BRECHA

European Chemicals Agency

Helsinki, 5 October, 2009
RAC/M/07/2009 final

Final

Minutes of the 7th meeting of RAC
(30 June — 3 July 2009)



Part I. Summary Record of the Proceeding of the jait session of the Committee for
Risk Assessment (RAC) and the Committee for Socicenomic Analysis (SEAC)
within the 7th meeting of RAC and the 4th meeting bSEAC

(30 June — 1 July 2009)

1. Welcome notes by RAC and SEAC Chairs

Ms Sharon Munn (Chair of the Committee for Risk @ssnent, ECHA), who chaired the first half
of the meeting, welcomed the participants of thetjsession of the Committee for Risk Assessment
and the Committee for Socio-economic Analysis hiithin the seventh meeting of RAC and the
fourth meeting of SEAC. The Chair informed the nregethat among the participants of the joint
session there were 30 RAC members and 26 SEAC menihb® replacements of RAC members
and four replacements of SEAC members, four adsisérRAC members and five advisors of
SEAC members as well as three representatives ef Gommission services and nine
representatives of stakeholder organisations [jaatiog in the meeting as observers. The list of
attendees is given in Part Il of the minutes.

The Chair informed the participants that the meptwould be recorded.

2. Adoption of the Agenda for the joint session
The Agenda of the joint session (RAC/A/07/2009,tPand SEAC/A/04/2009 rev.1, Part Il) was
adopted without any changes.

No participants declared any conflict of interestite items on the Agenda of the joint session.

3. Preparatory session for the role play

The Chair explained that prior to and during theosel meeting of the SEAC-RAC Arrangement on
20 April 2009 its members participated in a rolaypbf rapporteurs’ tasks based on a transitional
dossier on MCCPs (medium-chain chlorinated parsffiThe participants of the Arrangement
suggested repeating the role play in the joint RMEAC meeting using a simplified Annex XV
dossier. A presentation was then given by the $mtaé describing the purpose of the role play,
suggesting how to structure the discussions irbthak out groups, explaining the roles of different
players as well as providing other useful advicehow to work during the role play. The main aim
of the role play was to simulate the discussiorsvéen the RAC and SEAC rapporteurs during
their first dialogue foreseen in the working progex$ on developing RAC and SEAC opinions on
Annex XV restriction dossiers. Each group was as=igo exchange views and form a preliminary
opinion on the appropriateness of the proposedatsh on MCCPs in leather fat liquoring and not
proposing a restriction on the use of MCCPs in imetaking fluids.

4. Role play in break out groups
Parallel discussions were held in eight break ootigs on a simplified MCCP dossier.

5. Welcome notes by Executive Director

Mr Geert Dancet, the Executive Director of ECHA leeened the participants of the joint plenary
session of RAC and SEAC. He explained that sucina neeting was the first of its nature and that
ECHA considered it was important to bring these keg ECHA Committees together at an early
stage as their future work on authorisations asttictions will be very closely linked.

The Restrictions title of REACH provides that then@nittees for Risk Assessment and Socio-
economic Analysis shall each formulate an opinianaorestriction proposal, which will then be
submitted by ECHA to the European Commission fateaision. Therefore, the need to find a
“common language” for the two Committees is cora. Mancet recalled that it was with this
objective in mind that a crash course on socio-eoua analysis was provided for the members of
RAC in early 2009 and a chemical safety assessowmnse was provided for the SEAC members
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prior to the joint RAC-SEAC session. The Execuliesctor expressed his hope that these training
sessions had served to broaden the common und#irsjaof the respective roles of the
Committees.

Mr Dancet also stressed that the joint plenaryisesprovided a unique opportunity for the
members of both Committees to get to know eachr@he try to understand each others concerns
and needs in their work. He added that the meetmgd hopefully enable a fruitful and successful
collaboration between the Committees and the iddali members so that the Agency, of which the
two Committees are part, can deliver high qualfinmns to the decision makers.

6. Lessons learnt from the role play

A presentation on the lessons learnt from the ptdg, prepared together with the facilitators af th
break out groups, was given by the Secretariat. di$eussion on the lessons learnt as well as the
presentation given by the Secretariat have beermsuized and presented in Annex lll of the
minutes.

The Secretariat proposed to finalise the presemtaind upload it to CIRCA by 7 July 2009 and
would also upload to Circa the Chair's summary frdme second meeting of the SEAC-RAC
Arrangement.

7. Common restriction issues

a) Overview of current restrictions in Annex XVII

A presentation was given by the Secretariat desgrithe Annex XVII restrictions. According to
the REACH Regulation (Article 3(31)), a restrictioreans any condition for or prohibition of the
manufacture, use or placing on the market. Thisndiein is broad and open and gives a lot of
possibilities to build up a restriction. Article @3 of REACH sets the basic conditions for the
introduction of a restriction and these are unatad@p risk to human health or the environment, and
Community-wide action required to address this .riskportant restriction characteristics are
effectiveness (targeted to the effects, capableedficing these effects to an acceptable level and
within a reasonable period, proportional to thek)rigpracticality (implementable by the actors
concerned, enforceable and manageable by the #@ighpand monitorability (possible to monitor
the result of the implementation). The contenthef ipdated Annex XVII, which entered into force
on 27 June 2009, was explained as well as the mlaments of the Annex XVII entries. The
Secretariat explained the difference in regulatapproach between a total ban and a targeted
restriction, and illustrated both types with exaespl Possible restriction conditions were also
described and examples were given. Finally, sorasores for the diversity of restrictions were
highlighted. It was concluded that the approaches$ @nditions are likely to be diverse in the
future restrictions, too.

A participant asked whether it is possible to smtditions under REACH which would be very
close or even the same as they would be under d#fyal instruments, such as the Water
Framework or IPPC Directives. The Secretariat egplihat as a restriction is defined as “any
condition” under REACH, it would be in principle ggible to introduce such a condition. However,
for legal coherence and consistency, it would netdppropriate to propose conditions under
REACH if they would be more appropriately addresseder other legislation.

b) Examples of process in the past for developmenf these Annex XVII entries

The Secretariat presented an example of how thectes had been developed in the past, based
on the organotins case. Organotins are mono-sutestitorganotins (e.g. used as plasticisers,
catalysts), di-substituted organotins (e.g. stadii, catalysts) and tri-substituted organotins
(historically used e.g. as biocides in anti-foulprg@ducts, consumer products, wood treatment and
as pesticides). Exposure to certain organotin camg® has been scientifically proven to disrupt the
endocrine system and cause harm to human healtthanenvironment. Organotins are used in a

3



large number of different applications, includingmy consumer products; consumers are therefore
exposed to a range of different products containmygnotin compounds. The starting point was the
restriction on placing on the market and use ofinagins through amendments to the Marketing
and Use Directive (76/769/EEC — “Limitations Dirget’), which covered the main biocidal uses of
organotins. The Commission Directive 2002/62/EC 9ofJuly 2002 restricted the use of all
organostannic compounds in quite general termssietified the use — in biocides — in some detail
and was thus practically directed towards tri-sittetd organotins. Further work in years 2002-
2009 was prompted by national concerns and the @éeaehroader restriction was adopted on 28
May 2009 (Commission Decision 2009/425/EC). Theomctand the main documents in the
restriction process were described as well as wh8ens given regarding the discussions, the
process, the stakeholders™ participation and tbgrpss. Finally, equivalent points in the REACH
process were identified.

A participant observed that for a lot of other dabses under the Directive 76/769/EEC, almost the
same discussions took place in the working groughefCouncil as in the Limitations Working
Group. The process was therefore very time-consgimirthe past. Another participant emphasised
the preparatory work of the dossier and expresBedconcern that REACH does not give much
possibility for involvement of other MS competentitfzorities (CAs) or stakeholders in the
preparatory phase. The Secretariat respondedidegistry of Intentions (Rol), which is publicly
available, provides information on the restrictiemgler preparation and gives thus a possibility to
the parties concerned (including stakeholders) dotribute early in the process. Stakeholder
consultation during the preparation of a restrictaossier is highly recommended. A participant
asked how many restriction dossiers the Commitéeesthe Secretariat will have to handle. The
Secretariat replied that the number of dossiersdeihend on MS CAs (how active they are) and on
the Commission who can ask ECHA to prepare theicdeh dossiers. The Secretariat added that a
discussion forum had been created for MS CAs toudis their intentions before submitting them
officially into the Rol. Such an informal Rol pralés a good possibility for ECHA to know well in
advance which dossiers are coming and when.

c¢) Draft opinion and background document template

The Secretariat recalled that SEAC had discusseddtdtument “The opinion of SEAC on a
restriction proposal” (SEAC/03/2009/05) in its thimeeting in February 2009. In April 2009, RAC
discussed a parallel document “The opinion of RACaarestriction proposal” (RAC/06/2009/19),
prepared as a revision of the SEAC document. Iftidgathe document for RAC, ECHA had
carefully taken into account the results of thecdssion in the SEAC-3 meeting as well as the
written comments submitted by SEAC afterwards. dditon, the Secretariat had consulted the
Commission services as the opinion ultimately ndeidebe useful in the “comitology” process
(with parliamentary scrutiny reservation). The nmagt document (RAC/07/2009/31 and
SEAC/04/2009/17) had been updated on the basiseodiscussion in the RAC-6 meeting and was
now presented to both Committees for agreement SHueetariat explained that the template aimed
to provide a general outline and structure for dpenions and it was proposed to be used as a
starting point for the work. Once experience hadnbgained on preparing the opinions and the
background documents, the template could be mad#geappropriate. Furthermore, the Secretariat
stressed that as dossiers would probably vary deradly, the template needed to be used in a
flexible manner (e.g. how the exact wordings wereiulated).

RAC and SEAC agreed on the proposed Opinion andddaand Document template.

d) Clarification of the support available to RAC ard SEAC rapporteurs

The Chair explained that the meeting document RARMO9/32 for RAC and SEAC/04/2009/18
for SEAC summarised the sources of support thatldvbe available to RAC and SEAC (co-
Jrapporteurs within the process of development &CRand SEAC opinions on Annex XV
restriction dossiers. The Chair recalled that tleednfor such a summary was flagged by the
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Committees within their discussions on the termsrejérence for (co-)rapporteurs (ToR) and
originally the intention was to include it in theoR as an annex. However, it was later not
considered appropriate to include it in the ToR @ndas decided to produce a separate document
on this topic instead. A brief presentation wasiten by the Secretariat describing all sourdes o
support available to RAC and SEAC rapporteurs distethe document - MS, dossier submitter,
ECHA Secretariat, other Committee members, ad hodking groups, invited experts, members’
advisors and observers. It was stressed that tiresupport to a (co-)rapporteur should be provided
by his/her MS and thus, before accepting the notminato become a (co-)rapporteur, the
Committee member should make sure that the MS wbeldeady to provide adequate support to
execute his/her tasks.

A participant proposed to make this document abkglalso to MS CAs. It was agreed that the
Secretariat would forward the document to CARACAL their next meeting.

8. Information on the registered intentions for sulmnitting Annex XV dossiers proposing
restrictions

The Secretariat informed the meeting that Titlel 6flREACH had entered into force from 1 June
2009 and that there was already a few intentiogistered in the Rol (by Norway and France). The
Rol is publicly available on the ECHA websitel. T®ecretariat asked RAC and SEAC members to
consider volunteering for rapporteurships and @poateurships on the basis of the information
provided in the Rol. It was also noted that acaggdio the Committees’ working procedures, the
appointment of rapporteurs and co-rapporteurs shbel done at the earliest possible stage and
further formalised at the latest after the Annex Xdssiers proposing restrictions have been
submitted.

A participant asked whether it was possible toifsidrom the MS CAs who have submitted their
intentions whether the dossiers under preparatios raainly related to human health or
environmental risks or both. Such information wobll helpful for RAC and SEAC members in
deciding whether to volunteer for the rapporteyrsfihe Secretariat agreed to clarify this with the
MS CAs concerned.

9. Joint information session
Starting from the Agenda Point 9, the meeting waaired by Ms Ann Thuvander, Chair of the
Committee for Socio-economic Analysis, ECHA.

a) Process for guidance updates

The Chair explained that the Agenda Point on tloegss for guidance updates was introduced in
the Agenda of the joint session as a result ofélgeest from RAC expressed in the RAC-6 meeting
to clarify the possibilities for the Committee taitiate an update of ECHA guidance relevant to
RAC tasks. The ECHA Secretariat agreed to raisassue with the ECHA guidance team and to
bring forward a proposal for a procedure to addtéss possibility which would feed into the
currently agreed process for guidance updates.

The Secretariat then presented the meeting docuni®A€C/07/2009/33 for RAC and
SEAC/04/2009/19 for SEAC, which described the pssder guidance updates and the role of the
Committees in this process. The legal basis for EQbl provide guidance is given in Article
77(2)(g) of the REACH Regulation, according to WhieCHA'’s task is, where appropriate, to
provide technical and scientific guidance and tduols the operation of REACH for industry,
especially SMEs, and for other stakeholders. Guiddm not a legally binding document, but it
provides industry and authorities with a commordyezd view on how to implement the REACH

! http://echa.europa.eu/chem_data/reg_int_tablesfregurr_int_en.asp
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Regulation. The Secretariat informed the meetireg thfew months ago the ECHA’s Framework

for the Governance of Guidance Management had &éepted, which gave a general structure on
how to implement the process of developing or updajuidance. According to this framework, an

important step in guidance development/update @sctinsultation process. The Committees were
informed that during the consultation procedurea@pecific guidance document the consultation of
stakeholders takes place through a Partner ExpeigG(PEG), ECHA Committees and/or the

Forum, and finally MSCAs (CARACAL). The Committeatso have a possibility to raise issues

themselves and were advised to channel these issaethe ECHA Secretariat. However, the

Secretariat emphasised that the Committees shaidd only such issues which have an impact on
the Committee’s work.

One participant asked whether ECHA foresees the gaotedure for the updating of the guidance
on CLP. The Secretariat confirmed that the sameggahare will be used for the CLP Regulation.

b) Conclusions and recommendations from the authosation workshop of January 2009

The Secretariat reported on the workshop on thedidate List and Authorisation as Risk
Management Instruments under REACH held in Jan2&@9. Reasons for organising such a
workshop, main conclusions as well as recommenasitmd follow-up actions were described. The
Secretariat informed the meeting that the linkhne teport of this workshop had been uploaded to
both RAC and SEAC CIRCA Interest Groups.

10. Feedback from other ECHA bodies and activities

The Chair of the Committee for Risk Assessment sarsed the recent developments in RAC.
With regard to classification and labelling, 16 @tance checks had been completed on the
submitted dossiers and six were still in processe@& public consultations were ongoing and two
have already been completed. The meeting was iefdrthat RAC would discuss its first draft
opinion (on diantimony trioxide) within the RAC sapte session following the joint RAC-SEAC
plenary meeting. The Chair of RAC also mentioneat the working procedures on classification
and labelling were being revised due to the chamglee legal basis with the entry into force of the
CLP Regulation.

The Chair of the MSC gave feedback from the last meetings of the Committee — the MSC-7
held in April and the MSC-8 held in May 2009. Dwithese meetings, the Committee discussed
mainly its opinion on ECHA’s draft recommendatiasr the inclusion of substances into Annex
XIV. The opinion was drafted by the rapporteur witie help of a working group consisting of six
members of the Committee, and was based on thewiol§ input: ECHA’s original draft
recommendation and supporting documents, commerishiged within the public consultation
(altogether 365 comments were received), ECHA’parse to these comments and ECHA'’s draft
recommendation revised on the basis of the commdits Chair of the MSC described the
challenges which the Committee had faced in th@ayegion of the opinion and informed the
meeting that ECHA'’s final recommendation took iatount the opinion of the MSC and that the
establishment of the Annex XIV by the Commission ba expected in late 2009 — early 2010. The
MSC work plan for the second half of 2009 was #&isefly introduced.

The Secretariat then made a brief report from #s two meetings of the ECHA Management
Board (MB). In its meeting in April 2009, the MB @ated ECHA'’s general report of 2008 as well
as the Executive Director's annual activity repafr2008. Both reports had been published on the
ECHA website. The rules of reimbursement of REA@Bks to MSs were discussed and agreed. It
was also noted that four new stakeholder organisstiwere added to the list of eligible
stakeholders (the names of the organisations heee published on ECHA’s website). In the June
2009 meeting, the discussion was mainly concemtratethe access of MSCAs to REACH-IT. The
enforcement authorities’ access to REACH-IT was édsiched upon and the MB had agreed to a
document concerning the list of data in REACH-ITwbich the enforcement authorities should
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have access. The Secretariat mentioned that theirap@nt of three new members of the
Committees took place in the June MB meeting.

A report was also given by the Secretariat fromlésé Forum meeting. One of the main discussion
points was the access of the enforcement autheotiieREACH-IT. Co-operation with the customs

was also discussed and a working group was decdalé@ created to facilitate this co-operation.

The Forum adopted its working procedure for develept of the Forum advice on enforceability of

the Annex XV proposals for restriction and estdidid a working group on Restrictions to facilitate

the elaboration of the Forum advice.

Finally, a brief report was provided from the J@@®9 CARACAL meeting. The access of MSCAs

to REACH-IT was extensively discussed also in thiseting. Timelines for the processing of a

restriction dossier as foreseen in the working edoces of the Committees were introduced to the
CAs, foreseeing four possible submission dates yea according to the cycle of Committee

meetings but with a request to aim to avoid onthefdates which would lead to difficulties in one

of the critical steps which would fall in the summmeliday period. The dossier submitter’s tasks in
the working procedures of RAC and SEAC were alsss@nted, which MSCAs agreed to. The

workshop on Evaluation planned for MSCAs for Sefier2009 was announced by ECHA. The

Secretariat also informed the meeting that a dootioe the Rol was provided to the MSCAs and

proposed to make this document available also t€ RAd SEAC for information.

11. Co-operation with other Community bodies

The Secretariat explained that the REACH Regulatmmtains legal provisions that address the co-
operation with and co-ordination of the work betwdeCHA and other European Community
agencies and scientific committees of relevant BEitutions and bodies (like the European Food
Safety Authority and the Advisory Committee on $gfélygiene and Health Protection at Work).
The scope of co-operation and co-ordination ofwek should embrace the opinions adopted by
the ECHA Committees but also possibly other typlesosoperation. The Secretariat informed the
meeting that the REACH Regulation calls also farfally adopted Rules of Procedure (RoPs) on
the aspects of co-operation. As Committees areetodmsulted when establishing these RoPs, the
meeting document RAC/07/2009/34 for RAC and SEAC0@9/20 for SEAC presented a
roadmap towards their adoption with the indicatimninvolvement of the Committees in the
process. Possible elements for the RoPs were intsatito RAC and SEAC.

12. Administrative issues

a) Remuneration of RAC and SEAC rapporteurs for Anrex XV dossiers proposing a
restriction

The Secretariat recalled that in line with the REEARegulation, a proportion of fees collected by
ECHA under the Fee Regulation should be transfeiwwedSCAs to compensate them for certain
REACH tasks (substance evaluation and rapporteuk wone in RAC and SEAC on restrictions
and authorisations). According to the Fee Reguiatib is for the MB of ECHA, following a
favourable opinion from the Commission, to estdblimancial arrangements for such transfers,
including the amounts to be transferred. The Cotesstwere informed that the MB had discussed
in its meeting in February 2008 the reimbursemdntsks executed by MSs and had appointed a
working group chaired by the ED of ECHA, consistimigrepresentatives from DE, UK, SE, the
Commission and ECHA. The final report of this waidkigroup, together with the proposal for a
Decision on the financial arrangements for trangfera proportion of fees to the MSs, was
presented to the MB at its meeting in April 200%ene the MB approved the proposed draft
decision after which it was sent to the Commisdmmopinion. The Secretariat added that after
receiving an opinion from the Commission, the MBI Wwave to adopt the decision. The Secretariat
presented the legal framework of the draft decisiba principles followed in the development of
the draft decision as well as the scale of paymssité it.
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b) RAC/SEAC members’ access to information in REACHT

The Chair informed the meeting that the Room doecumRAC/07/2009/46 for RAC and
SEAC/04/2009/23 for SEAC had been distributed ® plarticipants of the meeting summarising
RAC and SEAC members’ information needs for dat& PFACH-IT. The presentation was then
given by the Secretariat describing what kind ofess to REACH-IT MS CAs, enforcement
authorities and members of the Committees will hdle MS CAs will have a full access to the
REACH-IT database (with the exception of the PPORBYwever, as it contains confidential
business data, very strict security requiremenlishaive to be applied. The enforcement authorities
will have an access limited to an extract of REAOH:alled RIPE. The Committees were informed
that the MB had approved in its June 2009 meetieglist of RIPE data compiled by the Forum.
The Committees’ members should have access toatzengeded for their work but this has to be
defined. The Secretariat informed the meeting thiathe moment CIRCA is going to continue to
be used for sharing of data. However, more preseseirity rules will have to be applied on the
handling of the data by members. The Secretaritgdnthat for 2010 ECHA is going to prepare a
new secure system to replace CIRCA.

It was agreed that the Secretariat will open atemittommenting round on the Room document
RAC/07/2009/46 for RAC and SEAC/04/2009/23 for SEAC

13. AOB

The Secretariat informed the meeting that the MBsesl in its last meeting the ECHA Guide for
the Reimbursement of travel and accommodation esggeand payment of subsistence allowances
and that the only change concerned the amountadatien for lunches and dinners organised by
ECHA.

14. Action points and main conclusions of the joinRAC-7 and SEAC-4 session
RAC and SEAC agreed on the conclusions of the jg@ssion and the action points to follow the
joint session as laid down in Part Il of these nésu

Part Il Summary record of the proceedings of the RAC separate session (2-3 July)

1. Welcome and apologies

The Chair welcomed participants to the meetingjuniog six advisers and four stakeholder
representatives (from EEB, EUROMETAUX, CEFIC andEHDOC). A representative from the
MSCA that proposed the CLH dossier for diantimamyxide (DAT) was present for item 7c. Two
invited experts attended the meeting replacing nemihomasina Barron and Paola Di Prospero.
Participants were informed that the meeting wowdédxrorded solely for the purpose of writing the
minutes and that this recording would be destr@fest the adoption of the minutes.

Apologies were received from four members and fagular observers (from OECD, ECEAE,
ETUC and HEAL). Two members were absent. The lishttendees is given in Part Ill of these
minutes.

2. Adoption of the Agenda
Revision 1 of the Agenda was adopted as proposdbeb$ecretariat. The final Agenda and list of
all meeting documents are attached to these mimstédsinexes | and Il, respectively.



3. Declarations of conflicts of interest to the Ageda

The Chair asked the members and their advisersheh#étere were any conflicts of interest to be
declared specific to the meeting2. Two members f8irdeclared they were from the same Agency
where the dossier to be discussed at agenda powmag prepared.

4. Approval of the draft minutes of RAC-6

4a Approval of the draft minutes of RAC-6

The Chair introduced the revised minutes, incorflmgathe comments received from two members.
RAC approved the revised minutes without furthesirafes. The Secretariat was to make the final
version available on the RAC CIRCA IG and the ECWébsite.

4b Status report on the RAC-6 Action points

The Chair reported that all action points from RBQdocument RAC/07/2009/36) had been
completed, with the exception of one issue thattheeh carried over to actions from this meeting
(see action points RAC-7).

5. Working procedures — Annex XV restriction dossies

5a Working procedure for processing an Annex XV reiction dossier

The Secretariat introduced the revised draft warkimocedure (document RAC/07/2009/37) and
noted that the revision was very similar to thesiar on which preliminary agreement had been
reached at RAC-6. The document had been revistakéinto account the working procedure for
developing Forum advice on enforceability for Ann€X restriction proposals that had been agreed
at Forum-4. Some minor editorial changes had bBEen made. The Secretariat noted that, if
necessary, the working procedure would be reviewete light of experience of its application to

restriction dossiers.

RAC agreed the document without further changebke flhal version was to be uploaded to the
RAC CIRCA IG and to the ECHA website after the nmegt

5b Working procedure on appointment of RAC (co-) rgpporteurs for restrictions

The Secretariat introduced the revised working @doce (document RAC/07/2009/38) and
explained that the main difference between thisiger and the version presented at RAC-6, on the
request of members, was the creation of a pooligibke rapporteurs in the working procedure.
The revised procedure now involved inviting nomioias for rapporteurs as early as possible,
creating a pool of eligible rapporteurs, and theefirtally appoint a rapporteur closer to the expdct
time of dossier submission. The Secretariat ndiat if necessary, the working procedure would be
reviewed in the light of experience of its applioatto restriction dossiers in practice.

The working procedure was agreed subject to mattiegsubmission of supporting documents to
nominations optional (step c in the working proaeduThe final version was to be uploaded to the
RAC CIRCA IG and to the ECHA website after the nmegt

5c Draft terms of reference for restriction RAC (cg) rapporteurs

The Secretariat presented the revised draft terim&ference document (RAC/07/2009/39) and
explained that the revised version was very sintdathe version on which preliminary agreement
had been reached at RAC-6. Several modificatiorts been introduced to the document to be
consistent with the changes introduced in the waykprocedures for processing an Annex XV

2 According to Article 9(2) of the RAC Rules of Pesture (RoPs).
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restriction dossier and the working procedure far appointment of rapporteurs (see items 5a and
5b above). The document also included some edlitchianges.

RAC members agreed the terms of reference documigmta minor editorial change. The final
version was to be uploaded to the RAC CIRCA |G tntthe ECHA website after the meeting.

6. CLH procedural documents

6a Draft procedure for delivering opinions for CLH proposals for substances previously
agreed at TC C&L

The Secretariat gave a presentation to introdudée item (documents RAC/07/2009/40 &
RAC/07/2009/47). It was explained that the TecAhi@ommittee for Classification and Labelling
(TC C&L) at DG JRC had agreed on the final recomdagions for harmonised classification and
labelling (CLH) for inclusion in the 31st Adaptatito Technical Progress (ATP) amending Annex |
to Directive 67/548/EEC by its May 2006 meetingowéver, as these classifications could not be
formally adopted before the first reading agreementthe legislative process of the CLP
Regulation, they were not included in the CLP Ratgoh adopted on 16 December 2008. The
classifications are now included in the proposaltfie 1st ATP of the CLP Regulation and will be
included in Annex VI.

After May 2006, TC C&L continued its activities fan additional year and during this period final
recommendations for CLH of a further 87 substaneese made. This group of substances
included new and existing substances, pesticiddsbarctides. It also included 33 new or revised
classifications for carcinogenicity, mutagenicitgxic for reproduction (CMR) or as respiratory
sensitizers, as well as 54 substances with claatiins for other hazard classes. The inclusion of
these substances in Annex VI of the CLP Regulatas therefore considered urgent. However,
according to the Commission, as confirmed at tltene CARACAL meeting held on 15-16 June
2009, since there were no transitional provisionghe CLP Regulation for these substances there
was no other possibility than to apply the nornralcedure according to Articles 36-38 of the CLP
Regulation. Therefore, Member States should suarddssier with a proposal for harmonised C&L
to ECHA for each of the 87 substances and, defipitse substances being regarded as having been
finalised at EU expert level, RAC has to formulae opinion on the proposals, including a
consultation of concerned parties.

A long discussion took place in which members esged their opposition to the duplication of
work previously done by TC C&L and their concerattprocessing these 87 substances should not
delay work on the new CLH proposals being consiiéreRAC. Several members queried why the
substances could not be incorporated directly théo2nd ATP to the CLP Regulation, without the
need for a RAC opinion. In particular, members regsped concern about holding public
consultations on the substances which had alreaey bxtensively discussed and commented on by
all stakeholders. Members proposed that wherevssible, efficient methods for processing the TC
C&L agreed substances should be found. The menteggested first of all that the ECHA
Secretariat identifies the lead MSCAs on each efdbssiers and provides advice on how to make
best use of the existing documentation in the ctatiph of the dossiers, along the lines described
in RAC/07/2009/40. It was also supported to fulljlise the previous work from TC C&L and
focus any discussions on the impact of any newriné&ion on the TC C&L agreed proposal.
Whilst accepting that a rapporteur would need tapyeointed for each dossier, grouping of similar
substances with one rapporteur could be consider®dyell as the use of written procedures to
agree on opinions. Some members suggested thaigiit rne beneficial to draw up minimum
information requirements in a dossier that RAC wlonéed in order to form an opinion on these
substances, possibly by a working group. Sevemhbers also highlighted the importance of
carefully presenting the proposals for public cdtagion, possibly in a separate section to therothe
standard dossiers, and ensuring via an introdudextythat the background to these substances is
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understood. It was the general opinion that if eavdata were brought forward during the public
consultation, the RAC would confirm the conclusiafithe TC C&L. A statement on this could be
included with the public consultation in order tgom resubmission of information already
considered by TC C&L. The text of the opinion mdgoabe modified to explain and reflect the
special case of these substances. In relationcrd@nce checks, some members were in favour of
omitting this step.

The Secretariat thanked members for their consteicstuggestions for the efficient processing of
these substances. The Secretariat agreed it viiadkebr consider how best to proceed in the most
efficient way possible, keeping RAC informed arfdagppropriate, submit proposals to CARACAL.
In particular, the Secretariat may: identify theedeMember State for each dossier; provide
additional assistance with the substance identifinaaspects of dossiers; and consider options for
supporting dossier submitters to prepare dossiérsaddition, it was also agreed to consider: the
careful presentation of proposals for public cotaidn; to streamline the procedure for processing
these proposals by RAC, including possibly waivihg accordance check; as well as considering
tailoring the contents of the opinion templatetfogse dossiers.

6b Revised working procedure for the accordance clo& of a CLH dossier and template
for the outcome of an accordance check

The Secretariat introduced the revised working @doce (document RAC/07/2009/41) and noted
that changes had been made: to take into accoennéiv EC Regulation on Classification,
Labelling and Packaging (‘the CLP Regulation’, Ragon (EC) No. 1272/2008); in the light of
experience with the first 16 CLH dossiers processethe period June 2008-June 2009; and to
include some editorial changes.

RAC members discussed the revised working proceaideposed several questions. One member
requested (co-) rapporteurs be informed when ttssidois first received by ECHA in order to be
alerted that an accordance check would be reqeegdral weeks later. It was agreed to add this
point to the first step of the working procedufmother member noted that a dossier submitter may
decide that it wishes a dossier that had failed abeordance check to be processed without
modification. In this scenario, the member rege@stlarification whether a rapporteur could
withdraw from rapporteurship. Another member quef®w the substance identification aspects
would be addressed if the dossier submitter wasvillig to modify and resubmit the dossier.

The Chair explained that (co-) rapporteurs wouldileeted when a CLH dossier had been received
at ECHA. In response to the second question, ther@ointed out that the scenario of a dossier
submitter requesting a failed dossier to be praresgs expected to be rare. However, if it did

occur, the rapporteur should proceed with the féatien of a draft opinion as required by the terms

of reference. This draft opinion may state, wheuprapriate, that there was insufficient or unclear
information to assess the proposed classificati®ihere the reason for failure was related to
substance identification, the Secretariat wouldageghe dossier submitter in a discussion to glarif

the issues as far as possible prior to public deetsan.

The working procedure was agreed subject to th@mihange noted above. The final version was
to be uploaded to the RAC CIRCA IG and to the ECi&bsite after the meeting.

A discussion also took place on the template foomding the outcome of an accordance check that
was annexed to the working procedure. It was empthithat a slightly revised version to the one
annexed to the working procedure taking into act@amments made by the members at RAC-6
had been uploaded to the RAC CIRCA IG before thetmg. The revised template was agreed by
RAC following presentation of the changes.
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In addition, one member raised the issue of whetiemrequirements for robust study summaries
(RSS), in relation to proposals for CLH for pesieiactive substances, was now clear. The
Secretariat replied that for an undefined time qubKicut-off still under discussion) waiving of the
requirement for RSS in the technical dossier wasp@ated for certain hand-over dossiers from the
old legislation including proposals for biocide grekticide active substances, provided the relevant
information which might normally be found in the 8S$vas included in the CLH report, or in
attachments to the IUCLID 5 technical dossier. &ndgard text had been adopted in the template in
relation to this concession, which was inserted rehrelevant by the scientific dossier manager
when filling the preliminary accordance check teat@lfor the rapporteurs.

Another member queried whether a question coulddsed to the accordance check template to
emphasise the importance of the relationship betwiee identity of the substance which was the
subject of the classification proposal and the iitigif the substances used as a test materidlein t
studies on which the classification is based (paldrly with regard to level and nature of impuasi
present) (see discussion on impurities - item 1BEMI/06/2009 final). The Chair suggested that
this aspect should be reflected initially in thekCguidance for preparing a CLH dossier (see item
8) and the accompanying CLH report template andelently in the accordance check template.

7. CLH dossiers

7a Feedback on the accordance checks of the on-gpiGLH dossiers

Abamectin (CAS No.: 71751-41-2; EC No.: Not applidde)

It was clarified that the CLH proposal for this nmirrently classified substance aims to cover
identified environmental and human health (acigpeated dose and reproductive toxicity) hazards.
The following details were reported: for classifioa purposes, the dossier submitter proposed the
trade name abamectin to be used as this is the oathe plant protection product used in society;
however, in contradiction with the defined compiositfor ISO name and CAS number for
abamectin, it was identified that the tested sutzgtacontains more than 80 % avermectin Bla as
main component and less than 20 % avermectin Bilsuth case, according to the substance
identity rules under REACH, the substance shoulddresidered as mono-constituent and named as
avermectin Bla. Therefore, although the rapportdwad found that sufficient information is
provided for formulating an opinion, the dossierswet in accordance in relation to the substance
identity. The rapporteurs suggested consideringthrdnghe dossier may be further processed with
two names and CAS numbers (possible leading toemtdes to be included later in Annex VI)
while the problems related to substance identificednd naming are solved in parallel.

The Secretariat provided more details of the natiirthe problem of an incorrect ISO name as
raised under the pesticides programme (due toitfezeht MERCK definition) and that the dossier
submitter is aware of the ISO naming problem andeotly working on the solution. The
Secretariat highlighted the importance of substadestification and correct substance naming, in
particular with regard to the registration procesder REACH.

RAC and the Secretariat agreed with the rapportguoposal that for the purposes of the public
consultation, abamectin could be referred to asnalotin and avermectin Bla and the correct name
should be further clarified with the dossier sutbenitn parallel.

7b State of play of the submitted CLH dossiers

The Secretariat reported on the state of play @ktibmitted CLH dossiers and registered intentions
by the date of the meeting, including new informativhich had become available since the status
report (document RAC/07/2009/42) had been distethuThe Secretariat pointed to the withdrawal
of the intention on n-hexane. The CLH dossier fuomform had been postponed due to a need for
inclusion of new data on mutagenicity and the dosge-submission was expected in September
2009. The CLH dossier for abamectin had failed dbeordance check due to substance identity
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issues (see item 7a); for seven newly submittegidssthe accordance check was in progress and
public consultation was ongoing for four CLH dossiérixylyl phosphate, indium phosphide, di-
tert-butyl peroxide and gallium arsenide). The Stmrat explained that the members would be
provided with the most recent information after theeting via RAC CIRCA IG in an update of the
status document referred to under item 9 of thendlge

7c. First discussion on draft opinion on CLH dossiefor Diantimony Trioxide (DAT) (CAS

No. 1309-64-4, EC No. 215-175-0)

The Chair introduced the members to the procedstetls of the CLH dossier for diantimony
trioxide (DAT), submitted by Sweden, by explainiti@t following the public consultation on the
proposal, Sweden had provided responses to comnagctsincorporated some changes in the
background document. On this basis the rapportedrca-rapporteur had drafted an opinion. The
ongoing step was commenting by RAC on the rappmstelraft opinion on DAT. Some additional
comments had been received and uploaded to CIR@A the International Antimony Association
(IAA) on request for clarification on certain asfgefrom the co-rapporteur. One written comment
had been submitted from Eurometaux, on behalf & 1An the draft opinion, which had been
uploaded to RAC CIRCA IG before the meeting and wessented as a Room Document. A
representative of the dossier submitter from thedsh MS CA had been invited for the plenary
discussion for this agenda item as an observer CHaar proposed to have a first discussion on the
draft opinion and if possible to reach a conclusaiad adopt the opinion at the meeting. She invited
the rapporteurs for DAT and the dossier submittepresent the dossier as an introduction to the
discussion.

The rapporteur for DAT introduced the discussionelsplaining that the current classification for
DAT in Annex VI is Carc. Cat. 3, R40 and that thegmsal is to add classification for skin irritancy
(Xi, R38). The rapporteur and co-rapporteur werthbo agreement that the data provided in the
dossier were insufficient to support classificatama skin irritant and this view was reflectedhiea
draft opinion, and the background document had lbreeised in support of this opinion. The
rapporteurs initiated a discussion by highlightihg most salient issues leading to their conclision
The proposal was on the almost pure substance tedris a white crystalline powder; there were
negative results from all animal studies carrietiwith this substance although most of the studies
were inadequate or inconclusive in some way; thdegwe cited by the dossier submitter in support
of classification was based on human experiencm filaree factories as described in four cited
papers, where exposure to fumes and dusts corgalD#l in hot, sweaty conditions provoked
irritant reactions. In the view of the rapporteutgse data did not provide clear evidence that the
substance itself had the inherent capacity to cakiseirritation, because substantial heat and swea
were required in addition to chemical exposure lino& the cases of skin effects described.
Furthermore, the composition of the fume was ndy fcharacterised and it was likely that DAT
was not the only chemical species present in theefto which these cases were exposed.

In conclusion, the rapporteurs whilst recognisihgttDAT-containing fumes had been related to
irritant reactions in workers involved in smeltingd processes involving molten antimony did not
consider that this justified additional classifioat of pure diantimony trioxide as skin irritanttae
Community wide level. The rapporteurs considereat the hazards posed by dust and fumes at
antimony smelting plants should be addressed bytis@propriate risk management measures in
accordance with the Chemical Agents Directive 9824 and other appropriate local workplace
risk assessment systems rather than via classificat

The representative of the dossier submitter was theited to present the grounds for submitting
the proposal and to respond to the rapporteurs’noemts. The dossier submitter explained that
DAT had been subject to a risk assessment undeExiwing Substances Regulation (EC) No
793/93 and one of the conclusions had related eatification of skin irritation as a risk during
production which could be addressed by appropdiassification and labelling as a skin irritant. In
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the dossier submitter’s view, classification didplgpto substances during manufacture and
considering all physical forms of the substancertifermore, the International Antimony
Association (IAA), also indicated a need for cléisation of the substance as irritant due to the
exposure at the working place (as 0-5 cases peritlyghe working place had been reported by the
IAA). In addition, the dossier submitter emphasisied importance of the use of human data by
providing examples of cases where the animal modélbeen demonstrated to be insensitive to an
effect found in humans.

The dossier submitter remarked that industry ctiyemakes self-classification on the basis of
existing data and covered such hazards in the \SBfata Sheet. Nevertheless, there was a need to
ensure harmonised classification and labellingD&T at the Community level. The Secretariat
suggested that RAC focus first on whether the fadfdled the classification criteria and then, if
necessary, consider whether there was sufficiestifization for a harmonised classification at
Community level.

The dossier submitter also referred to recent spmedence from IAA submitted after the public
consultation in response to a request for clatifice from the co-rapporteur in which it was

indicated that cases of skin irritation had alsouned in workers involved in packaging operations,
where less extreme conditions of heat might be eepethan in production. In response, the
Eurometaux observer underlined that the observationworkers performing production and

packaging operations were only in relation to dir@antact with dust containing DAT in hot and

sweaty conditions.

One RAC member expressed concerns on disregafgénguman data based on lack of validation
of the methods for generating human data. Furthesrtite negative results from animal studies
were not convincingly conclusive that DAT was noitating since none of the studies were of a
high reliability. The rapporteurs reiterated thhey were not contesting the evidence of skin
irritation under the specific conditions descrilied did not consider that the substance itself @oul
produce irritation in the absence of these specifieditions and, since classification related ® th
forms or physical states in which the substance plased on the market, classification was not
warranted. It was agreed to modify the wordinghie background document to emphasise the low
reliability of the animal studies.

One member pointed out the very low water solubit DAT would support that it was unlikely
that free antimony species would be generated uhderonditions under which DAT was marketed
and used. Furthermore, by comparing with similacdssions on nickel compounds he suggested
that the effect seen would more likely have beearsed by antimony ions, which are corrosive, than
by DAT. Therefore, he supported the view of thep@feurs.

In response to one member’s request on the signigie of the cases of hyperpigmentation, which
could not be recognised in animal studies, the odppr clarified that hyper pigmentation was
observed in only one of the studies in which theees the poorest information on exposure and
where the fume may have contained only 40 % DATE ttne cause of the hyperpigmentation was
very unclear.

Some members queried whether it can be expectédhibaise of DAT, as placed on the market,
can lead to exposures under similar conditions lghto irritation in the case reports and whether
there is any information available from downstreasers on human exposure under different
conditions. The Eurometaux observer responded abatut 150 people were exposed during
production processes, and in downstream user inesighere were approximately 8 000 people
exposed, but there were no reports of irritancyecteéd from these downstream users. Another
member referred to a report, not cited in the Cld$gier, from Toxicological Risk of Selected
Flame Retardant Chemicals, 2000 in which humarhpasts had not indicated irritant properties of
this substance.
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One member asked if it would be possible to ask [AAfurther clarification on the reference to
cases arising from packaging operations. The Se@etresponded that the practice of submission
of further data after the public consultation was to be encouraged unless necessary and that the
RAC discussion and opinion should be based onribviged data.

Following the discussion, RAC reached a consensufavour of the rapporteurs’ view not to
support the proposed classification of irritatimgskin and adopted the opinion for DAT and the
background document with a few minor editorial aes

The Secretariat thanked the rapporteurs and menfidretiseir efforts and informed the Committee
that the adopted opinion and its annexes woulddieaded to the RAC CIRCA IG, forwarded to
the Commission and published on the ECHA web $itg the meeting.

7d Feedback from the last CARACAL meeting

The Secretariat presented feedback from the seocoeeting of the competent authorities for

REACH and CLP held on 15-16 June 2009. The mascudision issues were: confirmation of
deadlines for C&L notifications according to Arecl0(3) of the CLP Regulation; discussions on
the Commission’s view on classification only dudhe presence of impurities (initiated due to the
proposal for V6); PBT classification criteria acdimig to Article 53(2) of the CLP Regulation; the

Guidance developed by JRC under module 2 of the GBEAnplementation Project (RIP) 3.6; and

the ECHA initiative on Communication strategy on FCLWith respect to the second issue
mentioned above, the Commission had prepared a mapéhe basis of the discussion that had
taken place at RAC-5 on CLH dossiers containingopsals to classify a substance only on the
basis of the presence of impurities (see item 10the RAC-5 minutes). The Commission

document stated that a substance containing coest# already classified in Annex VI as

carcinogenic, mutagenic or toxic to reproductioM), and present at levels above the indicated
general or specific concentration limits, should dassified as CMR by manufacturers and
importers on the basis of the classified constitaea therefore it was not necessary to introduce a
entry for the substance in Annex VI. When substaradassified as CMR due to constituents are
present in mixtures, the mixture should be clasdifas CMR when the concentration of the
classified constituent in the mixture is abovedbaeral or specific concentration limits.

One member enquired when the criteria for enviramalehazard classification based on chronic
toxicity data are expected to be incorporated 8 @LP Regulation. The Commission confirmed
that such discussion is ongoing and when agreeguid be proposed for inclusion in the CLP
Regulation.

8. CLH Guidance document

Update on progress with revision of the Guidance dmment for preparing and submitting a
CLH dossier

The Secretariat informed the Committee of the eurpgogress with the revision of the Guidance
document for preparing a CLH dossier. The revissorequired owing to the new CLP Regulation
in force, as well taking account of experience gdiwith the dossiers already submitted within the
last year. The process of drafting and consultatias outlined, following the guidance consultation
procedure as adopted by the MB,, including the etgeeRAC contribution in this regard. Members
were also introduced to the preliminary contenthefdraft Guidance.

One member suggested new aspects to be considededogered with the revision, as follows:
substance ID aspects specifically in relation toppsals for biocides and pesticides and further
requirement for dossier submitter’s justificatiomem re-opening an existing classification on the
basis of new data.
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9. Appointment of RAC (co-) rapporteurs for CLH dossiers

9a Appointment of RAC (co-) rapporteurs

The Secretariat introduced document RAC/07/200981 (distributed as a room document)
including new intentions for CLH proposals with exfed submission dates as registered in the
Registry of intentions (Rol) up to 30 June 2009 anovided more details on the expected CLH
hazard classes. Members were requested to voluore@o-) rapporteurship.

RAC agreed to appoint as rapporteurs and co-ragyrtfor these new intentions identified
candidates who expressed their interest prior ttuang the meeting.

As one vacant position for co-rapporteur remairtbd, Secretariat was requested to identify the
appropriate members with expertise in the enviramaiefield and to encourage one of them to
volunteer for rapporteurship for this substance.

The Secretariat undertook to update and uploadadrAC CIRCA IG the status document, listing
the appointed rapporteurs and co-rapporteurs fsuaimitted and intended dossiers.

9b Status report on RAC rapporteurships

The Secretariat presented to RAC as a room docu(®&E/07/2009/44) an updated status report
on the distribution of rapporteurships in the Combeei and assigned rapporteurships and co-
rapporteurships per individual member and encoardagese members who had not volunteered
yet, to consider their candidatures for the newbjistered and forthcoming intentions.

10. Outcome from the written procedures

The Chair informed RAC of the outcomes of the ldattwritten procedures in the period between
RAC-6 and RAC-7 meetings, as follows: two membeesenappointed by the Committee as RAC
rapporteurs for two intentions for submission offCdlossiers.

11. Any other business

RAC meeting calendar for 2010

The Chair presented document RAC/07/2009/45 (Roocument) by explaining that six meetings

are tentatively scheduled for 2010 and two of th&aptember and December) are fixed on the
basis of submission dates in the restriction prmcéwever, it was underlined that the total

number of the meetings and their duration are teetaand will depend on the real workload in

2010.

12. Main conclusions and Action points of RAC-7

The Secretariat presented the main conclusionsetioh points of the RAC-7 plenary meeting for

final comments and agreement by the Committee sAdigestions were reflected accordingly and
RAC agreed the document. The main conclusions atidnapoints are attached as Part Il of these
meeting minutes.

o0o
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Part 1ll. Conclusions and action points

1. JOINT SESSION OF RAC AND SEAC (30 June - 1 Julp009)
MAIN CONCLUSIONS & ACTION POINTS
(Adopted at the Joint Session of RAC and SEAC)

Agenda point

Conclusions / decisions / minority
opinions

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

2. Adoption of the

The Agenda (RAC/A/07/2009, Part |

SECR to upload the adopted

Agenda for the Joint| SEAC/A/04/2009_rev.1, Part IlI) wasloint session Agenda to Circa |as
session adopted without any changes. a part of the Joint session
No declarations of conflict of interesminutes.

declared.
3. Preparatory sessionn Members took note of the instructions
for the role play and recommendations for the rgle
play.
4. Role play in break| - -
out groups
5. Welcome notes by - -
Executive Director
6. Lessons learnt from| - -
the role play
a) Presentation with| Members took note of the presentatiCBECR to finalise the presentatipn
highlights from the | given by the Secretariat preparetby 7 July).
discussions in  the together with the facilitators of the
break out groups break out groups. SECR to upload Chairman(s
summary from the second
meeting of the SEAC-RAC
Arrangement to CIRCA (2 July).
b) Lessons learnt SECR to include the conclusiops
from the role play of the role play in the Joint
session minutes (after the
meeting)
7. Common
restriction issues
a) Overview of | Members took note of the presentation
current restrictions in | given by the Secretariat.
Annex XVII
b) Example of proces§ Members took note of the presentation
in the past for| given by the Secretariat.
development of these
Annex XVII entries
c) Draft opinion and | RAC and SEAC agreed the document
background on the opinion and background
document (BD) | document (BD) template
template (RAC/07/2009/31 of
SEAC/04/2009/17).
d) Clarification of the | Members took note of the sources| ECR to forward the meeting

support available to
RAC and SEAC

rapporteurs

support available to the rapporteurs.

document (RAC/07/2009/32 or
SEAC/04/2009/18) to
CARACAL (by next
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Agenda point

Conclusions / decisions / minority
opinions

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

CARACAL meeting).

8. Information on the

Members took note of the report giv

eBECR to clarify whether th

e

registered intentions| by the Secretariat. dossiers under preparation are

for submitting Annex related to human health andjor

XV dossiers environmental risks.

proposing restrictions

- Registered SECR to launch the procedure

intentions for for the appointment of (co-)

submitting an Annex rapporteurs in RAC and SEAC

XV restriction dossier based on the current list of

(by 30 June 2009) registered intentions  (after
receiving the informatiomn
mentioned above).

9. Joint information

session

a) Process forl Members supported the proposal |ef

guidance updates

the Secretariat for the Committes
involvement in the
guidance update and in the guidar
consultation process.

initiation  of

S

nce

b) Conclusions and
recommendations
from
authorisation
workshop of January
2009

the

Members took note of the outcomes
the authorisation workshop.

of

10. Feedback from
other ECHA bodies
and activities

Members took note of the feedba
reports from the recent developme
in RAC, MSC, the Forum, the MB arj
CARACAL.

cBECR to forward the docume
ntm the registry of intention
presented at CARACAL to RA(
and SEAC.

]

11. Co-operation with
other Community
bodies - Presentation
of the possible
elements of rules of
procedure (Article
110(2) and (4) of
REACH) for co-
operation with EFSA
and ACSHW

Members took note of the elements
the RoPs for co-operation with EFS
and ACSHW and their role in th
process towards their adoption.

of
A
e

12. Administrative
issues

a) Remuneration of
RAC & SEAC
rapporteurs for
Annex XV dossiers
proposing a
restriction

Members took note of the principles
of remuneration of RAC & SEAC

rapporteurs.

b) RAC/SEAC

Circa will be used for the distributio

n SECR to nah a Circa
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Agenda point

Conclusions / decisions / minority

Action requested after the

opinions meeting
(by whom/by when)
members’ access tpof confidential data to RAC andnewsgroup on the document
information in | SEAC until a new more secure IT tgdlRAC/07/2009/46 o]
REACH-IT is available. Additional securitySEAC/04/2009/23). RAC and
measures will be applied. SEAC to provide comments in
writing within 2 months from
launching of the  Circa
newsgroup.
13. AOB SECR to upload all Joint sessipn
General presentations and the actipn
points to Circa by 2 July.
2. RAC SESSION (2-3 July 2009)
MAIN CONCLUSIONS & ACTION POINTS
(Adopted at the RAC-7 meeting)
Agenda point Conclusions / decisions / minority Action requested after the
opinions meeting
(by whom/by when)

2. Adoption of the

RAC adopted the Draft RAC-

7Adopted RAC-7 Agenda to b

RAC-7 Agenda Agenda without changes. annexed to RAC-7 Minutes
(SECRY/ after the meeting).
4 Draft Minutes RAC approved the Draft final minuteApproved minutes of RAC-6 tp
4a Approval of the| with minor changes. be uploaded to CIRCA and
RAC-6 final draft ECHA website (SECR/ after the
Minutes meeting).
4b Status report on| There were several actions identifieBtakeholder newsgroups to pe
the RAC-6 Action | from RAC-6 which were transferred [e@stablished per meeting or per
points these action points or were ongoing.| dossier by SECR and comments
on general issues (e.g. minutes)
to be sent by e-mail to SECR
(ongoing).
5 Restrictions Agreement on WP (docSECR to upload the agreed
5a WP on processing RAC/06/2009/17) was reached. procedure to the RAC CIRCA
of an Annex XV IG and publish on ECHA wep
restriction dossier site (after the meeting).
5b WP on| WP agreed subject to makingECR to upload the agreed
appointment of RAC | provision of supporting documentatioprocedure to the RAC CIRCA
(co-) rapporteurs for | to rapporteurship optional. IG and publish on ECHA wep
restrictions site (after the meeting).
5c Draft terms of| Document RAC/07/2009/39 wasSECR to upload the agreed
reference for | agreed subject to a minor change. | document to the RAC CIRCA
restriction (co-) IG and publish on ECHA wep
rapporteurs site (after the meeting).
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Agenda point

Conclusions / decisions / minority
opinions

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

6 CLH Procedures

6a Draft procedure
for CLH substances
already agreed at TC
Cé&L

RAC & SECR to carefully considerSECR to consider these aspe

how to proceed in the most efficie
way possible. This may include tl
following:

SECR identifying the lead M
for each dossier

SECR providing additiong

assistance with the substar
ID aspects
— Consider options fo

supporting dossier submitte
to prepare dossiers

The way in which proposa
are presented in the pub
consultation

Streamlining the procedure f
processing these proposals
RAC and consider waiving th
accordance check

Fully utilise the previous wor
from TC C&L and any new
data

Tailoring the contents of th
opinion template for thes
dossiers.

nturther and inform RAC on th
nevay forward after the meeting.

SSubmit proposals to CARACAL

ce

s

S
ic

DI

by
e

cts

6b WP for accordance
checks

Agreement was reached on the \
(doc RAC/07/2009/41) subject to
minor change.

The revised template (annexed to

WP- version already uploaded to RAC

CIRCA 1IG) was agreed with ming
changes.

VPECR to upload the agres
drocedure to the RAC CIRC
IG and publish on ECHA we
site (after the meeting).

the

r

o >

7 CLH Dossiers
7a Feedback
accordance check

on

For the purposes of the pub
consultation abamectin @ will b
referred to as abamectin a

avermectin B, and the correct nam
will be further clarified with dossig
submitter in parallel.

ISECR to clarify the correct nan
ewith dossier submitter.
nd
e
r

e

7c DAT

RAC reached a consensus and ado
the opinion for DAT and
background  document. RA
members agreed with the view of t
rapporteurs _not to support

proposed classification of irritating t

theannexes to be uploaded to

the ECHA web site (SECR/after th

pfEde  adopted opinion and

CRAC CIRCA IG, forwarded tg
h€OM and published on th

ameeting).

e

e
e

skin.
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Agenda point Conclusions / decisions / minority Action requested after the
opinions meeting
(by whom/by when)
8 CLH Guidance | RAC proposed that the followingSECR to include in the guidan
document aspects are covered in the revisedvision (SECR ongoing).

guidance:
- substance ID aspects specificg
in relation to proposals fq

biocides and pesticides

- dossier submitter to justify re

opening an existing classificatic
on the basis of new data.

y

=

\ Y

n

9 Appointment
CLH
(co-) Rapporteurs

of

RAC agreed to appoint the rapporte
& co-rapporteurs for some of th
newly registered intentions (dd
RAC/07/2009/43.rev1).

UBECR to upload in RAC CIRC/
dG the updated status documé
¢o reflect appointments (SECH
after the meeting).

SECR to identify potentig
rapporteurs and encourage th
to fill the vacant position.

GENERAL

All  presentations and rool
documents to be uploaded
RAC CIRCA IG (SECR/by 7
July).

(i.e. this doc) to be uploaded

Conclusions and action points

e

2Nt
R/

to

Circa (SECR /by 7 July).
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Part IV. Lists of Attendees

1. List of Attendees of the joint session (30 Jurel July)
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DALTON, Marie **
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DE GIGLIO, Franco

GRUIZ, Katalin
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GREIM, Helmut

FAHERTY, Mark

HUTORAN, Svetlana**

FANKHAUSER, Simone

JENSEN, Frank

FEYAERTS, Jean-Pierre

KADIKIS, Normunds
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LARSEN, Poul Bo

FORKMAN, Mats

LE CURIEUX-BELFOND, Olivier

FURLAN, Janez

LEINONEN, Riitta

GEORGIOU, Stavros

LOSERT, Annemarie

HAJAS, Martin

LUND, Bert-Ove

KOZAK, Kristof
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ORPHANOU, Maria
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RYDLEWSKA-LISZKOWSKA, Izabela

POLAKOVICOVA, Helena

SALONEN, Heikki

PRONK, Marja

SCHUCHTAR, Endre
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VAN DER HAGEN, Marianne
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VAN MALDEREN, Karen

*replacing BIZKOVA, Rut

VILANOVA, Eugenio

**replacing MCGUINNESS, Sharon

ZGLOBIU, Mariana-Bee

***replacing DANTINNE, Catheline

*replacing DI PRG®¥ERO, Paola

**replacing RUPPRICH, Norbert

Advisors to the SEAC members:

Advisors to the RAC mmbers:

DOMINIAK, Dorota (advisor to ANNOLA, Kirsi (advisor to LEINONEN,
RYDLEWSKA, Izabela) Riita)
BEEKMAN, Matrtijn (advisor to GRACZYK, Anna (advisor to BARANSKI,

LUTTIKHUIZEN, C.)

Boguslaw)

KIISKI, Johanna (advisor to SALONEN
H.)

HAKKERT, Betty (advisor to PRONK,
Marja)
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FIORE, Karin (advisor to BASTOS, H.)

MORKA, Heidi (advisor to VAN DER
HAGEN, Marianne)

GRANDI, Silvia (advisor to RECCHIA, L)

Representatives of the Commission:
GIL, Sebastian (DG ENV)
ROZWADOWSKI, Jacek (DG ENT)
WISTUBA, Christine (DG ENV)
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ANNYS, Erwin (CEFIC)
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ECHA staff

ANDERSSON Alicja

HOLLINS Steve

BARANSKI Boguslaw

HONKANEN Jani

BORGES Maria Teresa

FUHRMANN Anna

DUNAUSKIENE Lina

KNIGHT Derek

DUNGEY Stephen

KULJUKKA-RABB Terhi

GREIM Helmut

LIPKOVA Adriana

GRUIZ Katalin

LOGTMEIJER, Christiaan

JENSEN Frank

LUOTAMO Marita

KADIKIS Normunds

LUSCHUTZKY Evita

KREUZER Paul

MUNN Sharon

23




LARSEN Poul Bo

NYLUND Lars

LE CURIEUX-BELFOND Olivier

PEDERSEN Finn

LEINONEN Riitta

ROCKE Timo

LOSERT Annemarie

SADAM Diana

LUND Bert-Ove
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Paola DI PROSPERO)
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MURRAY  Brendan
Thomasina BARRON)
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WISTUBA Christine (DG ENV)

Advisers to the RAC members

Stakeholder observers

ANNOLA Kirsi (adviser to Riitta] ANNYS Erwin (CEFIC)

LEINONEN)

DUSSART Aurelie (adviser to Karen VAN | LEENAERS, Joeri (Eurometaux)
MALDEREN)
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BARANSKI)

HAKKERT Betty (adviser to Marja | WEFFERS, Heribert (EEB)
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DER HAGEN)

PASQUIER Elodie (adviser to Annigk | OHLSSON Agneta (Representative of Swe
Pichard) for DAT dossier) for item 7 c)

Part V. LIST OF ANNEXES

ANNEX I. Final Agenda of the RAC-7 meeting

ANNEX II.  Lists of documents submitted to the Members ef@Gommittee for Risk Assessment
for the joint RAC-SEAC session and for the RAC g&ss

ANNEX Ill.  Conclusions of the role play
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ANNEX'|

BRECHA

European Chemicals Agency
2" July 2009
RAC/A/07/2009_rev.1

Final Agenda
Seventh meeting of the Committee for Risk Assessnten

30 June — 03 July 2009
Helsinki, Finland

Part|

JOINT SESSION OF RAC and SEAC

30 June: starts at 14:00
01 July: ends at 18:00

Iltem 1 — Welcome notes by RAC & SEAC Chairs

Item 2 — Adoption of the Agenda for the Joint sessn

RAC/A/07/2009, part |
For adoption

Iltem 3 — Preparatory session for the role play
For information

Item 4 — Role play in break out groups

a. Parallel discussion in break out groups on thne Annex XV dossier
For discussion

b. Meeting of break out groups’ facilitators for prepg of a presentation with highlights
from the discussions in the groups
For preparation
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ltem 5 — Welcome notes by Executive Director

Item 6 — Lessons learned from the role play

a. Presentation with highlights from the discussionthie break out groups

For information
b. Lessons learned from the role play

For discussion

Item 7 — Common restriction issues

a. Overview of current restrictions in Annex XVII
For information

b. Example of process in the past for developmenthede Annex XVII entries
For information

c. Draft opinion and background document (BD) teatepl
RAC/07/2009/31
For discussion and agreement

d. Clarification of the means of support availaioléRAC and SEAC rapporteurs from ECHA
RAC/07/2009/32
For information

ltem 8 — Information on the registered intentions &r submitting Annex XV dossiers
proposing restrictions

* Registered intentions for submitting an Annex X¥trietion dossier (by 30 June 2009)
For information

Iltem 9 — Joint information session
a. Process for guidance updates
RAC/07/2009/33

For discussion

b. Conclusions and recommendations from the auth@isatorkshop of January 2009
For information

Item 10 - Feedback from other ECHA bodies and actities
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For information

Item 11 — Co-operation with other Community bodies

» Presentation of the possible elements of rulepro€edure (Article 110(2) and (4) of
REACH) for co-operation with EFSA and with ACSHW

RAC/07/2009/34
For information

Item 12 — Administrative issues

a. Remuneration of RAC & SEAC rapporteurs for Annex d¥ssiers proposing a
restriction

RAC/07/2009/35
For information

b. RAC/SEAC members’ access to information in REACH-IT
RAC/07/2009/46 (Room document)

For information

Item 13 — AOB

Item 14 — Action points and main conclusions of Jat RAC-7 & SEAC-4 session

» Table with Action points and conclusions from tieénd session
For adoption

Part |l

RAC SESSION

02 July: starts at 9:00
03 July: ends at 14:00

Iltem 1 — Welcome & Apologies

Item 2 — Adoption of the Agenda
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RAC/A/Q7/2009, part |1
For adoption

Iltem 3 — Declarations of conflicts of interest taghe Agenda

Item 4 — Adoption of the draft minutes of RAC-6

a. Adoption of the draft minutes
RAC/M/06/2009 draft final
For adoption
b. Status report on the RAC - 6 Action points
RAC/07/2009/36 (Room document)
For information

Item 5 — Final agreement of the RAC working procedres for restrictions

a. Working procedure on processing of an Annex XVrietsbn dossier
RAC/07/2009/37
For final agreement

b. Working procedure on appointment of RAC (co-) rapguars for a restriction dossier
RAC/07/2009/38
For agreement

c. Terms of reference for restriction (co-) rapporteur
RAC/07/2009/39
For final agreement

Item 6 — CLH procedural documents

a. Draft procedure for delivering opinions for CLH pasals for the substances previously
agreed at TC C&L

RAC/07/2009/40
For discussion

RAC/07/2009/47 (Room document)
For information

b. Revised working procedure on the accordance chieglChH dossier
RAC/07/2009/41
For agreement

Item 7 — CLH dossiers
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a. Feedback on the accordance checks of the on-gdirfyd@ssiers
For information and discussion

b. State of play of the submitt€el H dossiers
RAC/07/2009/42
For information

c. First discussion on CLH dossiers after public cttasion (diantimony trioxide)
For discussion and possible adoption of the opinion

d. Feedback from the last CARACAL meeting
For information and discussion

Item 8 — CLH Guidance document

 Update on progress with revision of the Guidanceudwent for preparing and
submitting a CLH dossier

For information

Item 9 — Appointment of RAC (co-) rapporteurs for CLH dossiers

a. Appointment of RAC (co-) rapporteurs
RAC/07/2009/43
For decision

b. Status report on RAC rapporteurships
RAC/07/2009/44 (Room document)
For decision

Item 10— Outcomes from the written procedures
For information
Item 11 — AOB
. RAC meeting calendar for 2010
RAC/07/2009/45 (Room document)
For information

Item 12 — Action points and main conclusions of RA&Z

» Table with Action points and decisions from RAC- 7
For adoption
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ANNEX II

1. Documents submitted to the Members of the Commntée for Risk Assessment and to the
Members of the Committee for Socio-economic Analysifor the joint RAC-SEAC session

Revised Draft Agenda of the joint RAC-SEAC sessi®®AC/A/07/2009, SEAC/A/04/2009 re
(Agenda Point 2) Part | v.1, Part I

The opinion of RAC and SEAC on restrictipRAC/07/2009/31 SEAC/04/2009/17
proposals (Agenda Point 7¢)

Clarification of the support available to RAC anRAC/07/2009/32 SEAC/04/2009/18
SEAC rapporteurs (Agenda Point 7d)

Process for guidance updates (Agenda Point 9a) XALZD09/33 SEAC/04/2009/19
Possible elements of rules of procedure (Article(2L| RAC/07/2009/34 SEAC/04/2009/20
and (4) of REACH) for co-operation with EFSA and

ACSHW (Agenda Point 11)

Remuneration of RAC and SEAC rapporteurs |fRAC/07/2009/35 SEAC/04/2009/21
Annex XV dossiers proposing a restriction (Agenda

Point 12a)

RAC/SEAC members™ information needs for data Room document | Room document
REACH-IT (Agenda Point 12b) RAC/07/2009/46 | SEAC/04/2009/23

2. Documents submitted to the Members of the Commée for Risk Assessment

for the RAC session

RAC/07/2009/36 Status report on the RAC - 6 Actimints. Room document

RAC/07/2009/37 WP on processing of Annex XV resiits dossiers

RAC/07/2009/38 WP on appointment of rapporteurs{iReions)

RAC/07/2009/39 Terms of reference for restrictioo-Jrapporteurs

RAC/07/2009/40 Draft procedure for delivering opms for CLH proposals for the
substances previously agreed at TC C&L but notushetl in Annex VI of
Regulation (EC) No 1272/2008

RAC/07/2009/41 Revised working procedure on theatance check of dossiers proposing
harmonised classification and labelling-first réms

RAC/07/2009/42 State of play of the submitted Cldsslers

RAC/07/2009/43 Appointment of rapporteurs for tieevly registered intentions

RAC/07/2009/44 Status report on the assigned Cla-)i@pporteurships to RAC members

RAC/07/2009/45 Proposed RAC meeting calendar fa02&®oom document

RAC/07/2009/47 French comments on the procedure TiGr C&L substances. Room
Document
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ANNEX I
Conclusions of the role play
List of documents provided to the members for theale play:

Mini-dossier

Executive summary of the mini dossier
Description of the role play
SEAC/04/2009/22

The description of the role play can be found ia #ffiorementioned documents. These documents
can be found on CIRCA in the section “role play’tbé joint session. A total of eight break-out
groups were organized, in each group there wadamiéator, one RAC rapporteur and one SEAC
rapporteur3. In some cases a co-rapporteur orfaaiiator was also used.

After the presentation was given to the joint sessif RAC and SEAC on the results of the role
play, those members who played the role of rappmstexchanged their experiences on the role
play. The discussion that followed focused on thBowing items: how easy it was to be a
rapporteur, were the remits of RAC and SEAC cleat what to do if not all information needs
were fulfilled.

How easy was it to be a rapporteur?

Rapporteurs indicated that the task of being aoeppr should not be underestimated. Rapporteurs
need to be knowledgeable and have the appropngerience in order to function well in their
task. It was thought that a good preparation ofrépporteurs is essential for the success of the fi
dialogue. The experience from the groups was thanh a teleconference prior to the first dialogue
contributed to the success of the dialogue.

During the discussion at the plenary the point waade that a good communication and
understanding between RAC and SEAC rapporteureésled. Rapporteurs should communicate
frequently and preferably meet (at least once)-tacface.

Rapporteurs indicated that it would be desirabée the other members of RAC and SEAC could be
asked to help out rapporteurs.

Rapporteurs mentioned that it was good to haveuatste available for the dialogue as it led them
through the dossier. Another way to work would g section by section through a dossier.

Were the boundaries between RAC and SEAC clear?

The feedback from the breakout groups was mixethisnissue. In some groups the remits of both
committees was clear and participants acted aauglsdiln other groups there were many ’'border-
crossings’. However, often these crossings happenad attempt to seek further clarification of the
issues at hand, or were an attempt to seek a comnumrstanding of the problem.

What if most of the information needs were notifiglfl?

% In one group (F), the RAC rapporteur was abseattduhe cancelled flight.
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During the role play many participants suggested thrther information was required. They felt
that the information in the mini-dossier was noffisient enough to come to an opinion. This
provoked in some groups a discussion on what kihdnformation one needs to know, the
minimum information needs required to formulateogimion and the role of the submitting member
state in providing additional information.

It was agreed that the dossier submitter playsueaiarrole in the process since the quality of the
dossier is deemed to be an important success fiactbe process of coming to an opinion. During

the discussion the rapporteurs mentioned thatrmrtant that the dossier submitter should remain
at the disposal of the rapporteurs throughout tioegss. It was thought that the submitter could be
one of the main sources to provide further claatiien and additional information where needed.

The provided information was often thought to bsuificient to come to an opinion. This was
partly due to the “mini-dossier bias™: the providedormation being compressed and kept to a
minimum level for the purposes of the role playwhs pointed out that in the future rapporteurs
should be able to focus more on reviewing the mfation in the dossier rather than identifying
information gaps.

Further to the issue of information needs, pardiotp pointed out that industry and stakeholders can
play a role in providing additional information e.gn alternatives. This information can be
provided preferably prior to submission or, othesyiduring the 6-month public consultation.

Comparison with lessons learnt in the SERAC role aly.
The experience of the role play seemed to havdored most of the lesson learnt from the role

play that was held during the second SERAC meetihish had been distributed to the participants
prior to the meeting (as part of the report of SERA

* The full Chair's summary of the"2meeting was distributed to the members of both Rek@ SEAC after the joint
session.
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