of play of the submitted CLH dossiers
RAC/14/2010/68
ROOM DOCUMENT
For information

b. Analysis of adopted CLH opinions and preparatiothefworkshop for
presenting the guidance document on the preparati®iH dossiers

For information
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Preparation of the workshop on the classification dabelling of
active substances in PPP scheduled for April 2011

For information

Discussion of the application of the CLP criteriar freproductive
toxicity

RAC/14/2010/69

ROOM DOCUMENT

For discussion

Discussion of the application of the CLP criteriar fgerm cell
mutagenicity
For discussion

Item 8 — Restrictions

8.1

Restriction Annex XV dossiers

a.

o

DMFu — second draft opinion

For discussion
Lead and its compounds— second draft opinion

For discussion
Phenylmercury compounds — first draft opinion

For discussion
Mercury in measuring devices — first draft opm

For discussion

8.2  Appointment of RAC (co-) rapporteurs for restriction dossiers

8.3

8.4

RAC/14/2010/70
ROOM DOCUMENT
For agreement

General restriction issues

a.

b.

Update on intended restriction dossiers
For information
Revision of the working procedure on conformity che
RAC/14/2010/59
RAC/14/2010/60
RAC/14/2010/61
RAC/14/2010/62
For discussion

Joint RAC&SEAC session

a.

Role and scope of conformity checks of restrictiossiers
For discussion
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b. Panel discussion on co-operation between RAC aWdCSErestriction
dossiers for DMFu and lead and its compounds

For discussion

Item 9 — Authorisation

9.1 Conformity check
. Revised draft conformity check template
RAC/14/2010/63
For information
RAC/14/2010/64_revl
For agreement

9.2 Formulation of RAC opinions for authorisationapplications

a. RAC working procedure for developing opinions fokteorisation
applications

RAC/14/2010/65
For agreement
b. Format of an opinion
RAC/14/2010/71
ROOM DOCUMENT
For discussion

Item 10 — Guidance issues

a. Feedback from guidance consultations
b. Report on other guidance activities
For information

Item 11 — Any other business

a. Inclusion of experts nominated by RAC membets ithe ECHA
expert database.

b. Feedback from the PBT workshop
For information

Item 12 — Main conclusions and Action Points of RA€14

. Table with main conclusions and action points fie&C- 14

For adoption
o0o
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ANNEX II

Documents submitted to the members of the Committefer Risk Assessment
for the RAC-14 meeting.

RAC/A/14/2010 Final Draft Agenda

RAC/M/13/2010 Draft Final Minutes of RAC-13

RAC/14/2010/58 Administrative issues and informatitems
RAC/14/2010/59 WP on conformity check of restrintaossiers
RAC/14/2010/60 Explanatory note and guidance

RAC/14/2010/61 Template of conformity check of nesibn dossiers
RAC/14/2010/62 Template on recommendations toic#isins dossiers
RAC/14/2010/63 RCOM template for conformity checkierisations

RAC/14/2010/64_revl

Revised template for conforrohigck authorisations

RAC WP for developing opinions for authorisati

RAC/14/2010/65 applications
RAC/14/2010/66
room doc Update on the renewal of RAC membership

RAC/14/2010/67_revl

room doc Appointment of CLH rapporteurs intentions
RAC/14/2010/68

room doc State of play of the submitted CLH dossier
RAC/14/2010/69 Discussion paper on the application of the CLRedatfor
room doc reproductive toxicity

RAC/14/2010/70

room doc Appointment of restriction rapporteurgiritons
RAC/14/2010/71

room doc Format of an opinion on authorisation &pgtibn
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