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Part | Summary Record of the Proceedings

1 Welcome and apologies

Dr Jose Tarazona, Chair of the Committee for Risksessment, ECHA, welcomed
participants to the meeting and introduced and eveéd the new RAC member José
L. Tadeo Lluch nominated by Spain.

Eight advisers, two invited experts and five staltéér observers (CEFIC, ECETOC,
ECPA, Environmental Bureau, Eurometaux), two obsenaccompanying nominated
stakeholder observers, two representatives of a iherState Competent Authority
(CLH dossier submitter), an observer from the OE@Ige representatives from the
Commission and a replacement replacing one of th@& Rembers were welcomed.

Apologies were received from seven RAC memberstlargk regular observers (from
BUAV, ETUC and Business Europe). Two members webseat. The list of
attendees is given in Part IV of these minutes.

Participants were informed that the meeting wowdddrorded 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
Revision 1 of the Agenda was adopted as proposethd&ySecretariat. The final
Agenda and the list of all meeting documents atached to these minutes as
Annexes | and Il, 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 meetingnémber declared that the member is
working for the competent authority that submittieel epoxiconazole dossier.

4 Adoption of RAC-8 Draft Minutes

The Chair introduced the revised minutes, incorpagathe comments received from
four members and the RAC observer from ETUC. RA(&cted the proposed
addition by the ETUC observer, as it concerns thwkwof the Member State
Committee (provided information on classificatiamldabelling of CMR substances)
and is not relevant for RAC.

Furthermore, one member requested for inclusioomofe information about the
plenary discussions and the reached conclusiona nelatively short and well-
structured minutes. The Secretariat agreed witlptbposal and clarified that the key
elements for the discussions and the main conclaswll be recorded in the table
with Main conclusions and Action Points from eaddnary meeting (attached as part
[Il of meeting minutes) and adopted by RAC at thd ef the meeting. More details
of the substance-related scientific discussionsulshabe provided with the
Background document (Annex 1 to the RAC opinions).



Following this clarification and few editorial chges, RAC adopted the revised
minutes. The Secretariat would make the final wersavailable through the RAC
CIRCA IG and the ECHA website.

5 Administrative issues and information items

The Chair indicated that following the suggestioaseived from the members, the
administrative issues and information items wergeoed by the room document
RAC/09/2010/10 which had been handed out to the leesn Members were
informed that if there were any questions fromdbeument, these may be discussed
during the relevant agenda items or under any dihiemess. This practice will be
used in the future whenever possible.

The Chair acknowledged the participation in theveyrand the received comments.
The Chair also indicated that a summary and follgwof the received comments will
be presented at the March meeting.

6 Requests according to Art 77(3) (c) of the REACIRegulation

6a Draft opinion on boric acid and borate compoundsin photographic
applications

The Chair introduced this item by reminding RAC nbems that RAC had been asked
to provide an urgent opinion in relation bmric acid and borate compounds in
photographic applications. This request is relai@dhe Commission proposal to
include a derogation for these application in #$tandard’ restriction on the consumer
uses of CMR (cat 1A and 1B) substances as suchnomiktures above the
concentration limits defined in the CLP Regulatidte also welcomed two invited
experts and an expert accompanying the observer Etorometaux. The rapporteur
and one of the invited experts gave presentati@sed upon the data and findings
presented in the fourth version of the draft opintlbat had previously been provided
to members via the RAC CIRCA IG.

A long discussion took place that was split ovee¢hdays and included a meeting of
the Ad Hoc Working Group between plenary discussiand which included other
RAC participants interested in borates. The disicusfocussed on two key aspects:
the human health effects (toxicological profile aodicokinetics) of boric acid and
borates; and the choice of exposure scenarios tilis®d in the risk characterisation.

Following discussion, a consensus was reacheddthatlopment & fertility are the
leading health hazards. On the basis of the avaikthdies, for fertility, a NOAEL of
17.5 mg B/kg bw/day was agreed and for developrhémtaity a NOAEL of 9.6 mg
B/kg bw/day. Assessment factors were not consideesmessary for dose-response
uncertainty and the quality of the whole databass wonsidered sufficient for the
assessment. Using the default assessment factot®0 ocind 10 for intra- and
interspecies uncertainty, these NOAELs would yleNELs of DNELseriiyy Of 0.175
mg B/kg bw/day and DNElsveiopmentof 0.096 mg B/kg bw/day. The possibility for
refining the interspecies factor was also consilebased on the available metabolic



and toxicokinetic information. Finally, a refinemtemas not justified in this particular
case and it was decided not to deviate from thaultefactor which was considered to
be a conservative approach. After significant dsstcan concerning dermal absorption
and the uncertainty associated with the availaldéa,dthe value of 0.5% was
considered as the most proper figure based on vhgahle data. Some members
considered that an additional uncertainty factausth be added. It was agreed that a
range of between 0.5 and 1.0% should be utiliseith wn explanation about the
uncertainty in the final opinion.

Concerning the choice of exposure scenarios, tleaximg were agreed to be utilised:
preparation of solutions from liquid concentratemk development of films; film
development in basins and the preparation of soiatirom powder formulations. It
Is assumed that preparation and use of solution otayr in the same day. The
Committee has no information indicating if consusndevelop films simultaneously
in tanks and basins. Some members noted that daek®f better information most
of the assumptions where conservative; when afielmnservative assumptions are
used together it results in potentially very comave exposure estimation. After
discussion, it was agreed that reasonable worstszznarios would be derived for all
of these exposure scenarios and there would alsodwenulative scenario assuming
the preparation of the solution from powder andefigyment of films both in tank
and basin in one day. Furthermore, the cumulatiymsures arising from food and
drink would also be included. Some members and rdgporteur noted the
uncertainty associated with the exposure scenaroaccount of incomplete market
and use data for boric acid and borate substangelsatographic applications. It was
also noted that the COM derogation was with respectevelopers, fixers, bleaches
and ancillary chemicals in wet processing of phapgic films, plates, papers and
related media and RAC’s mandate was to determiaerigk to the general public
from such exposure. It was agreed the opinion adtress the uncertainties of in-put
parameters and discuss probabilities of the scamari

Risk characterisation ratios (RCRs) were then ¢aled and scenarios assuming
foreseeable typical use conditions, yielded RCRavbene indicating acceptable risk
from photographic applications, also when combingith exposure from food and

drink. For reasonable worse case scenarios, sonRsR&kre above one, when
combined with exposure from food and drink.

Industry observers indicated that boron substaacesot present in paper developers
and for fixing solutions the level of boron is b&ld% and therefore should not be
included in the exposure scenarios. RAC agreddhiminformation would be noted
in the final opinion, subject to adequate writtemfrmation.

During the discussion observers from the Commissiditated that on account of the
unexpected complexity in preparing the opinion #@mel late arrival or incomplete
provision of information from industry it was actaple to extend the deadline for
receiving the opinion from RAC. The rapporteur vea&ed to revise the opinion as
soon as possible and to provide to RAC, via theré@acat, for comments before
finalisation.



6b Framework for dealing with requests accordingto Art 77(3)(c) of
REACH

The Secretariat introduced document RAC/09/201&aich was addressed to both
RAC and SEAC Committees. SEAC had already consttiére document and had
provided comments on it that had been taken intowa in the current version. The
emphasis of the proposed approach was to proviffieisat flexibility to deal with
future requests according to Article 77(3)(c) whiolay vary according to urgency
and type.

In general, RAC members appreciated the approagttansidered the document to
be well constructed. However, in the light of exgece with the boric acid request
from the Commission to ECHA, a number of membeghlghted the need to ensure
that sufficient preparatory work was done priorth® request coming to RAC.

Suggestions included better provision of all retév@ata from industry in advance of
submitting a petition to the Commission; ECHA'siaetinvolvement in safeguarding

the interests of the Committees especially withardgo the documentation for the
case; the need for clarifying the nature of thesodtation of third parties; and the

introduction of an accordance check into the prec8®me members also indicated
that, where relevant, SEAC should be involved vitture requests and questioned
the notion of an urgent request. Members also sigdethat for heavy workload

requests, additional resources should be considéredxample including the use of
co-opted members, in addition to invited experts.

The Chair thanked members for their comments amédedgto establish a RAC
CIRCA IG newsgroup for any additional comments blyebruary 2010. Following
this further consultation, the Secretariat wouldcdss with the Commission and
revise the framework for possible agreement at RAC-

7 CLH Dossiers

7a Epoxiconazole (CAS No. 133855-98-8; EC No. 406082)

The dossier submitter proposed the following cfasdion for epoxiconazole:
reproductive toxicity category 1B — H360D (CLP REegion) and Repr. Cat 2; R61
(Dangerous Substances Directive (DSD)).

The Chair introduced the discussion by explainimag following RAC-8, a number of

members had asked for an in depth discussion toeelibat RAC-9 to consider the

scientific evidence related to epoxiconazole ancelbpmental toxicity. The aim of

the discussion was to form a clear RAC view onititerpretation of the available

data for the CLH proposal relating to epoxiconaznéd to seek RAC agreement on
its classification and labelling. Document RAC/0®R2/02 had been circulated in
advance of the meeting to structure the discussion.

Representatives from the Swedish Competent Authddbssier submitter), the
rapporteur and her advisers, the ECHA Secretathiat, Danish Food Institute, an
adviser to a member and industry gave presentatorassist RAC members to
interpret the scientific data relating to developiagtoxicity.



A long discussion took place over parts of two daysrspaced by an ad hoc meeting
of members and observers interested in epoxicoeazoldiscuss the data and to
attempt to draw a conclusion. The plenary disausfcussed on two main aspects:
post implantation loss and observed malformaticheft(palates).

During the discussion on post implantation loss,pleasis was placed on the
significantly higher frequency of very late resaops observed in certain
epoxiconazole studies, which is a very rare develpgal toxicity effect. The
rapporteur highlighted three studies in particuddrich had been described by the
representative from the Danish Food Institute thete relevant to exposure during
late gestation: Schneider (2002) where late regorptwith overt maternal toxicity
had been recorded and Taxvig (2007 & 2008) in wiieltistically significant effects
on late and very late resorptions are observed owithmaternal toxicity. The
rapporteur explained that these findings pointec tclassification for reproductive
toxicity in category 1B (CLP Regulation).

Concerning cleft palates, the rapporteur descréadyh incidence had been recorded
in the data from Hellwig (1989), but a low incidena Schneider (2002) at the same
dose, but increased duration of treatment and aseie post- implantation losses, that
may have masked teratogenicity. The rapporteurnsanised that observed cleft
palates cannot be considered as secondary to rabtexicity.

During the discussion observers from industry exgl that further studies were
being carried out to fulfil the requirements of Quission Directive 2008/107/EGo
assess potential endocrine disrupting propertiaswlere considered highly relevant
for the discussion on classification of epoxicotazoThe Chair noted the potential
relevance of the ongoing studies, but explained tha regulatory deadline for
delivering a RAC opinion would not allow the resuit be taken into account.

After discussion, there was a consensus amongsbersrthat the weight of evidence
from the available scientific data allowed a cosma to be reached for a
classification of reproductive toxicity in categat (CLP). However, to provide a
robust justification for this, RAC requested theresentative from the Danish Food
Institute to provide the rapporteur with additiomalitten information on hormones
and post implantation losses for the purposeseagenting the final opinion. As soon
as the supporting documentation had been recethed;apporteur was to revise the
opinion and its annexes and provide them to theeSmtat for circulation for final
comments.

7.1.b Indium phosphide (CAS No. 22398-80-7; EC N244-959-5)
The rapporteur summarised the outcome of discussarRAC-8 and subsequent
consultation on the draft opinion relating to tHeHJproposal for indium phosphide.

The opinion now included the addition to the hazstatement “causes damage to
lungs through prolonged or repeated inhalation sy for STOT RE.1 - H372 and
for STOT RE.2 - H373. Concerning the carcinogeapibazard class, the limitations

! Commission Directive amending Council Directive 9WHAIEC to include abamectin, epoxiconazole,
fenpropimorph,
fenpyroximate and tralkoxydim as active substan©dsL 316 of 26/11/2008 p.4.



of the T25 model had been noted, but neverthelessise of the approach was still
considered to be justified. For reproductive tayicthe hazard statement H361f was
considered the most appropriate hazard statemant} lwas recognised that H361
could be applied if the available criteria are agplstrictly. A footnote explaining
this circumstance was included in the opinion. disvagreed to use the same footnote
in other similar cases.

The labelling according to the CLP Regulation hdsb éeen added as follows:
GHSO08; Dgr; H350, H361f and H372. Concerning tee af note H, a footnote and
an explanatory sentence had been added to theedeofsnion, prior to a clear steer
from the Commission on how to use note H.

RAC adopted the opinion and agreed the proposeagh for the use of note H. It
was agreed that a similar approach should be apmiether relevant RAC opinions,
pending advice from the Commission.

The Chair thanked the (co-)rapporteurs and allretiesolved in the development of
the opinion.

7.1c Di-tert-butyl-peroxide (DTBP) (CAS No. 110-05!; EC No. 203-733-6)

The Chair reminded the members that at RAC-8, Rg@ed by consensus with the
view of the rapporteurs to support the proposessdiaation and labelling for DTBP,
as Muta. Cat 3, R68 (under Dir 67/548/EEChand Muta. 2, H341 (under CLP
Regulation) and then invited the RAC rapporteunstfis substance to make brief
final remarks in relation to their draft opinionh@ DTBP co-rapporteur presented the
final modification in the draft opinion related tfee included S-phrases in the proposal
and suggested only those S-phrases that are reldeanthe proposed for
harmonisation endpoint to be considered by RAC.

RAC agreed with rapporteurs’ proposal that S-pleas®uld only be discussed as far
as related to the actual proposal and decided dlmde S23 but not S33 in their
opinion on DTBP.

With this clarification, RAC adopted the CLH opiniwvith its annexes for DTBP.

The Chair thanked the (co-)rapporteurs and allretiesolved in the development of
the opinion.

7.1d  Trixylyl phosphate (TXP) (CAS No. 25155-23-1EC No. 246-677-8)

The Chair recalled that at RAC-8, RAC members apregth the view of the
rapporteurs to support the proposed classificaiepr. Cat 2, R 60 (under Dir
67/548/EEC)or Repr 1B, H360F (under CLP Regulation) and invited the RAC
rapporteur for this substance to make brief firaharks in relation to the draft
opinion.

Furthermore, RAC agreed to include the footnotateel to the hazard statement
H360. With this small modification, RAC adopted tG&H opinion and its annexes
for TXP.

The Chair thanked the (co-)rapporteurs and allretiesolved in the development of
the opinion.



7.1e  Abamectin (CAS No. 71751-41-2)/Avermectin BI&AS N0.65195-55-3)
The RAC rapporteur for this substance presente#dlieelements of the rapporteurs’
first draft opinion on the CLH proposal for abanmeftvermectin Bla and few other
issues for RAC consideration. It was specified @da@mectin, included as an active
substance in the regulatory programmes for PlaateBtion Products and Biocidal
Products Directive, is without current harmonisdassification and labelling and,
therefore, information on all endpoints is provided the CLH dossier. Both
rapporteurs considered that the proposed clagsificdor this substance, d&epr.
Cat.3; R63; T+; R26/28; T ; R48/23/25; N; R50/53under Directive 67/548/EEC)
and Repr. 2, H361d; Acute Tox. 2, H300; Acute Tox. 2 HB; STOT-RE 1, H372;
Aquatic Acute 1, H400; Aquatic Chronic 1, H410(under the CLP Regulation) as
relevant, because the provided information hascsefitly justified it. However, as
the RAC consultation on the first draft opinion fabamectin/avermectin Bla is
ongoing, the rapporteurs requested for membershoemis on the draft opinion and
their views on the need to set up a specific comagon limit (SCL).

One member suggested to the rapporteurs to consitether acute and repeated dose
toxicity are mediated via the same mechanism (rexioty caused by GABA-
antagonism) and that classification for repeateskdoxicity therefore is not relevant.

The Chair concluded that following the RAC congidta, the rapporteurs will be
requested to provide the revised draft opinion BBdon abamectin and the opinion
responses to the comments (ORCOM) and these dot¢simah be distributed for
discussion and possible adoption of the CLH opirfiaorthis substance at RAC-10.

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

RAC agreed to appoint the volunteering RAC members(co-)rapporteurship of
intended CLH dossiers, as indicated in document R8L2010/03 rev.2. The
Secretariat was requested to identify potentiatagporteurs and encourage them to
fill the vacant position.

RAC also agreed to modify its decision dated 14dbdwer 2009 for the appointment
of Paola Di Prospero, as instead of a co-rappgr&heg should be considered as a
second RAC rapporteur for the intended group susionsof five CLH dossiers.

7.3  General CLH issues

7.3a Comments on the templates for the CLH opinionand background
document (BD)

Following the RAC-8 discussion on the revised teatgd for CLH opinion and BD

and the Commission’s intervention on the issue, R#C members provided RAC

and the Secretariat with their general commentsrdfbre, the Chair invited them to

summarise their concerns which to be further exgal@t RAC-10.

The invited member, supported by some membersigmbwut that due to the existing
confusion after the Commission’s intervention oa jilstification provided in the BD,
there is a need for clarification on the requiregumentation for the Commission’s
decision-making process. Some other key elemests m¢ed urgent clarification,
such as the use of the CLH report as the basisiéoeloping a BD where the
rapporteurs should provide their written justifioat on the harmonised and non-
harmonised endpoints covered in the proposal, iicpéar for those cases when the
draft opinion does not support the dossier subnstigroposal and/or new data are



submitted during the public consultation that tepporteurs should consider in the
draft opinion.

In conclusion, RAC agreed on the need to havetglan the issue and requested the
Secretariat to consider and ensure the Commissiacfsre involvement in this
pending for clarification essential issues. The iCl@nfirmed that a specific
discussion point will be included in the Draft Agienfor RAC-10 in March, as the
Secretariat will organise a discussion on the Césiies identified during RAC-8 and
RAC-9 and will invite the Commission to activelyk&apart in this discussion and
clarify its view on the necessary documents antherway forward.

7.3b  Substances already agreed at TC C&L

The Chair informed RAC of the on-going conversaiaith the Commission. It was
explained that a solid scientific justification cpaming the data with the classification
criteria is required for legal purposes. As a cgasece, RAC recommendation for
the use of the agreed classification is not sfitias RAC must also agree with the
justification (comparison of data with criteria). dhould be also noted that the TC
C&L agreements only cover the criteria under Dixext67/548/EEC (DSD).
However, the comparison of the data with the CLiega has been never discussed
and must be discussed by RAC. Therefore, RAC opimeeds to include all
scientific justifications and comparison of datdhagriteria.

Taking into account the huge amount of expectedtiaddl work for RAC and need
to keep the highest scientific expertise of RAGtéad of creating additional work for
the members with these 87 substances, one meniest i involvement of MSCA
and ECHA in all administrative tasks of this praceBhe Secretariat confirmed that
the clarification on administrative roles is alsneoof the pending issues in the
ongoing conversations with COM and the translataisie under the CLP Regulation
might be useful in this regard.

The Chair invited the RAC rapporteur for the onljpmiitted dossier from the group
of 87 substances proposing harmonised classifitat@and labelling for
Leucomalachite Green (CAS No. 129-73-7, EC No0.264-9), as agreed at TC C&L,
to provide feedback from the ongoing accordancelchelhe rapporteur shared his
concerns related to this dossier’s accordance chligkalthough a good scientific
justification provided in the proposal, there arfficllties in the comparison of the
data with the CLP criteria due to not sufficientad&ransparency in the submitted
dossier.

A member suggested also this issue to be re-openeatiscussion in CARACAL, as
when the first discussion was held, it was condutiat accordance check for such
dossier will be needed just for purpose of the e identification. However, in the
light of the late discussions, when all requirersesttould be met, this will require
more work from the MS submitting the dossier. Theer8tariat agreed to report to
next CARACAL meeting of the RAC concerns relatediese substances, as MSCAs
originally submitted these substance dossiers@reerned parties.

Furthermore, some members underlined that alth@ugjuick and smooth process
was asked, it seems that the normal CLH processlghme applied for these 87
substances that leads to wasting of time, highlle¥escientific expertise of RAC

members and other resources across Europe fodglesamined substances.



Therefore, RAC asked the Secretariat to preparepaonide COM and CARACAL
with the resource estimations for the necessarkwours and expertise required by
RAC in order to cover this additional workload iarallel with the routine work of the
Committee.

The Secretariat also reminded to the members hoset substances for which new
data have not been provided with the CLH proposaisduring the public
consultations, could be processed faster as theceegb scientific discussion might be
lighter. There is no clarity as well on the numbbérthe CLH dossiers that will be
submitted in reality.

In conclusion, the Chair thanked the members feirtbomments and suggested a
discussion on this issue to be organised during RBCas this will allow also the
Commission’s active participation and agreementhenway of dealing forward with
these substances.

RAC agreed to postpone this discussion for RAC-a0 asked the Commission’s
observers at the meeting to transfer the messatie teelevant Commission services
to consider alternative ways for handling thesestarixes and to inform RAC of the
alternative solutions at RAC-10.

7.3c  State of play of the submitte€CLH dossiers

The Secretariat explained that the updated infaomadf the state of play of the
submitted CLH dossiers was provided with room doenimRAC/09/2010/11.
Members were informed that the recently (re-)sutaditCLH dossiers will be
uploaded to RAC CIRCA IG according to the secumptypvisions for providing
confidential information referred to under item&fithe Agenda.

8 Restrictions

8.1  Appointment of RAC (co-) rapporteurs for restiictions dossiers

The Secretariat introduced document RAC/09/2010y@4ich summarised the

intention for a restriction dossier for mercurynreasuring devices, from ECHA on
request from the Commission and the recommendatiaghe Chair for a rapporteur

and co-rapporteur. RAC agreed the document antetttanmended (co-) rapporteurs
were appointed.

The Secretariat undertook to upload to the RAC (ARG a status document after
the meeting to reflect the appointments.

8.2 General restriction issues
The Chair noted there were no new issues to report.

9 Procedure for the admission of stakeholder obseers and their experts
and information on confidentiality rules (Closed Sesion)

9a Procedure for the admission of stakeholder obseers and their experts
and information on confidentiality rules

The Secretariat introduced the members with thé gr@cedure for admission of

stakeholder observers and their experts in the wafkRAC (see document

10



RAC/09/2010/05). It was explained that a need wdentified for procedural
description of the steps that should be followe@&mwRAC considers the involvement
of additional stakeholder organisations (STO) ieithwork as regular or sector-
specific observers (incl. the meeting participatidrsector-specific observers and the
experts accompanying RAC regular or sector-spe8fi© observers for a specific
substance-related discussion. Therefore, the peobodsaft was developed on the
basis of general principles agreed by RAC at tB&imeeting and the established
good working practises in this regard.

RAC supported the draft procedure without changes.

Furthermore, RAC agreed to admit the participatainWomen in Europe for a
Common Future (WECF), Eurogroup for Animals (EURCBHP), the European
Mine, Chemical and Energy Workers’ Federation (ENFKCEBNd the European Society
of Toxicology In Vitro (ESTIV) that have expressieir interest in the RAC work as
regular observers. The Secretariat was requestenhvite these four additional
stakeholder organisations to nominate represeertattoe be involved in the RAC
routine work.

RAC took a decision to invite European Aerosol Fatien (FEA), Association of
European Candle Manufacturers (AECM), European Cibuof producers and
importers of paints, printing inks and artists’ aals (CEPE), The European
Container Glass Federation (FEVE) and Standing Citteenof the European Glass
Industries (CPIV) to participate in the work of RASS sector-specific observers on
case-by-case basis. Following this decision, therebariat was requested to update
the list of RAC-agreed sector-specific STO obsexaerd to publish it on the ECHA
website after the meeting.

Finally, RAC agreed to have this sub-item of theeseld session minuted in the general
publicly available RAC-9 minutes.

9b Information on confidentiality rules

The Secretariat introduced the members with the seeurity provisions regarding
the access to confidential information of Commgtemembers, their advisers and
invited experts explaining that the relevant docots@re uploaded to the confidential
section of RAC CIRCA IG. RAC members were inforngdhe need to provide the
Secretariat with their signed acknowledgementseog€ipt of theNotice on security
provisions regarding access to confidential information uploaded to CIRCA under
REACH and CLP either during RAC-9 or by 5 February 2010. Follogithis date,
the access to the confidential section of RAC CIRIGAof the members whose
acknowledgements have not been received, will hoked until receiving the
required document.

In addition, the Secretariat explained to the mesilee practical requirements for
granting or modifying the access of their adviserdoth confidential and/or non-
confidential sections of RAC CIRCA IG and askedsthanembers who want to
provide advisers with such access to submit theguests and the required
documentation by 5 February 2010 or later on wherh 2 need appears. Following
this date, the Secretariat will update the listregdistered advisers as RAC CIRCA
users in both confidential and non-confidentiakises.
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One member requested and the Secretariat agrqaepgare and provide a template
for registering a member’s adviser for granting/imhodg access to RAC CIRCA IG
after the meeting.

It was highlighted that it is members’ responsipilto ensure non-disclosure of
confidential information in all cases when requasgtaccess for advisers or download
dossiers in IUCLID 5 format. One member indicateat tvhen an institution has local
IUCLID 5 installation available for all users inethnstitution, the RAC member
working for this institution should use it when dawads and works with the [UCLID

5 dossiers relevant for his/her work. The Secratascommended to the members to
consider the real need for downloading an IUCLIDdssier first, as in most of the
cases the important information for formulating RAC opinion is provided in the
CLH report. However, if such downloading is realleded, the member should take
the necessary measures for ensure the non-disela$wonfidential information at
the institutional level, to download and keep thegler there until needed and as soon
as the dossier is completed, to remove it fromnbkgtutional [IUCLID system.

Finally, RAC agreed to have this sub-item of theseld session minuted in the general
publicly available RAC-9 minutes.

10 Revision of the RAC rules of procedure

The Secretariat introduced document RAC/09/201@@inting out the key changes
over its predecessor. The document was agreeeciubj the inclusion of a minor
modification proposed by a member to include theadwmotification’ in Article
5(3)(b). The Secretariat was requested to forwhed modified document to the
Management Board for approval at its meeting scleedior 4-5 March 2010.

11 RAC Manual of conclusions and recommendationdoCR)

The Secretariat presented to the members its pabpamssetting up and maintaining
of a RAC Manual of conclusions and recommendati@wesc RAC/09/2010/08). It
was pointed out that although there is no a legglirement for such document, it
might be a useful tool for avoiding duplicationtbe work or any other unnecessary
efforts for RAC members when considering issueslairo those already reflected in
the MoCR, as this on-line document will keep resoofl the identified solutions for
the key cases of general interest for the use of Rfembers, their advisers, RAC
regular observers and the ECHA Secretariat.

RAC responded positively on the Secretariat’'s psapto have such a document and
agreed with the proposed approach.

Some members came with initial comments on theerdrdnd the structure of the
draft MoCR (provided as an annex to the document®8/2010/08) suggesting the
Secretariat to consider the inclusion of generiplaxation in the entry and active
hyperlinks to the specific cases, the use of cdritetexing, the option for searching
via key words, etc.

In addition, the Secretariat was requested to asgaRAC written consultation for
providing additional comments on the structure #ralcontent of the RAC MoCR.
The Secretariat confirmed that a CIRCA Newsgroujp be created for collecting
members’ comments/suggestions and the revisedoveodithe RAC MoCR will be
distributed as a RAC-10 meeting document for pdssihbtline approval.
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12 Authorisation — working procedure for the appantment of rapporteurs
for applications for authorisations

The Secretariat introduced the main steps in apipginof rapporteur and co-

rapporteur for authorisation applications and camgathe proposed appointment

procedure with those agreed for handling CLH amsttiction dossiers.

The Secretariat proposed to start the appointmemteps already after COM has
initiated “regulatory procedure with scrutiny” toclude substances in Annex XIV of
REACH.

For each substance (or group of substances) toddeded in Annex XIV, RAC
members would be asked to express interest to keecapporteur for authorisation
applications. Based on expressions of interesivedethe Secretariat would create a
pool of potential rapporteurs for each substancgioup of substances) and seek for
RAC agreement on the pool via written procedure ibrgpplicable, at the next
available plenary meeting and propose to conshisragreement as the appointment
of rapporteurs. As soon as an application arrigeSGHA, the Secretariat will contact
the rapporteurs from the pool for this particulabstance (or group of substances) to
clarify availability of the members and the Chaitlwhen select rapporteurs among
those members who confirmed their availability,ingkinto account the individual
expertise and work load.

The Secretariat informed participants that SEAC diasussing the same document
via CIRCA newsgroup, as there were no SEAC meetingsseen before March
(consultation open until 8 February). After a shdisicussion it was proposed to open
a similar newsgroup for receiving further commdntsRAC.

Based on RAC and SEAC comments the draft proceduordd be revised and the
document would be presented to both Committeesheit tMarch meetings for
possible adoption.

13 Guidance issues

13a  Presentation of issues arising from the PEG dhe update of the guidance
document for the preparation of a CLH dossier
The Secretariat explained the procedure for updatie guidance document and the
role and composition of the PEG within this proaeduThe structure of the updated
guidance document was described with particulaareeice to the CLH report format.
It was pointed out that the revised draft guidadceument (following the PEG), the
RCOM table and comments from the two RAC membaeas ltlad participated in the
PEG had already been provided to RAC in the RACGCARG.

A brief discussion followed in which one member erithed the need to give clear
instructions in the guidance on the expectatioosflRAC in order to be able to
process the dossier efficiently. The dossier sttbmishould provide adequate
contextual information about the history of the sabce in other EU institutions and
should follow the dossier through the RAC procesd eespond to queries arising
from rapporteurs. The guidance should also clavifat options are available to RAC
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and the dossier submitter in the event that sicguifi new data arises during the public
consultation. Sufficient flexibility should alsa bouilt into the CLH report template
to allow rapporteurs to present the justification &n opinion in the most appropriate
way when preparing the background document. Amatie@mber noted the need to
strengthen section 4.9 of the guidance documenterord with the justification
demonstrating the need for action at Community lléyeadding some options for
consideratiorto help not only the dossier submitter to decidd pustify proposals,
but also RAC rapporteurs to assess this justibcatiuring the accordance check. An
environmental endpoint was used as an example: whiéte minimum number of
necessary Member States, or the minimum producedages, to consider the
European level as relevant? Can long range transpoPBT/vPvB properties be
sufficient arguments to justify the European levaimonised classification?

The Chair thanked the two RAC members that hadggzated in the PEG for their
efforts and invited any further comments by 19 Eaby 2010 in the RAC CIRCA
newsgroup that had been established. The backeforhaeting to be held after RAC-
9 was also expected to provide useful commentagdating this guidance.

13b  Presentation of the guidance update on the DNEDMEL derivation from
human data

The Secretariat gave an introduction to the ongapaate of the guidance document
for the characterisation of a dose-response foramunealth: the derivation okdved
no-effect levels (DNELs) and derived minimal effémtels (DMELS), chapter R8 of the
CSA and IR guidance.

RAC was to be consulted on the draft update folhgwine PEG discussion which was
expected to take place early Feb-mid March 201@y Hiscussion points anticipated
were: the intraspecies assessment factor; howdbvdéh negative data from studies in
humans and data which was found to be inconsistentimal and human studies.

13c  Report on other guidance activities

Within the context of the CSA & IR guidance, thec&ariat introduced the ongoing

update to chapters R14 and R15, concerned withpaticunal and consumer exposure
estimation, respectively. The two documents had lweasidered at a PEG convened
at the end of 2009. RAC was expected to be catsulh the revised versions of the
documents around the end March or early April.

The Chair also noted that RAC was expected to lsulted on an update to the
guidance on environmental exposure estimation (R@6h after RAC-9.
14 Co-operation with other bodies

14a Recent activities in the revision of the OECDexisting chemicals
programme

The OECD representative presented the recent @esivn the revision of the OECD
existing chemicals program.
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SIDS Initial Assessment Meeting (SIAM) assessedual3®60 chemicals. In the lat
two years the number of submitted dossiers andsssdechemicals decrees which
correlate with REACH implementation in Europe.

The revised program is addressed to the High Ptmstu®&olume (HPV) and non
HPV chemicals. The 44th Joint Meeting recommendecbintinue producing the full
Screening Information Data Sheet (SIDS) initial drdz assessments, elaborate
targeted hazard assessments, exposure informationiraegrated Approaches to
Testing and Assessment which aim reducing testingpncrete hazard. The program
has also to develop a simple system to keep trdckational, regional and
international assessment activities to avoid dagibn of work and improve access to
information on national and regional GHS classtfaas, e.g. via eChemPortal.
OECD is interested to link this portal to otherioaal or regional data bases.

Additionally the speaker brief RAC on experiena@2009 with CLH dossiers (TXP,
considered in the electronic discussion groups) 8tiC (Antracene discussed in
SIAM 29th and the conclusion were adopted).

OECD was seeking for cooperation with EU countrsgel ECHA. There were
differences in frequency of meetings (SIAM meetgeénper year, RAC up to 6 times
per year) and also deadlines for commenting in OBE®RAC were different.

The Chair thanked the OECD observer and expredsedniportance of receiving
information from OECD. RAC will be informed aboubgsible future co-operation
with the OECD.

14b  The work of SCOEL, occupational exposure limg and risk management
options

The SCOEL Scientific Secretariat presented the Citteenand described the legal
basis of the work of the Committee as well as thele in the establishment of EU
Occupational Exposure Limits. She also outlinedateas of common interest to both
Committees, SCOEL and RAC.

The Chair thanked the speaker and mentioned thatmembers of RAC were also
SCOEL members, a situation that will facilitate coon understanding among the
role of the Committees.

A RAC member asked how many substances are coadidar average within one
meeting. The speaker replied that currently moaa 220 substances are being debated
during one meeting. In the future the number ofstarices would be lower to insure
high level of scientific discussion.

Another member inquired how long was the processoite substance. It was
explained that the duration of procedure for onestance depends on the substance
and last from 3-4 meetings up to few years.

The relation between an OEL and DNEL (requiredhe tegistration dossier) was

also discussed. It was clarified that if it is gbksto assess on scientific basis the
exposure limit, the role of SCOEL is to asses tralable information and suggest an
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OEL. In uncertain cases the REACH procedure ismeaended, the DNEL is derived
in a tiered approach, requesting additional infdromafor refinement only when the
acceptability of the risk cannot be granted. Thielgagreed between DG EMPL and
social partners, which might clarify this subjeittwould be approved by Advisers
Committee in the upcoming weeks.

The RAC members questioned also the collaboratetwdéen ECHA and SCOEL
regarding prioritisation of chemicals for examioatiby SCOEL, and how to use the
work of other scientific committees in the workRAC.

The chair informed that the co-operation procedvuas already under discussion. The
Secretariat will further discuss how to use theesgp of both Committees to
maximum extend. The Chair added that the main catipa partner among the
scientific committees for RAC will be SCOEL.

15 Any other business

The Chair reported the outcome of the closed sedsithe stakeholder observers and
stressed on the following key decisions: the agiRAC procedure on admission of
stakeholder observers and their experts in the WbRAC, the agreed RAC decision
on involvement of additional stakeholder organmadias RAC permanent or sector-
specific observers and implementation of ECHA aderfitiality rules for members,
their advisers and invited experts.

In addition, the Chair encouraged the STO earlplvement and active contributions
to the RAC work during and after the public conastitn. RAC was informed as well
that due to a need for consultation on draft RACudeents with the parties
concerned, a disclaimer will be included in theftdréor clarification purposes.

16 Main conclusions and Action Points of RAC-9

The Secretariat presented the main conclusions aamtion points of the RAC-9
plenary meeting for final comments and agreemernthbyCommittee. All suggestions
were reflected accordingly and RAC agreed the derunThe main conclusions and
action points are attached as Part Il of theseingeatinutes.
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Part Il. Conclusions and action points

MAIN CONCLUSIONS

(Adopted at the Ninth

& ACTION POINTS
meeting of RAC)

(26-28 January 2010)

Agenda point

Conclusions / decisions / minority opinions

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

1. Adoption of the Agenda
The Agenda (RAC/A/09/2010 rev.1) waSECR to upload the adopted Agenda to the
adopted without any changes. RAC CIRCA IG as a part of the RAC+9

One member has declared potential conflic
interest to one Agenda sub-item.

t wiinutes.

4. Adoption of RAC-8 Draft Minutes

The minutes of RAC-8 (RAC/M/08/2009 drg
final) was adopted with few editorial changes.

It SECR to upload to the RAC CIRCA IG an
the ECHA website the adopted minutes

6. Requests according to Article 77(3)(c)

6a. Discussion and adoption of draft opinion on bac acid and its compounds in

photographic applications

In scenarios assuming foreseeable typical

conditions we arrive at RCRs below on&soon as possible and send it to SECR

indicating acceptable risk from photochemi
applications, also when combined with expos
from food and drink.

For reasonable worse case scenarios we
some RCRs above one, when combined
exposure from food and drink.

The opinion will address the uncertainties of
put parameters and discuss probabilities of
scenarios.

r

uBapporteur to revise the draft opinion as
cal
UIBECR to distribute the revised draft opinic

for comments, as soon as received

N

'\h,ﬂ%{gpporteur to consider the comments a
modify the opinion, if needed

INSECR to organise the adoption of the final

thaft opinion by urgent written procedure

6b. Framework for requests according to Article77(3)(c)

RAC agreed to provide written comments to
draft Framework for requests according
Article 77(3)(c).

thEECR to create a newsgroup for collecti
tonembers’ additional comments on the d
framework after the meeting

ng
raft

Members to post their comments in th
respective newsgroup by 9 February 2010

e

SECRto revise the draft framework, consult

with COM and distribute it as a meeti

17



| document for RAC-10

7. CLH dossiers

7.1a. Epoxiconazole

Preliminary agreement was reached on
classification for epoxiconazole &tepr. Cat
2; R61 (under Dir 67/548/EECpr Repr 1B
(under CLP Regulation) subject to t
provision of additional information o
hormones and post-implantation losses for
purposes of presenting the final opinion.

tHer. Ulla Hass to provide the rapporteur with
an additional supporting paper on hormones
and post-implantation losses by 20 February
he010
n
tHRapporteur to revise the opinion and BD
soon as possible after receiving the additic

AS
nal

paper and to provide to the SECR the revised
draft opinion.
SECR then to provide revised opinion and
BD to RAC for final comments.
7.1b. Indium phosphide
RAC adopted the opinion and the backgrouSECR to upload the adopted opinion and |its
document for indium phosphide. RAC membeamnexes to the RAC CIRCA IG and publish
agreed with the view of the rapporteurs | them on the ECHA web site after the meetipg.

support the proposed classification and labell
Carc. Cat2, R45;Repr. Cat 3, R 62; T, R48/23
(under Dir 67/548/EEC)r Carc. 1B, H350;
Repr 2; H361f; STOT Rep.1l, H372(under
CLP Regulation).

RAC also agreed to include a footnote and
in the scientific justification concerning note
This would be applied to all substances with
harmonised hazard classes.

RAC also agreed on the footnote to be inclu
in relation to the hazard statements H360
H361, when appropriate.

ng:
SECR to forward to COM the adopte
opinion and its annexes after the meeting.

[ext
non

ded
and

7.1c. Di-tert-butyl peroxide (DTBP)

RAC adopted the opinion and the backgrol
RAC members agre

document for DTBP.
with the view of the rapporteurs to support
proposed classification and labellifguta. Cat
3, R68(under Dir 67/548/EEC)r Muta. Cat. 2,

H341 (under CLP RegulationRAC decided to

include S23 but not S33 in their opinion.

RAC agreed that S-phrases should only

discussed as far as related to the actual propd

its
ed

WEECR to upload the adopted opinion and
raghnexes to the RAC CIRCA IG and publish
tibem on the ECHA web site after the meeti

SECR to forward to COM the adopte

opinion and its annexes after the meeting

be
sal.

7.1d. Trixylyl phosphate (TXP)
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RAC adopted the opinion and the backgrot
document for TXP. RAC members agreed W
the view of the rapporteurs to support
proposed classificatioRepr. Cat 2, R 60(under
Dir 67/548/EEC)or Repr 1B, H360F (under
CLP Regulation).

RAC agreed to include the footnote related to
hazard statement H360.

WSECR to upload the adopted opinion and
itnnexes to the RAC CIRCA IG and publish
[Heem on the ECHA web site after the meeti

SECR to forward to COM the adopte
opinion and its annexes after the meeting

the

7.1e. Abamectin/Avermectin Bla

Members to provide their comments on tf
1% rapporteurs’ draft opinion and its anne
by 12 February 2010 via the respective R
CIRCA Newsgroup

Rapporteurs to provide revised dral
opinion, BD and also ORCOM depending
the comments received by 03 March 2010.

SECR to distribute the revised draft opinic
and its annexes to RAC members for furt
discussion and possible adoption at RAC-
as soon as the documents are received.

7.2 Appointment of (co-) rapporteurs for CLH dosiers

RAC agreed to appoint the rapporteurs for
newly registered CLH intentions and ¢
rapporteurs for some of them (see docun
RAC/09/2010/03_rev.2)

ti=ECR to upload in RAC CIRCA IG thg
aipdated status document to reflect R

meeting.

SECRto identify potential co-rapporteurs a

encourage them to fill the vacant position.

its
ed

ne
es
AC

—

on

N
her
10,

1%

=

AC

emgpointments for CLH proposals after the

nd

7.3 General CLH Issues
Comments on the templates for the CLH opini

on and

RAC agreed on the need to have clarity on
issue and requested SECR to consider and e
COM active involvement in this pending f
clarification essential issue.

tB&ECR to organise a discussion on the C
ngesees identified during RAC-8 and RAC
ofor which a view of COM has been reques
during RAC-10 and to invite COM to active
take part in this discussion for furth
clarification on the way forward

| H
-9
ted

y
er

7.3a Substances already agreed at TC C&L

RAC agreed to postpone this discussion
RAC-10 and asked COM to consider alternaf
ways for handling these substances.

RAC asked SECR to prepare and provide C
and CARACAL with the resource estimatio

fBECR to organise a discussion on this is¢
ideiring RAC-10 and to ask for the COM
active participation in the discussion in org
to agree on the way of dealing forward w
Otivese substances.

sue

ler
ith

ns
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for the necessary work hours and exper
required by RAC in order to cover this additiot
workload in parallel with the routine work of tf
Committee.

tISECR to report to next CARACAL meetin
nalf the RAC concerns related to the
1substances, as MSCAs originally submit
these substance dossiers are conce
parties.

se
ted
rned

8 Restrictions

8.1 Appointment of (co-) rapporteurs for Hg in

measring devices

RAC took note of the
RAC/09/2010/04 and agreed to appoint

volunteering RAC members as a RAC rapporteajppointments for this restriction dossier af
and a co-rapporteur for the expected Annex Xkfe meeting.

restriction dossier.

documenBSECR to upload in the RAC CIRCA IG th

hpdated status document to reflect R

e
AC
ter

9.
on confidentiality rules

Procedure for the admission of stakeholder @ervers and their experts and information

9a Procedure for the admission of stakeholder obseers and their experts

RAC agreed on WP

RAC/09/2010/05_rev.1).

(da

RAC agreed to admit the participation of Won
in Europe for a Common Future (WECH
EMCEF, Eurogroup for Animals and Europe
Society of Toxicology In Vitro (ESTIV) in thg
RAC work as regular observers.

RAC agreed to invite European Aeros
Federation — FEA, Association of Europe
Candle Manufacturers, CEPE, FEVE and CF
(Standing Committee of the European Gl
Industries) to participate in the work of RAC
sector-specific observers on case-by-case bas

RAC agreed to have this sub-item of the clo
session minuted in the general publicly availg

cSECR to upload the agreed procedure to
RAC CIRCA IG and publish it on ECHA we
site (after the meeting).

en

FBECR to invite Women in Europe for
agommon  Future (WECF), EMCEF

2 Eurogroup for Animals and European Soci
of Toxicology In Vitro (ESTIV) to nominats
their permanent representatives and to inv(

sahem to the Committee’s work (after t
ameeting).

PV

aSECR to update the list of RAC-agree
asector-specific STO observers and to pub

5ig.on the ECHA website (after the meeting).

sed
ble

RAC-9 minutes.

the
b

_Ilm

ety

U

nlve

2d
lish

9b Information on confidentiality rules

RAC took note on the security provisionslembers who did not sign the collectiv

regarding the access to confidential informa
uploaded to RAC CIRCA IG.

RAC agreed to have this sub-item of the clo
session minuted in the general publicly availg
RAC-9 minutes.

i@cknowledgement of receipt of tiNetice on

security provisions regarding access to
confidential information uploaded to CIRCA
sadder REACH and CLP to sign and send t
flee Secretariat  their individu
acknowledgementsy 5 February 2010
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SECR to prepare a template for registering
member’'s adviser for granting/modifyir
access to RAC CIRCA IG (after the meetin

RAC members to inform the Secretariat
they want to grant any CIRCA access to sd
of their advisers providing the requirs
information in this regardoy 5 February

SECR to update the list of RAC CIRCA use
in both confidential and non-confidenti
sectionsafter 5 February 2010

2010o0r later on when such a need appears|

J a
g

me
ad

rs
al

10. RAC Rules of procedure

RAC agreed on the proposed revision of
RAC RoPs with a minor modification.

tIBECR to forward the revised RAC RoPs f
approval at the Management Board mee
in March 2010

ng

11.

RAC Manual of conclusions and recommendatien

RAC agreed with the Secretariat’'s proposa
have a MoCR.

tBECR to create a newsgroup for collecti
members’ additional
structure and content of the draft RA
MoCR after the meeting.

Members to post their comments by 1
February 2010.

SECR to revise the structure and content
the draft RAC MoCR and distribute it as
meeting document for RAC-10

ng

comments on the

\C

2

of

12. Authorisation
Working procedure for the appointment of rap

orteurs for applications for authorisations

RAC agreed to provide written comments to
draft procedure for appointment of rapporte
for authorisation applications.

thEECR to create a newsgroup for collecti
umhembers’ comments on the draft proced
after the meeting

Members to post their comments in th
respective newsgroup by 9 February 2010

SECR to revise the draft procedure a
distribute it as a meeting document for RA

10

ng
ure

e

nd
C_

GENERAL

SECR to upload all presentations, rog
documents and RAC-9 Main conclusions &
action points (i.e. this doc) to RAC CIRC

m
and
A

IG by 02 February 2010.
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Part Ill. Lists of Attendees
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ECHA staff

BARANSKI Boguslaw

DE BRUIJN Jack

BARRON Thomasina

HOLLINS Steve

BORGES Maria Teresa

ERICSSON Gunilla
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REUTER Ulrike (adviser to Helmut GREIM)

VAN ELSACKER Paul (adviser to Karen VAN
MALDEREN)
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BALL, Wayne (an observer accompanyi
the nominated observer represent
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ng
ng

Invited experts

DANIELSSON Bengt (the representative
the Swedish CA, the dossier submitter
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for

KINZL Max (invited expert for borates)

OHLSSON Adadthe representative of
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ANNEX I. Final Agenda of the RAC-9 meeting

ANNEX II.  Lists of documents submitted to the Members ef @ommittee for

Risk Assessment for the RAC-9 meeting
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ANNEX |

RECHA

European Chemicals Agency
26 January 2010

RAC/A/09/2010

Final Agenda
Ninth meeting of the Committee for Risk Assessment

26 January — 28 January 2010

Helsinki, Finland

26 January: starts at 9:00
28 January: ends at 12:30

| ltem 1 — Welcome & Apologies |

| ltem 2 — Adoption of the Agenda |

RAC/A/09/2010
For adoption

Item 3 — Declarations of conflicts of interest tahe Agenda

Item 4 — Adoption of the draft minutes of RAC-8

* Adoption of the draft minutes
RAC/M/08/2009 dratft final
For adoption

Item 5 — Administrative issues and information itens

Status report on the RAC - 8 action points
Outcome of written procedures

Feedback on the annual survey of members
Report from other ECHA bodies and activities

RAC/09/2010/10 (Room document)
For information

oo op
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Item 6 — Requests according to Art 77(3)(c) of REAB

a. Discussion and adoption of the draft opinion ondacid and its
compounds in photographic applications

For adoption
b. Framework for dealing with requests according to Ai(3)(c) of
REACH

RAC/09/2010/01
For discussion

Item 7 — CLH

7.1  CLH Dossiers
a. Epoxiconazole RAC/09/2010/02
For discussion
b. Indium phosphide
For adoption
C. DTBP
For adoption
d. Trixylyl phosphate
For adoption
e. Abamectin
For discussion

7.2  Appointment of RAC (co-) rapporteurs for CLH dossiers (if relevant)
. Appointment of RAC (co-) rapporteurs for CLH dossie

RAC/09/2010/03_revl (Room document)
For agreement

7.3  General CLH issues
a. Substances already agreed at TC C&L
For discussion
b. State of play of the submitt&fl H dossiers

RAC/09/2010/11 (Room document)
For information

Item 8 — Restrictions

8.1  Appointment of RAC (co-) rapporteurs for restriction dossiers
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. Appointment of RAC (co-) rapporteurs for the mescur measuring
devices restriction dossier

RAC/09/2010/04
For agreement

8.2 General restriction issues

. Update on intended restriction dossiers
For information

Item 9 — Procedure for the admission of stakeholdeobservers and their experts
and information on confidentiality rules (Closed Sesion)

RAC/09/2010/05 & RAC/09/2010/06
For agreement

‘ Item 10 — Revision of the RAC rules of procedure |
. Second revision of the RAC rules of procedure

RAC/09/2010/07
For agreement

‘ Item 11 — RAC manual of conclusions and recommendains |

. RAC manual of conclusions and recommendations

RAC/09/2010/08
For discussion and possible agreement

Item 12 — Authorisation

. First discussion of the working procedure for dppointment of
rapporteurs for applications for authorisations

RAC/09/2010/09
For discussion and possible agreement

Item 13 — Guidance issues

a. Presentation of issues arising from the PEG onupéate of the
guidance document for the preparation of a CLH i@oss

b. Presentation of the guidance update on the DNEL/DMErivation
from human data

C. Report on other guidance activities

For information

Item 14 — Co-operation with other bodies

. Recent activities in the revision of the OECD dargichemicals
programme
. The work of SCOEL, occupational exposure limits &asi

management options
For information
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Item 15 — Any other business

. Report back from the closed session

Item 16 — Action Points and main conclusions of RA®

. Table with action points and decisions from RAC- 9

For adoption
000

27




ANNEX Il

Documents submitted to the Members of the Committetor Risk Assessment

for the RAC-9 meeting.

RAC/A/09/2010_revl

Final Draft Agenda — Ninth megtof the Committee for Risk Assessment

RAC/M/08/2009 Minutes of the"Bmeeting of the Committee for Risk Assessment # éirel

RAC/09/2010/10 Administrative issues and informadtit@ms

RAC/09/2010/01 Framework for dealing with requdstsopinions according to Article (77)(3)(c) of
REACH Regulation

RAC/09/2010/02 Outline of the discussion on thesifecation of epoxiconazole for developmental

toxicity at RAC-9

RAC/09/2010/03_rev.2
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