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Part | Summary Record of the Proceedings

1 Welcome and apologies

Dr Jose Tarazona, Chair of the Committee for Rislksessment, ECHA, welcomed
participants to the meeting and informed them fhldwing the resignation of one
RAC member Mariana-Elena Zglobiu, Maria Olteanu haen appointed as a new
RAC member nominated by Romania. On behalf of R&@, Chair welcomed the
newly appointed member. The Chair also noted thdgarVPaulovic is no longer a
member of RAC after the decision of the ECHA Mamaget Board (MB) to revoke
his appointment. Moreover, a new nomination for RA®mbership of Christine
Bjgrge, currently acting as an adviser of Marianae der Hagen, has been submitted
by Norway.

Ten advisers, one invited expert and nine stakenakebresentatives (from Business
Europe, CEFIC, ECEAE, ECETOC, EEB, ECPA, ETUC andometaux), five
observers accompanying stakeholder observers, thepeesentatives from the
Commission, two representatives of Member State fg&bemt Authorities (MSCA)
were welcomed.

For this meeting some participants took part, far tirst time, in substance related
discussions as remote participants via the WEBEXeotion. The list of attendees is
attached to these minutes.

Apologies were received from four RAC members ané @egular observer (OECD).
The list of attendees is given in Part Il of thesi@autes.

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 Agenda was adopted as proposed by the Seatef#ne 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 advisershehé#étere were any conflicts of
interest to be declared specific to the meetingheNmembers and one adviser
declared potential conflicts of interest to difiersubstance-related discussions in the
agenda.

4 Adoption of RAC-11 Draft Minutes
The Chair introduced the revised minutes, incorflmgathe comments received from
members.

RAC adopted the revised minutes without changes. Sécretariat was to make the
final version available through the RAC CIRCA IGdapublish it on the ECHA
website.



5 Administrative issues and information items

Administrative issues and information items (a-cerev covered by the room
document RAC/12/2010/45. Members were informed tthey have the possibility to
provide comments under the relevant agenda iteander any other business at the
end of the meeting.

6 MSCA support to RAC and Renewal of RAC Memberstp
6a Update of the letters sent to MSCA and on the pparations for renewal of
RAC membership

The Secretariat informed participants about pedgseth letters in support of RAC

members that were sent to MSCA by the Executivedar during this summer. The
letters describe the RAC members increasing wodkbnrad the support they require.
It calls upon MSCA to increase, wherever possitile, support to members and to
nominate two candidates for RAC in the future. TH8CA were asked to contact
their respective MB members, as they are to reporthe topic at their next meeting
in September. MSCA are informed in the letters alloe mandate ending of most of
the RAC members at the end of this year and thasexpuently they will be asked to
nominate candidates for the next three years.

The Management Board will appoint members fromligteof nominees for RAC at
the MB meeting in December 2010.

6b Role of (co-)rapporteurs if their RAC Membershipis not renewed

RAC agreed to the proposal of the Secretariat efrtthe of (co-)rapporteurs if their
membership is not renewed at the end of their tfroffice and the general approach
to be followed. The proposal is outlined in the tmepdocument (RAC/12/2010/37).

7 CLH Dossiers

7.1a  Tris[2-chloro-1-chloromethyl)ethyl] phosphate(TDCP)(CAS No. 13674-
87-8; EC No. 237-159-2)

The Chair informed RAC about adoption of opinion ®®@CP by consensus by
written procedure and thanked the members for godind adoption of this opinion
and the (co-)rapporteurs for their work.

7.1b Hexabromocyclododecane (HBCDD) (CAS No. 2563B-4 and 3194-55-6)

The Chair provided RAC with a brief procedural owew of this substance
reminding the members that the classification ofGIE® was preliminary agreed at
RAC-11; a second written consultation for membersmmenting was further
organised; the revised draft opinion was launclwechtioption by written procedure.
According to the Rules of Procedure, the writteocpdure for adoption of this
substance’s opinion was terminated with a RAC Chalecision in agreement with
the rapporteurs for HBCDD, due to major objectienacerning the justification for
the proposed classification for fertility, submittby a RAC member. Therefore, the
members would now be given an opportunity for fertdiscussion and clarification



on the opinion documents. The classification praffor developmental toxicity and
lactation were considered agreed.

Furthermore, the Chair also mentioned that, ingustad submitted additional
comments for HBCDD received during the written maare period (i.e. outside the
public consultation). The comments were forwardedhe rapporteurs, according to
the agreed working practices, and in agreement thiéhrapporteurs were uploaded to
the confidential section of the RAC CIRCA IG for mieers’ information.

The CEFIC expert clarified that the late industiymenents contain e.g. a new
statistical evaluation of data presented in thepsal.

In this regard, the Chair informed RAC that at dufa plenary meeting, the

Secretariat will present a proposal for membersisaderation on a general approach
for handling late information submitted by industajter the public consultation

period.

Further, the rapporteur for HBCDD pointed out ttie line of argumentation for the
proposed classification for fertility will be recsidered taking into account the
comments made by the RAC member and provided atrtigeting. A new draft
argumentation will be prepared and presented at-2A3dn addition, in accordance
with the RAC procedures, the rapporteur requeseeral RAC members with
reprotoxicity expertise to support the rapporteimrshe preparation of the revised
argumentation in the draft opinion documents.

The member who expressed his major objectionsfieldrthat the classification for
fertility endpoint should remain as agreed at RAC-fhowever, the arguments for
such classification should be further straighteried supporting adequately the
opinion.

Furthermore, several members expressed their viemibe need to generally discuss
the issue of limit dose, as in this case, a vegh liose had been used. One member
noted however, that the substance had been adenagtsas a powder in the diet in the
Ema-study, thus making the actual dose lower tliah had been dissolved in a
vehicle as in the van der Ven-study. The member atded that the effects on the
primordial follicles as shown in figure 3 in the Bratudy were significant in the two
highest dose groups and relevant for assessinlityerccording to one member the
data on ovarian toxicity did not match the fewilit They gave further
recommendations to the rapporteurs on the proprrsfof the argumentation in the
opinion document for fertility.

Acknowledging the need for re-consideration of @dpenion argumentation and the
rapporteurs’ request, RAC took a decision to eshaldn Ad Hoc WG for HBCDD
rapporteurs’ support according to Article 17 (5RAC Rules of procedure.

In conclusion, the Chair summed up that the disonsand the possible adoption of
the CLH opinion for HBCDD will be postponed to RAS- and encouraged the
members to provide their comments in support ofrdpporteurs via the respective
RAC CIRCA newsgroup.

7.1c Fuberidazole (CAS No. 3878-19-1; EC No. 22340)
The Chair invited the RAC rapporteur to present skeond revision of the draft
opinion.

The rapporteur presented their arguments and equlahe options for classification
for repeated dose toxicity, developmental toxicagd carcinogenicity as main
elements for discussion.



The rapporteur’s proposal to classify fuberidaZoterepeated dose toxicity as STOT
RE 2 (heart) was discussed and supported by thebersm

The rapporteur’'s view on the validity of the 2-gexi®n rat study for classification
was discussed. The rapporteur’s proposal not tesifiafor developmental toxicity
was supported by the members.

RAC members agreed by consensus with the view efralpporteur to support the
classification, as follows: Acute Tox. 4 - H302,iBl8ens. 1 - H317; STOT RE 2
(heart) - H373, Aquatic Acute 1 - H400, Aquatic @mc 1 - H410 with M-factor 1

(under CLP Regulation) and Xn; R22, Xi; R43, Xn;8R22, N; R50/53 (under Dir
67/548/EEC). RAC also agreed by consensus not dssify the substance for
developmental toxicity.

Moving to carcinogenicity, the rapporteur presendéedoverview of the data from
Wistar rats and Mice NMRI tests and requested meshlocemments. The members
expressed views either for or against the claggi€in for carcinogenicity. Concern on
tumour incidences only at high doses and its releydor potential dosing and effect
in humans was brought up in the discussion. Orother hand, some members stated
that there was enough evidence to classify Fubssldafor Category 2 carcinogen
(suspected human carcinogen).

The Chair thanked the rapporteur and participaatsttieir comments. The Chair
requested all members to provide their view onpttevided information and whether
it supports classification of fuberidazole for Cat.carcinogen. He suggested that
members may consider consulting specialised experMember States if needed.
Members were invited to express their views oninagenicity after the meeting (by
30 September) and passed the discussion to the BAGeeting.

7.1d White Spirit dossiers

The Chair invited the representative from the Darf®@mpetent Authority (MSCA)
as dossier submitter to introduce the rationalthefCLH proposal for white spirib
RAC. The experts from the Danish Competent Autigsiovided an insight into the
background to this proposal, focusing on the petspee of epidemiological research
in occupational health (painters) and animal stdighe classification proposed by
the dossier submitter was: STOT RE 1 - H372 (Cldgkation) and Xn; R 48/20
(Directive 67/548/EEC).

The rapporteurs introduced to the Committee thet fitraft opinion, the key
comments received during the RAC consultation agpaonses to these comments.
The rapporteurs supported the classification pregdxy the dossier submitter.

RAC members agreed with the view of the rapportéhas the dossiers need further
elaboration with regard to identity/compositiontbe solvent concerned as well as
dose-response relationship and possible mode iohact

The dossier submitter explained that adverse negicd! effects had been observed
in painters from studies spanning the 1960- 19 Hswever, an industry stakeholder
representative noted that since this time, thetelde®en a change in the composition
of solvents that were marketed — from those withigher aromatic content, to those
with a lower, more aliphatic one, for example t@ehite spirit.



The stakeholder representative also proposed hieatniprovement of the types of
solvent used since the time the clinical studiesewgerformed, may explain the
reduction of unfavourable effects in published &sd

Several members agreed that the CAS number foevelpitit has a broad range and
should be more closely examined. They invited dtakeholder representative to
provide further information about trends in whitgird composition and respective
sales volume for the period 1960-2010. CONCAMfEormed that they will provide
information on the white spirit products (e.g. tireuping) which were on the market
at the time when the references used in the CLHrtepere done.

Nevertheless, the dossier submitter noted that {P&® SCOEE had already

favoured grouping the white spirit substances togetin addition, the occupational
health expert indicated that awareness among warkather than improved solvent
composition, might explain the current positiventt@bserved in occupational health.

RAC members agreed with the view of the rapportedrthe difficulties to identify
differences in toxic responses between the varigpes of white spirit and that
further information on the dose-response relatignébr the various types of white
spirit would be very useful.

The Chair invited stakeholders and the dossier #tdmto assist the rapporteurs by
providing any further available information on tbemposition of solvents marketed
in the period 1960-2010 and on the link betweeratthproperties and types of white
spirit to supplement information provided during hublic consultation.

The Chair invited RAC members to provide any furtt@mments on the rapporteurs’
draft opinion by 30 September 2010 in the RAC CIRIGAnewsgroup that had been
established. The Chair also invited the rapportémrgrovide a revised opinion and
annexes for discussion at RAC-14.

7.1e  Acequinocyl (CAS No. 57960-19-7; EC No. 61159)

A representative of the Dutch Competent Authorityrdduced the CLH proposal
which was as follows: Skin Sens. 1 - H317 (CLP Ratypn) and R43 (Directive
67/548/EEC), STOT SE 1 - H370 (lung) and Xi; R37r¢btive 67/548/EEC), STOT
RE 2 - H373 (blood system) (CLP Regulation); Aquiadicute 1 - H400 and N;
R50/53 (Directive 67/548/EEC); M-factor = 1000 (CHegulation)). Further to the
original proposal the dossier submitter supportolporteurs’ suggestion and one
RAC member's comment for adding Aquatic Chronic H410) to the original
classification proposal because the substance tabeoconsidered as readily
biodegradable, as one of the major metabolitedilisvery toxic to invertebrates
(EC50 < 1 mg/L), corresponding to classificationlld4CLP Regulation)). Further to
the original proposal the dossier submitter alsppsuted several RAC members’
comments for combining STOT SE 1- H370 (lung) WRB9/23 instead of with Xi;
R37, considering the nature of the effect, its sgvand possible irreversibility.
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The dossier submitter also explained that the mé&iion provided in the current
proposal is sufficient for assessing the reprodactoxicity. The data from the two
generation and a teratogenicity rat study, as aelirom the teratogenicity study in
rabbit do not support the classification for fetil nor for developmental toxicity.
Regarding the discussion on developmental toxftyarfarin and other coumarines
and the possibility to read-across to acequinadity, Dutch representative clarified
that depending on the outcome of that discussiansew dossier may possibly be
submitted at a later stage (by the Netherlandsgrother interested Member States)
but not within the group of coumarines to be diseasby RAC.

The (co-)rapporteurs for acequinocyl introduce®ALC the first draft opinion and the
draft BD. They proposed to add the classificatibrAquatic Chronic 1, as already
supported by the dossier submitter.

RAC agreed with the view of the (co-)rapporteurslessify this substance as follows
to: Skin Sens. 1 - H317 (CLP Regulation) and Xi3RBir 67/548/EEC); STOT SE 1
— H370 (lung) (CLP Regulation); STOT RE 2 — H373 (blood syster@) R
Regulation) and no classification proposed for tleisdpoint under Directive
67/548/EEC; Aquatic Acute 1 — H400 with M-factor 100 (CLP Regulation) and
N; R50/53 (Directive 67/548/EEC) with specific cemtration limits N; R50/53, Ch
0.025%, N; R51/53, Cix 0.0025% and R52/53, C» 0.00025%. RAC agreed to
support the rapporteurs’ proposal for additionasslification of this substance for
Aquatic Chronic 1 — H410 (CLP Regulation).

RAC further agreed that the submitted data do mpipsrt the classification for
reproductive toxicity.

RAC members suggested to the rapporteurs to furteesider the proposed
classification R39/23 instead of Xi; R37 (Directié?/548/EEC) considering the
nature of the effect, its severity and reversipiliand as already supported by the
dossier submitter.

The Chair invited the rapporteurs to provide theised opinion documents to the
Secretariat, clarifying that an editorial consudtat would be launched after the
meeting. Depending on the comments, the draft opimay be proposed for adoption
by written procedure before the next RAC plenargting.

7.1f  Tris(nonylphenyl)phosphite (TNPP) (CAS No. 2653-78-4; EC No. 247-
759-6)

The representative of the dossier submitter froemFrench Competent Authorities,
who participated in the RAC meeting as a remotégypant, introduced to RAC their
CLH proposal as follows: Skin Sens. 1 — H317 (CLBgiation) and Xi; R43
(Directive 67/548/EEC), Aquatic Chronic 4 — H413daR53 (Directive 67/548/
EEC)).

It was clarified also that on the basis of the canta received during the public
consultation, the dossier submitter decided to figottieir original environmental
proposal, as follows: Aquatic Acute 1 — H400, Adgu&hronic 1 — H410, M-factor:
100 (CLP Regulation) and N; R50/53, with SCLs (biiree 67/548/EEC).

Further, the Chair invited the RAC (co-)rapportetosntroduce to RAC their first
draft opinion, the draft BD and the provisionalpesses to the members’ comments.



The dossier submitter also indicated that otherdmimealth hazard classes had not
been proposed, as the Technical Committee on @tadsgin and Labelling under the
previous legislation had already concluded on theaemd no new data had been
submitted since then.

The rapporteur presented the draft opinion andagxedl that the reprotoxicity data
have been provided by the dossier submitter onlysagporting background

information for potential discussions of nonylphe@P) as impurity and that he
intends to indicate this very clearly in the BD aR€OM documents. The Chair
confirmed that the rapporteur may revise the inftion in the opinion documents as
appropriate. The rapporteur pointed out that TNRY mmave impurities of 1-5 % of
NP depending on its technical grade. As NP is tladas Repr. 2 - H361fd, Acute
Tox. 4 - H302, Skin Corr. 1B- H314, Aquatic Acute Aquatic Chronic 1, the

manufacturers and importers should consider theuiitigs in their TNPP self-

classification.

In addition, NP is formed by TNPP hydrolysis. Thaltolysis rate and relevance are
key factors for classifying the substance TNPP. fauthe low solubility of TNPP in
water, measurements are close to the detection &mil therefore study reports
require careful consideration, e.g. regarding digtusolubilised TNPP, or NP as
relevant transformation produedrsus impurity.

The adviser to the co-rapporteur presented thenalt for providing an M-factor of 1
based on the estimated hydrolysis of TNPP into $&¥eral RAC members expressed
different views regarding the selection of the Mtéa.

RAC agreed with the view of the rapporteurs to supfhe proposed classification
for this substance, as follows: Skin Sens. 1- HBLEP Regulation) and Xi; R43
(Directive 67/548/EEC), as well as Aquatic Acute—1H400 (CLP Regulation),
Aquatic Chronic 1 — H410 (CLP Regulation) and NOPRE (Directive 67/548/EEC).

Furthermore RAC invited the rapporteurs to furthensider the proposed M-factor
for aquatic hazard classification in consultationthwmembers with environmental
expertise and to prepare a common proposal torteefuconsidered by RAC.

The Chair invited the rapporteurs to provide theised opinion documents to the
Secretariat that will be followed by an editoriahsultation with RAC. Depending on
the members’ comments, the draft opinion may b@gsed for adoption by written
procedure before the next RAC plenary meeting.

7.1g Bifenthrin (CAS No. 82657-04-3; EC No. n. a.)

A representative of the dossier submitter from Erench Competent Authorities
(CA) presented to RAC this CLH proposal for bifemhThe proposal was: Carc.Cat.
2 — H351 (CLP Regulation); Carc.Cat.3; R40 (Direet67/548/EEC); STOT RE 1 —
H372 (nervous system) (CLP Regulation); Xn; R48(ZHrective 67/548/EEC);
Acute Tox. 3 — H331 (CLP Regulation) and T; R23r@dtive 67/548/EEC); Acute
Tox. 2 — H300 (CLP Regulation) and T; R25 (Direet&7/548/EEC); Skin Sens. 1 -
H317 (CLP Regulation) and Xi; R43 (Directive 67/8BC); Aquatic Acute 1 —
H400 (M-factor = 10 000); Aquatic Chronic 1 — H4{OLP Regulation) and N;
R50/53 (Directive 67/548/EEC). It was mentionedt thdenthrin is used as wood
preservative, insecticide and plant protection pobdCurrently this substance has no
harmonised classification and labelling at EU level



The (co-) rapporteurs introduced to the Committeefirst draft opinion and the key
comments received during the RAC consultation asponses to these comments.
They explained their preliminary conclusions conaay the proposed harmonised
classification and supported the proposal fromdb&sier submitter for the following
hazard classes: Acute Tox. 3 — H331 (under CLP R&gn) and R23 (under Dir
67/548/EEC); Acute Tox. 2 — H300 (under CLP Regaigtand T; R25 (under Dir
67/548/EEC); Skin Sens. 1 — H317 (under CLP Remulpiand Xi; R43 (under Dir
67/548/EEC); Aquatic Acute 1 — H400; Aquatic Chordi — H410 (under CLP
Regulation) and N; R50/53 (under Dir 67/548/EEChvgpecific concentration limits
N; R50/53, Cn> 0.0025%, N; R51/53, 0.00025% Cn < 0.0025% and R52/53,
0.000025%< Cn < 0.00025%. After discussion, RAC members afjiBeconsensus
with the view of the rapporteurs to support the ppsed classification for this
substance.

RAC further agreed on setting M-factor = 10 000d@mCLP Regulation) for the
classification of Bifenthrin as hazardous to theait environment. RAC also agreed
on recommending a second M-factor of 100 000 basdtie aquatic chronic data, as
with the implementation of thé%¥evised edition of the GHS Purple book via tA& 2
ATP to the CLP Regulation it will be possible taide M-factors from ‘true’ chronic
toxicity values. Since the"2ATP is still under discussion RAC agreed after som
clarifications from the Commission observers tha second M-factor based on
chronic toxicity data will not be listed in the tabproposing the harmonised
classification, but included as a recommendation tle opinion document.
Furthermore, RAC agreed to follow the same apprdachbther substances whenever
appropriate.

Concerning the French proposal for STOT RE 1 - HERRC discussed if the chronic
effects (tremor) seen in the studies might refldetayed acute toxicity of the
substance and that the acute toxicity classificati@s sufficiently informative to
indicate the hazardous properties of bifenthrirvde@ing a more systematic approach
by adding STOT RE 1 - H372 as a further warninghaigt was agreed to also
support this proposal.

As proposed by the rapporteur, RAC agreed thatdikeussion on the proposed
carcinogenicity hazard class will take place whemthier information is made
available to the rapporteurs, possibly by RAC-18e TSecretariat will provide the
rapporteurs and dossier submitter with further detacarcinogenicity (as referenced
in the comments of the public consultation) whesereed from industry.

The Chair invited the (co-)rapporteurs to provideedised version of the opinion in
due course for further consultation with members.

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

Room documents RAC/12/2010/46 and RAC/12/2010/4Tewstroduced by the
Chair who explained that ten new intentions forrsigsion of CLH dossiers for
active substances in plant protection productshwsh received. Before the meeting,
six members had volunteered to act as (co-)rapparfer five intentions and 2 recent
submissions. RAC agreed to appoint as (co-) rappwstthe members who had
volunteered for (co-) rapporteurship before or migiiRAC-12.



Furthermore, RAC members were invited to come fodwiar the other 16 vacant
positions. The revised status document was to beaded to the RAC CIRCA IG
after the meeting to reflect the changes.

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

RAC was informed that an update of the state of pfathe submitted CLH dossiers
is provided in room document RAC/12/2010/48. Mershegere invited to contact the
Secretariat if they need further clarification.

7.3b Report from the discussions at the ad hoc meeg held after RAC-11 on
criteria for assessing the reliability and relevane of the studies which support
the RAC opinions

One member reported on the discussions at the Adniéeting held after RAC-11 on
the criteria for assessing the reliability and valece of the studies which support the
RAC opinions and on how to deal with situations vehteirther information is needed
to assess a dossier. RAC was informed that a repgmtovided for information in
room document RAC/12/2010/49. Members were invitedontact the Secretariat if
they need further clarification.

7.3c  ECHA-EFSA co-operation on the classification rad labelling of active
substances in Plant Protection Products

The Chair informed RAC that ECHA and EFSA are coapeg in order to facilitate
the identification and classification of pesticides carcinogens, mutagens or
reproductive toxicants (CMRs) as required in thes iegulation on Plant Protection
Products. The German CA has volunteered to organgerkshop in spring 2011 for
facilitating the discussion. RAC members will béormed on the process, invited to
participate in the workshop, and consulted on dfiew up.

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

The dossier submitter representative from the Hre@ompetent Authorities, who
participated in the RAC meeting as a remote pgditi, presented the background
information and the key elements for their Annex d&5sier proposing restriction for
DMFu, as well as the main updates on the Annex >ort following the
rapporteurs’ recommendations and the initial comm&om the public consultation.

The RAC rapporteurs introduced to RAC members thedtements of their first draft
opinion on this restriction proposal and asked R&C members’ views on some
other points for clarification.

Referring to the % Forum advice on the Annex XV restriction propofal DMFu,
the Secretariat, supported by clarifications frowe Commission observers, explained
that the advice covers also other issues than ttedated to RAC and that no RAC
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response is expected. Only the elements relevantht®® RAC opinion should be
further addressed. Members expressed their viewshenneed to specify in the
wording of the future restriction entry consideriihgt the concentration limit applies
not only to the article as such, but also to thdividual parts thereof. It was also
discussed whether the current proposal coversperied sachets containing DMFu
and whether the packaging should be consideredra®fthe restriction proposal.

Members discussed on the hazards to be considerds IRAC opinion and agreed
that the most important endpoint is the skin sesagion, the irritation endpoints were
also seen significant.

Furthermore, the members agreed to support themeef rapporteurs’ approach for
deriving a ‘tentative elicitation-DNEL’ based orettNOAELSs in the dossier, due to
the lack of data provided in the proposal for dighlng an induction level.

RAC discussed also the difficulty to estimate theidence of risk and the frequency

of cases where people are sensitised after the D&Mposure and suggested the
rapporteurs to focus their attention on the nunab@ases that have been reported via
different systems (like e.g. RAPEX) as an indicafior the exposed population.

It was mentioned that in theory all 109 substarice®PT 9 (preservatives) in the
Biocide directive (98/8/EEC) could be regarded lsrmatives to DMFu. Following
the discussion on the theoretical alternativesDibiu, the members concluded that
there is no need for more information of the heafid environmental risk assessment
of the theoretical alternatives to be included bg tossier submitter and further
considered by RAC for this particular dossier.

Finally, the Chair thanked to the rapporteurs,tt@mbers and the dossier submitters
for their contributions, encouraged RAC to postirttomments within ongoing
written consultation via the relevant CIRCA newsgraand concluded that further
revision on first draft opinion will be done in érwith the suggested modifications.

8.1b Lead and its compounds in jewellery — first daft opinion

The dossier submitter representative from the Fre@ompetent Authorities, who

participated in the RAC meeting as a remote paditi, presented the background
information and the key elements for their Annex d&5sier proposing restriction for

lead and its compounds in jewellery, as well asrti@én updates on the Annex XV

report following the rapporteurs’ recommendationd #he initial comments from the

public consultation.

The RAC rapporteurs introduced RAC members withkigye elements to be included
in their first draft opinion. It was pointed outathno threshold for lead has been
identified for its adverse effects regarding impsnt of the 1Q. Thus any relevant
additional exposure to lead should be avoided.heamore, it was explained that
after the submission of this restriction dossiewnscientific documentation from

EFSA and JECFA become available and thereforeddssier submitter should take
these into account when preparing the backgrouodrdent.

Key issues for the following discussion were thiatiee contribution of the lead
exposure to children from jewellery exposure coragan the background exposure
(this requires information on the background expestia food and other possible
sources) and the need for more information of adtives (comparison of TDIs and
possible migration rates).
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During the discussion, some members argued thatgke are not clearly described

in the report. In addition, several members ratbedssue on the use of lead in jewels
and its possible replacement with alternatives.yTpeinted out that the issue of

alternatives is quite relevant for the potentiaitification of the proposed restriction

in the RAC opinion.

The rapporteurs agreed with the remarks and @drifiat lead is intentionally used to
increase the weight of the jewels; for light refie and for surface filling. However,

it was indicated that it would be difficult to eualke this restriction proposal without
additional information on the relative contributiohthe lead exposure from jewellery
under realistic conditions and sufficient infornoati on the alternatives to allow
comparison to lead.

The dossier submitter's proposal focuses on leagration rate to be used for
estimating the theoretical risks; several membekea the rapporteurs to consider a
more pragmatic option based on the content of l&dding into account that existing
standard methods for testing the lead migrationukhdoe elaborated. A tiered
approach (lead content as screening tool and riogratite for confirmation) was
suggested.

The rapporteurs recalled that this issue, as veetha clarification of the meaning of
“placing on the market” in this restriction prophsare key elements from the'1

Forum advice to be included in the opinion of RAGwvas indicated that the dossier
submitter is currently working on the evaluationlead content in jewellery when
revising their proposal and this would allow betgaluation of different options.

The observer from EUROMETAUX notified RAC that tlead industry’s comments
are to be submitted on the dossier during the arggpublic consultation and clarified
that normally when alloys are assessed, the riakdsessed via the migration rate.

Some members also stressed in their views on thertance of the good cooperation
in the ongoing dialogue between the rapporteursthadiossier submitter. As RAC

should assess the assumed risk, the members segbploet rapporteurs’ approach and
agreed that background information for the expogsarehildren that demonstrates
toxic effects is needed.

In conclusion, the Chair thanked to the rapportetre members and the dossier
submitter for their contributions and encourageddRA post their comments within
ongoing written consultation via the relevant CIRGé&wsgroup.

8.1c  Phenylmercury compounds — conformity check

The Secretariat presented a brief overview of theex XV dossier proposing
restrictions at Community level to the following gstyl mercury compounds:
phenylmercury acetate (CAS No. 62-38-4, EC No. 28B-5); phenylmercury
propionate (CAS No. 103-27-5, EC No. 203-094-3gmhmercury 2-ethylhexanoate
(CAS No. 13302-00-6, EC No. 236-326-7); phenylmearcwctanoate (CAS No.
13864-38-5, EC No. n.a.); and phenylmercury neaueai@ (CAS No. 26545-49-3,
EC No. 247-783-7). The proposal submitted by theangian CA aims to restrict the
manufacture, placing on the market or use of tihstsunces or their use(s) in mixtures
in a concentration above 0.01 % weight by weight(wafter 5 yearsof the entry

* The proposal has the time period in square bracket
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into force. Articles or homogenous parts of aricleontaining the substance(s) in a
concentration above 0.01 % weight by weight (w/wg aot to be placed on the
market 5 yearsafter the entry into force.

The Secretariat explained the proposal had beaivextby RAC on 16 August 2010
and it was expected that RAC should take a decisiogther the Annex XV dossier
was in conformity with the requirements of Annex )at the current meeting. The
justifications for the proposed restriction wastttiee substances degrade to mercury
which is considered to be globally persistent aaydransboundary effects; and it
would strengthen the EU efforts in reducing merquoifution at a global level.

The (co-) rapporteurs presented their draft confiyrmeport for the dossier and
explained that in their understanding the dossgergénerally good, but some
information appeared to be missing or not well presd. RAC members had an in-
depth discussion over two sessions in plenary andni ad hoc session to decide
whether the Annex XV report was in conformity witte requirements of Annex XV.
After discussion, RAC members decided that thers swdficient information in the
dossier and RAC concluded that the report wairfarmity with the requirements
of Annex XV.

The dossier should be still strengthened with @oldhtl information (not formally

related to the conformity check process that waaliBed with the above-mentioned
conclusion) to provide a good basis for RAC to folate its opinion. The (co-)

rapporteurs were invited to work with the dossiebmaitter and the Secretariat to
obtain the additional information and present itairclear manner. The conformity
report was amended to reflect the identified desiaglditional information. The

finalised report was to be sent to the dossier #tdmonce any final editorial changes
had been made and SEAC had agreed its own conjorepiort.

RAC members also queried the basis for selectiaditle phenyl mercury substances
in the dossier. A RAC member working for the MSCAhathe preparation of the
dossier commented that the five substances had belected for the proposed
restriction on the basis of their application af@scatalysts in polyurethane systems),
but grouped regarding to properties on the basthaif structural similarity. A RAC
member queried whether the finalised conformityorepould be published for
transparency. The Chair noted the ECHA'’s Legabix$f Unit will be consulted, and
the publication of the conformity report will dekan the legal advice.

The Chair thanked the (co-) rapporteurs and RAC begmfor their work.

8.1d Mercury in measuring devices — conformity chdc

A Commission observer presented a brief overviewtrdf Annex XV dossier

proposing restrictions at Community level for meyc(CAS number 7439-97-6, EC
number 231-106-7) in measuring devices. The Cosionsexplained that entry 18a
of Annex XVII contains a review clause that reqseigereview of the availability of

reliable safer alternatives that are technicallg anonomically feasible for mercury-
containing sphygmomanometers and other measurivigedeused in healthcare and
other professional and industrial uses. On thesbafihis review, the Commission

® The proposal has the time period in square bracket
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has to present a legislative proposal to extendl8ee restriction to these devices.
Accordingly, it had requested ECHA to prepare am&nXV dossier.

Fever thermometers and other measuring devicesdetk for sale to the general
public are already restricted by the entry 18a.wehler, existing restrictions do not
apply to antiques and to measuring devices thag aieeady in use.

RAC had received the Annex XV dossier on 16 Aug28i0 which proposed
restrictions on placing on the market of severalome measuring devices.

The rapporteurs presented their draft conformipore reminding members that RAC
was expected to take a decision whether the Annéxdéssier was in conformity
with the requirements of Annex XV at the currentetimy.

RAC members held a discussion on the draft contyrreport along similar lines to
that for the proposed restriction for phenyl meyoccompounds. Namely, whether the
absence of data, or the presentation of data imlélssier was such that it should be
considered not to be in conformity. RAC concludeak the dossier was in conformity
with the requirements of Annex XV.

The dossier should be strengthened with additiorfatmation (not formally related
to the conformity process) and in part re-struatuiee provide a better basis for RAC
to formulate its opinion. The (co-) rapporteursrevevited to work with the dossier
submitter and the Secretariat to obtain the additianformation and present it in a
clear manner. The conformity report had been anctheéfore the meeting based on
the received comments. The finalised report waketsent to the dossier submitter
once any final editorial changes had been made SBAC had agreed its own
conformity report.

The Chair thanked the (co-) rapporteurs and RAC begmfor their work

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

RAC was informed that there is no information ofvniatended Annex XV dossier
proposing restriction. Therefore, the appointmémapporteurs is not needed.

8.3 General restriction issues
Update on intended restriction dossiers

RAC was informed that there is no information ofwnietended Annex XV dossier
proposing restriction.

9 Authorisation
9.1 Content of an authorisation application

The Secretariat presented a brief overview of ttedéiminary thinking of the content
and structure of authorisation applications. Thesentation was accompanied by
room document RAC/12/2010/50. It was highlightedttan authorisation may be
granted to an applicant under certain conditiomgHe specific use of an Annex XIV
substance. The purpose of the application is twigeodecision-makers with the
required information to facilitate the formulatiohthe RAC and SEAC opinions and
the Commission’s decision on the granting of arhaisation. Further detail was
presented about the information requirements akagethe activities currently being
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undertaken by the Secretariat and the Commissioguide the preparation and
submission of applications.

A brief discussion took place on what informatioril vbe released to the public
(broad information on uses, as per Article 64(2))begin consultation with third
parties on alternatives.

One stakeholder mentioned that broad informatioruses could be misinterpreted
when not considering all information related tosusehen, it may not be sufficient for
third parties to identify the most appropriate @égives. Additional information, such
as information on the function of the Annex XIV stdnce for the use applied for,
will also be important. The Secretariat mentiorteat the need for clarity will have to
be balanced out with the need to respect confidiytiof the information submitted

by the applicant. The Chair thanked the stakehdtateits contribution and suggested
that the stakeholder and Secretariat remain inacover the issue.

9.2 Conformity check

9.2a Scope discussion on the working procedure foronformity check of
authorisation applications

The Secretariat presented its revised discussiparg®AC/12/2010/38) on the scope
and content of conformity checks on applications &uthorisation following
discussion at RAC-11 and subsequent comments. pfégentation responded to
comments made by RAC members, which were summariseddocument
RAC/12/2010/39_rev1l. It was explained that the fincations had been made to the
discussion paper to take into account the commerade by RAC and SEAC
members.

9.2b Second discussion on the WP on conformity chHewf authorisation
applications

The Secretariat presented the revised draft workiracedure on the conformity
check of authorisation applications (document RAZZ010/40) which had been
modified to take into account comments from RAC &BEAC members (RAC
comments summarised and responded in the docurf€dtir/2010/41).

There followed a brief discussion in which sevemaints were raised and clarified by
the Secretariat.

The Chair thanked members for their comments amguested any additional

comments by 1 October 2010 in the RAC CIRCA IG rgrasp that would be set up
after the meeting. The Committee was to be regddestagree the working procedure
at its October meeting.

9.3  Working procedure for developing opinions for athorisation
applications

The Secretariat presented for the first time atdsairking procedure for developing
opinions on applications for authorisation (docutseRAC/12/2010/42, 43 & 44)
which were based upon discussions at RAC-11 orelémments paper and comments
from RAC and SEAC members.
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One member noted that because of the wording of ZEARAC would need to be
ready to deal with applications whenever they adiv The Secretariat explained that
it was considering whether submission dates windewsld be established for
authorisation applications. The Secretariat furtheinted out that it is also in the
interest of applicants that the regulatory proégesan smoothly and all applicants are
treated equally.

The Secretariat clarified that the Committees’ 1énth period for opinion making,
including the conformity check, starts once the fiegment for the application has
been received.

The Chair thanked members for their comments argliested any additional
comments by 8 October 2010 in the RAC CIRCA IG rgresp that would be set up
after the meeting.

9.4 Questions on alternatives

The Secretariat presented the ongoing work on hthad was being developed to
assist rapporteurs to assess the information frpplicants on alternatives. At its
core was a list of questions based on the draftajige documents. It was intended
that the tool would enable the rapporteurs to ifienhformation gaps, begin to
formulate an opinion on the suitability and avaiiap of alternatives, focus the
consultation with third parties and identify poitasclarify with applicants.

A short discussion followed in which members andksholders agreed on the
usefulness of having such a tool. One stakeholaeuieed whether the list of
guestions would be made public during the draftage. The Chair noted that the
draft will be uploaded to the RAC CIRCA IG and, aating to the ECHA Code of
Conduct for stakeholders; they would be entitleddnsult with their constituencies.

The Chair thanked participants for their comments.
10 Guidance issues
10a Feedback from guidance consultations

The Secretariat informed RAC about the moratoriu@HE has placed on the
publication of ten guidance documents until thestfiregistration deadline of 1
December 2010. Of the ten guidance documents afigagelevant for the RAC work,
and two of these have already been consulted wi€ RDNELs/DMELs and
exposure scenarios for waste life cycle stage). RACbe further consulted on the
other RAC-relevant guidance documents that aresntlyr under development on due
course.

10b  Report on other guidance activities

The Chair invited RAC to provide comments on thaftdrGuidance on Risk
Communication via the respective RAC CIRCA newsgrou

The Chair informed participants that a workshop the CLP guidance on the
preparation of dossiers for harmonised classificatind labelling is foreseen to take
place in the beginning of next year. The aim of warkshop will be to present the
guidance document and to discuss its practicali@gmn by dossier submitters and
RAC members.
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11 Any other business
1la  Workshop on non-testing methods

The Chair informed RAC that ECHA is going to organia workshop on non-testing
methods on 23-24 September 2010. Following theeSatat's invitation five RAC
members have been invited to take part in this sfwk.

11b  Revision of the RAC meeting calendar for 2011

The revised RAC meeting calendar for 2011 (Room. d®&C/12/2010/51) was
presented to RAC.

11c 29 International Conference on Risk Assessment

The Chair informed also that DG SANCO will organitiee 29 International
Conference on Risk Assessment in January 2011. BSC® has informed ECHA
that RAC members will be welcomed. Interested RA€ers are invited to contact
the RAC Secretariat and express their interesatémding that Conference.

11d Initial considerations on the use of the restd of the draft test guideline on
Extended One GenerationReproductive Toxicity Study (EOGRTS) in C&L and
risk assessment processes

The Secretariat presented to RAC the consultatiothe use of information from
EOGRTS for classification on reproductive toxiciyd on risk assessment.

Following comments from some participants, the Seciat clarified that the aim of
the consultation was not to influence the OECD pss¢c members had been requested
to focus their comments on the use of the testlteesar classification and risk
assessment. For specific comments on the guidefiembers were requested to
contact their national coordinators for OECD guiiues.

The Secretariat underlined the importance to ireltite views of RAC members,
since RAC is the ECHA body that should provide best scientific and technical
input on such issues.

Some members welcomed the opportunity for submittomments, while others
expressed concerns related to the additional wodd Ifor RAC members and
guestion if this type of work can be consideregas of RAC tasks. Some members
also indicated their involvement in the processtlet national level, expressing
concerns for a potential duplication of the work.

The Chair clarified that members could send germyaiments instead of responding
the specific questions, and that members alreadylvad in the discussions at the
national/OECD level may consider informing ECHAtbeir involvement.

12 Main conclusions and Action Points of RAC-12

The Secretariat presented the main conclusionsaatidn points of the RAC-12
plenary meeting for final comments and agreemernhbyCommittee. All suggestions
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were reflected accordingly and RAC agreed the desunThe main conclusions and
action points are attached as Part Il of theseinge#tinutes.

000
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Part Il. Conclusions and action points

MAIN CONCLUSIONS & ACTI

9 September 2010

ON POINTS

(Adopted at the 12" meeting of RAC)
(7-9 September 2010)

Agenda point

Conclusions / decisions / minority opinions

Action requested after the meeting (by

whom/by when)

2 Adoption of the Agenda

The final draft Agenda (RAC/A/12/2010) w.
adopted.

Nine members and three advisers have decl
potential conflict of interest to different substan

ASECR to upload the adopted Agenda to
RAC CIRCA IG as a part of the RAC-1
minutes.

ared

related discussions under one Agenda item.

he
2

4. Adoption of RAC-11 Draft Minutes

The minutes of RAC-11 (RAC/M/11/2010 drg
final) was adopted without changes.

ftSECR to upload to the RAC CIRCA I(

~

]

and the ECHA website the adopted

minutes

6. MSCA support to RAC and Renewal of RAC

Membersip

6b Role of (co-)rapporteurs if their RAC Memb

ershp is not renewed

RAC agreed to the Secretariat’s proposal on
role of RAC (co-) rapporteurs if their members
in not renewed in the end of their term of off
and the general approach to be followed.

tIBECR to upload to the RAC CIRCA I(
niphe agreed document and follow t
cagreed approach, when relevant.

7.CLH

7.1 CLH Dossiers

7.1a. TDCP (adopted by written procedure prior RAC12)

RAC was informed of the outcome of the writtertSECR to upload the adopted opinion and

procedure for adoption of the opinion for TDCP!
was clarified that this RAC opinion (and
annexes) was adopted by consendse agreed
harmonised classification in the final opinionas,
follows: Carc. 2 - H351 (under CLP Regulation
andCarc. Cat 3; R40(under Dir 67/548/EEC).

. lits annexes to the RAC CIRCA IG a
tspublish them on the ECHA web site
1 end of the week.

) SECR to forward the adopted opinion a
its annexes to COM by 15 Septemd
2010.

nd
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7.1b. Hexabromocyclododecane (HBCDD) (CAS No. 2563B-4and 3194-55-6)

RAC members agreed with the rapporteUrSECR to create a CIRCA newsgroup f
proposal to re-consider the argumentation |flarther RAC comments in support of t
justification regarding the preliminary agreedpporteurs’ revision after the meeting

classification proposed for fertility endpoint

(Repr. 2 - H361fd (Suspected of damagindembers to post their comments and

fertility. Suspected of damaging the unbomsuggestions aiming straightening of the

child.)). justification in the HBCDD opinior

y 1 October 2010

RAC members agreed to establish an Ad Hggcuments for rapporteurs’ further uptake

working group to support HBCDD rapporteurs|i

the preparation of draft opinion documents f?{ ¢ ¢ ise th tati
HBCDD, according to Article 17 (5) of RAC. aeﬁor _eut[g%_ ot_rewsef theargurptenglgr
Rules of procedure. in the justification of the draft opinio

working group before RAC-13

opinion and its annexes to RAC memb

possible adoption at RAC-13.

SECR to distribute the revised draft

>

documents, based on the RAC comments
and in consultation with the Ad Hoac

ers

when submitted for further discussion dnd

7.1c. Fuberidazole

RAC members agreed by consensiith the view| SECR to create a CIRCA newsgroup f
of the rapporteur to support the classification| asther RAC comments in support of t

follows: Acute Tox. 4 - H302, Skin Sens. 1 |-rapporteur’s revision regarding

H317; STOT RE 2 (heart) - H373, Aquatic| carcinogenicity after the meeting
Acute 1 - H400, Aquatic Chronic 1 - H410 with
M-factor 1 (under CLP Regulation) an¢h; R22, | Members to post their views on the iss
Xi;R43, Xn; R48/22, N; R50/53 (under Dir| by 30 September 2010

67/548/EEC).

e

RAC also agreed by consensust to classify the Rapporteur to consider the comments
substance for developmental toxicity. received and if needed to modify the draft

opinion documents before RAC-13

RAC agreed that the discussion on the

classification for carcinogenicity should beSECR to distribute the revised dra
continued at RAC-13. opinion documents to RAC whe
submitted for further discussion a
possible adoption at RAC-13.

n
nd

7.1d. White spirit dossiers

In the ' draft opinion of the rapporteurs th&ECR to create a CIRCA newsgroup f
classification for STOT RE 1 and R 48/20 wdarther RAC comments in support of t
supported. rapporteur’s revision after the meeting

RAC members agreed with the view of thilembers to post their views on the iss
rapporteurs that the dossiers need furth®r 30 September 2010

elaboration with regard to identity/composition|of

the solvent concerned as well as dose-respo8&CR to channel any further informatia

e
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relationship and possible mode of action.

to be provided by stakeholders, industry
the dossier submitter.

Rapporteurs to revise the draft opinio
and its annexes according to the plen
comments and to provide them to SECR

revised drg
furth

SECR to circulate the
opinion and its annexes for
consideration.

or

=

ary

7.1e. Acequinocyl

RAC members agreed by consenwtith the view
of the rapporteurs to support the propo
classification for this substance, as follov&kin

Sens. 1 - H317Aunder CLP Regulationdnd Xi;

R43 (under Dir 67/548/EEC)STOT SE 1 — H370
(lung) (under CLP Regulation)STOT RE 2-
H373 (blood system)under CLP Regulatiorgnd
no classification (under Dir
Aquatic Acute 1 - H400with M-factor of 1000
(under CLP RegulatiorgndN; R50/53 (under Dir
67/548/EEC).

Furthermore, the members suggested to
rapporteurs to further consider the propo
classificationR39/23 instead of Xi; R37 (under
Dir 67/548/EEC) considering the nature of
effect, severity and reversibility.

RAC also agreed by consendist the submitte
data do not support the classification
reproductive toxicity.

RAC also agreed by consensts support the
rapporteurs’ proposal for additional classificat
of this substance foAquatic Chronic 1 - H410
(under CLP Regulation).

67/548/EEC);;

Rapporteurs to revise the draft opinio
semhd its annexes according to the plen

ary

7.1f TNPP

RAC members agreed by consenwtith the view
of the rapporteurs to support the propo
classification for this substance, as follov&kin

Sens. 1 - H317under CLP Regulationdnd Xi;

R43 (under Dir 67/548/EEC), as well @guatic

Acute 1 - H400(under CLP Regulationpquatic

Chronic 1 - H410 (CLP) andR50/53 (nder Dir
67/548/EEC).

Furthermore, RAC suggested to the rapporteu

comments as soon as possible and to
provide it to SECR.

SECR to circulate the revised draft
opinion and its annexes for further
; consideration and adoption by written
procedure.

Members to consider the information gn
acequinocyl in the general discussion|on
tkeumarines.

sed

he

)

for

on

Rapporteurs to provide the Secretariat
sedth the revised draft opinion and its
annexes by 20 September 2010.

SECR to organise the RAC commenting
round immediately after receiving the
rapporteur's  revised draft  opinign
documents.

S to
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further consider the proposé&ttfactor for aquatic
hazard classification in consultation with so

RAC members with environmental expertise &

me
and

to prepare a common proposal to be further

considered by RAC.

7.1g. Bifenthrin

RAC members agreed by consensiith the view
of the rapporteurs to support the propo
classification for this substance, as followsute
Tox. 3 — H331(under CLP Regulation) and23
(under Dir 67/548/EEC)Acute Tox. 2 — H300
(under CLP Regulation) andl; R25 (under Dir
67/548/EEC) Skin Sens. 1 - H317under CLP
Regulation) andi; R43 (under Dir 67/548/EEC)
Aquatic Acute 1 — H400 (M-factor = 10 000)

Aquatic Chronic 1 - H410 (under CLP
Regulation) and N; R50/53 (under Dir
67/548/EEC).

RAC also agreed on a potential M-factor
100 000 to be used based on the chronic data.

RAC members also agreed to additionally clas
bifenthrin asSTOT RE 1- H372 (under CLP
Regulation).

RAC agreed that the discussion on
classification on carcinogenicity will take place
RAC-13.

SECR to provide the rapporteurs a
sddssier submitter with further data
carcinogenicity (as referenced in
received

Rapporteurs to provide the Secretari

annexes in due course

sify

the
a

t
comments of the public consultation) when

;with the revised draft opinion and i

SECR to organise the RAC commentif

hd
ot
he

ts

9

round immediately after receiving the
rapporteur's  revised draft  opinian
afocuments.

7.2 Appointment of (co-) rapporteurs for CLH dosgers

RAC agreed to appoint the volunteers as (
rapporteurs for the intended or submitted C
proposals  (listed in room  documel
RAC/12/2010/46 and RAC/12/2010/47).

Lipdated status document to reflect R

meeting.

for the remaining positions.

SECR o identify potential (co-)rapporteu

positions.

C&ECR to upload in RAC CIRCA IG thg

Members are requested to come forwg

v

C

AC

@ppointments for CLH proposals after the

ird

IS

and encourage them to fill the vacant

8 Restrictions

8.1 Restriction Annex XV dossiers
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8.1. a DMFu — first draft opinion

RAC had the first plenary discussion on
rapporteurs’ first draft opinion on the Annex X
dossier proposing restriction for DMFu in artic
and on the identified items for furth
consideration.

eCIRCA Newsgroup by 17 September 20

Hdembers to post their views on the®]

\draft opinion within the ongoing writte
esonsultation via the respective RA

n
C
10

ts
N

Rapporteurs to consider the commen
provided during the written consultatic
and at RAC-12 when revising theit diraft
opinion according to the dossier-related
calendar for this substance

8.1.b Lead and its compounds in jewellery — firstiraft opinion

RAC had the first plenary discussion on

rapporteurs’ key elements for the first dr
opinion on the Annex XV dossier proposi
restriction for Lead and its compounds in jewell
and on the identified items for furth
consideration.

Hdembers to post their views on the ke
aétlements for the®1draft opinion within the
ngngoing written consultation via th
ergspective RAC CIRCA Newsgroup by
eBeptember 2010

Y

=

7

ts
N

Rapporteurs to consider the commen
provided during the written consultatid
and at RAC-12 when revising theit diraft
opinion according to the dossier-related
calendar for this substance

8.1. ¢ Phenylmercury compounds — conformity

check

RAC decided that the Annex XV doss
proposing restriction for phenylmercu
compounds is in conformity with the requireme
of Annex XV for the relevant parts for RAC,
accordance with Article 69 (4) of the REAC
Regulation.

Le$ECR to communicate to the dossier

wubmitter the RAC outcome of the
ntonformity check of the phenylmercury
rcompounds dossier, together with the
FBEAC one by 16 September 2010

N
Df

ty

SECR to launch a public consultation ¢
the Annex XV report, if the decision
SEAC is also for dossier in conformi
after 16 September 2010

8.1.d Mercury in measuring devices — conformi

ty obck

RAC decided that the Annex XV doss
proposing restriction for Mercury in measuri
devices is in conformity with the requirements
Annex XV for the relevant parts for RAC,
accordance with Article 69 (4) of the REACQ
Regulation.

eBECR to communicate to the dossier
ngubmitter the RAC outcome of the
gbnformity check of the Mercury i
measuring devices dossier, together with
Hhe SEAC one by 16 September 2010

SECR to launch a public consultation on
the Annex XV report, if the decision of
SEAC is also for dossier in conformity

after 16 September 2010
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9 Authorisation

9.2  Working procedure on conformity check of authasation applications

SECR to open a CIRCA Newsgroup for

members’ comments on the draft worki
procedure on conformity check
authorisation applications after the meeti

Members to post their comments on tk
draft by 1 October 2010

9.3  Working procedure for developing opinions forauthorisation applications

SECR to open a CIRCA Newsgroup f
members’ comments on the draft worki
procedure for developing opinions f
authorisation applications after t
meeting

Members to post their comments on t
draft by 8 October 2010

ng
of

ne

DI
ng
or
ne

ne

GENERAL

SECR to upload all presentations, rog

m

documents and the RAC-12 Main

conclusions and action points (i.e. this d

pC)

to RAC CIRCA IG by 10 September 201

D.
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Part Ill. List of Attendees
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BRECHA

European Chemicals Agency
7 September 2010
RAC/A/12/2010

Final Agenda

Twelfth meeting of the Committee for Risk Assessmén

7 — 9 September 2010

Helsinki, Finland

7 September: starts at 9:00
9 September: ends at 16:00
Preceded by a Presentation to RAC of the resuliseoEU Project PHIME to be held
on 6 September from 15:30 to 18:30

| Item 1 — Welcome & Apologies |

| Item 2 — Adoption of the Agenda |

RAC/A/12/2010
For adoption

Iltem 3 — Declarations of conflicts of interest tahe Agenda

Item 4 — Adoption of the draft minutes of RAC-11

» Adoption of the draft minutes
RAC/M/11/2010 draft final
For adoption

Iltem 5 — Administrative issues and information itens

a. Status report on the RAC - 11 action points
b. Outcome of written procedures
c. Report from other ECHA bodies and activities
RAC/12/2010/45
ROOM DOCUMENT
For information
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Item 6 — MSCA support to RAC and Renewal of RAC Menrbership

a. Update on the letters sent to MSCA and on tepgrations for renewal of
RAC Membership

For information
b. Role of (co-)rapporteurs if their RAC Memberslimot renewed

RAC/12/2010/37
For discussion and possible agreement

Item 7 — CLH

7.1

7.2

7.3

CLH Dossiers
a. TDCP (adopted by written procedure before RAC-12)
For information
b. HBCDD
For adoption
C. Fuberidazole
For adoption
d. White spirit dossiers
For first discussion and possible adoption
e. Acequinocyl
For first discussion and possible adoption
f. TNPP
For first discussion and possible adoption
g. Bifenthrin
For first discussion

Appointment of RAC (co-) rapporteurs for CLH dossieas
. Appointment of RAC (co-) rapporteurs for CLH dossie

RAC/12/2010/46
ROOM DOCUMENT

For decision

RAC/12/2010/47
ROOM DOCUMENT

For information
General CLH issues

a. State of play of the submitt&2l H dossiers
RAC/12/2010/48
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ROOM DOCUMENT
For information

b. Report from the discussions at the ad hoc meetd)dfter RAC-11
on criteria for assessing the reliability and ralese of the studies
which support the RAC opinions

RAC/12/2010/49
ROOM DOCUMENT
For information

C. ECHA-EFSA cooperation on the classification ancellhg of active
substances in Plant Protection Products.

For information

Iltem 8 — Restrictions

8.1 Restriction Annex XV dossiers

a. DMFu — first draft opinion
For first discussion
b. Lead and its compounds in jewellery — firstfdoginion
For first discussion
C. Phenylmercury compounds — conformity check
For decision
d. Mercury in measuring devices — conformity check
For decision

8.2 Appointment of RAC (co-) rapporteurs for restriction dossiers (if relevant)
For agreement
8.3  General restriction issues
. Update on intended restriction dossiers
For information

[tem 9 — Authorisation

9.1 Content of an authorisation application

RAC/12/2010/50
ROOM DOCUMENT

For information
9.2 Conformity check
a. Scope and content of conformity check
RAC/12/2010/38
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(Response to comments tabRAC/12/2010/39
For discussion

b. Second discussion on the working proceduredémformity check of
authorisation applications

RAC/12/2010/40
(Response to comments tabiAC/12/2010/41

For discussion

9.3  Working procedure for developing opinions for authorisation

applications

RAC/12/2010/42
(Response to comments tabiRAC/12/2010/43
(Response to comments tabRAC/12/2010/44

For first discussion

9.4 Questions on alternatives
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. Workshop on non-testing methods
For information
b. Revision of the RAC Meeting calendar for 2011

RAC/12/2010/51
ROOM DOCUMENT

For information
2" |nternational Conference on Risk Assessment

o

For information

d. Initial considerations on the use of the resultstivd Extended One
Generation Reproductive Toxicity Studies (EOGRT®)A&L and risk
assessment processes

For information

Iltem 12 — Main conclusions and Action Points of RA€12

. Table with main conclusions and action points fileA&C- 12
For adoption
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ANNEX II

Documents submitted to the members of the Committefer Risk Assessment

for the RAC-12 meeting.

RAC/A/12/2010 revl

Revised Draft Agenda — Twelfthating of the Commiittee for Risk Assessment

RAC/M/11/2010 Minutes of the Imeeting of the Committee for Risk Assessment 4 firal

RAC/12/2010/45 Administrative issues and information items

(room document)

RAC/12/2010/37 Discussion note on the role of (capporteurs if their RAC Membership is not
renewed

RAC/12/2010/46 Appointment of RAC (co-) rapporteurs for CLH dossie for decision

(room document)

RAC/12/2010/47 Appointment of RAC (co-) rapporteurs for CLH dossie for consideration

(room document)

RAC/12/2010/48 State of play of the submitted CLH dossiers

(room document)

RAC/12/2010/49_revl

Report from the discussions at the ad hoc meetidydfter RAC-11 on criteria for

(room document) assessing the reliability and relevance of theissuathich support the RAC opinions

RAC/12/2010/50 Content of an authorisation application

(room document)

RAC/12/2010/38 Scope and content of conformity khec

RAC/12/2010/39 Scope and content of conformity khecesponse to comments table

RAC/12/2010/40 Second discussion on the workingexulare for conformity check of authorisation
applications

RAC/12/2010/41 Second discussion on the workingexulare for conformity check of authorisation
applications — response to comments table

RAC/12/2010/42 Working procedure for developingniqns for authorisation applications

RAC/12/2010/43 Working procedure for developingnigis for authorisation applications — respomnse
to comments table

RAC/12/2010/44 Working procedure for developingnigis for authorisation applications — response

to comments table

RAC/12/2010/51_revl
(room document)

Revision of the RAC meeting calendar for 2011

000
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