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l. Summary Record of the Proceedings
1. Welcome and Introduction

The Chair of the Committee, Ms Sharon Munn, (onosdment from the
Commission) welcomed the participants to the firgeting of the Committee for
Risk Assessment (RAC), and introduced the Execuivector (ED) of the European
Chemicals Agency (ECHA).

For this first meeting, apologies were receivednfreeven members of which three
had sent non-voting replacements. One Member didttend, without apologies, and
a further had informed the Secretariat that he dautive only on the ¥ meeting
day. The list of attendees is given in Part lltieé minutes.

a) Welcome by the Executive Director of ECHA

The ED of ECHA, Mr Geert Dancet congratulated trenthers on their appointment
following nomination by their MS CAs, and stresghd importance of the work of
the RAC as one of the cornerstones of REACH anddene of ECHA's priorities,
underlining that the Committee is a part of ECHA émphasised that the RAC is a
new type of an independent scientific expert pamkich supports the decision
making processes under REACH and should thus t&dwn ways of working,
building on and blending past experience and promgdtansparency. The first tasks
of the RAC were therefore to agree in time on tleR of Procedure (ROPs) and to
develop efficient working practices and procedurds. also pointed out that the
members according to Article 85(6) shall be supbity the technical and scientific
resources available to the Member States, butrtfeahbers should not accept any
instructions from the Competent Authorities, noy ather party.

b) Tour de Table — auto-presentation of the members afhe Risk Assessment
Committee

A tour de table in which the participants to the meeting briefhegented themselves
took place and it was agreed to use first namesaddressing each other.

2. Adoption of the Agenda

The Agenda, revision 1, was adopted after ECHA ddalgoint 3c) Proposal for
harmonised templates for mini CVs for the members.

Changes to the order of agenda points were agtebd meeting but are not reflected
in the minutes. The final agenda is attached tegminutes as Annex Il

3. Administrative Issues

All attendees were asked to sign the attendanoe for every morning and afternoon
session they attend. Their attention was drawnheo time table for the meeting
included in the additional information tabled fbetmeeting.

Regarding documentation, the Chair informed the timgethat in addition to the
documents already circulated well before the megetall presentations would be



uploaded to CIRCA after the meeting, including them documents made available
for agenda items 3c, 6¢ and 6d.

a) Reimbursement rules

The forms for financial identity had been circuthi@ advance of the meeting and
members were reminded to complete it, once onlg Mlanagement Board (MB) of
ECHA has agreed general rules on reimbursementagélt expenses that will also
apply to the RAC. These rules had been made almiladéfore the meeting. The
Secretariat explained that the procedures to teartbie reimbursement could start
only after all forms had been returned to the daded, and that the aim was that
reimbursement should be made four weeks aftertftfdrm has been returned.

Members had several questions concerning the sletfithe reimbursement rules.
The Secretariat provided responses to the extessilde and proposed to confirm and
clarify the responses at the next meeting.

b) Declarations of conflict of interest

Under this agenda point the Secretariat presenflethr@e types of declarations
annexed to the draft rules of procedure:

Annual Declaration of Commitment
Annual Declaration of Interests
Declaration of Confidentiality

After the adoption of the ROPs these declarati@ve o be completed and signed by
the various participants to the RAC meetings irmadance with the provisions of the
draft Rules of Procedure (ROPSs). However, it waariftdd that the duties of
commitment, declaring conflicts of interests andftentiality apply from the first
day of their appointment. The oral declarationnéiests at the meetings would apply
already at the first meeting.

Publication of the declarations of interests wdwgdin line with ECHA’s commitment
to transparency and it would also be in line with practice of some other European
agencies like the European Food Safety Authoritf:S&) and the European
Medicines Agency (EMEA). A revised version of doeamh ECHA/RAC-1/2008/03b
providing guidance on conflicts of interest would ent out after the meeting. The
topic was further discussed under agenda point(R@Ps).

The RAC members asked for more guidance on the tfpmterests that would
prevent participation to the RAC and which intese&t declare in relation to e.g.
family and friends, or to membership of certain {gmvernmental organisations
(NGOs). The Secretariat noted that the credibdityl the perception of the RAC by
the outside world are most important and shoulérdehe the member’s individual
decision to declare any interest. It was also aptéat it could be possible for a
member that has declared an interest to providéhieeexpertise internally to the
RAC and then abstain from the decision phase. €hsitvity of the RAC members
to this was therefore important. With this in mint,was agreed that the RAC
members should apply careful judgement for eaclte asd ECHA would then
evaluate the relevance of any declaration. For @k@nclose connections with an



applicant for authorisation through family and frils should be declared, as should
any activemembership of REACH-relevant NGOs.

In this context, some RAC members asked what ttaded they are employed by a
university which could have co-operation or joiohtracts with industry (including a
REACH-relevant industry) on an institutional levéhe Secretariat responded that
such issues should be declared, but most likely Wauld not actually pose a conflict
of interest if there was no personal involvemenhyEACH-relevant issues.

One member requested whether it would be neces$sadgclare an interest for an
agenda point when the member is working for the ldenstate Competent Authority
(MSCA) that has submitted the Annex XV dossier. Bezretariat considered such
declaration relevant.

In addition, the Secretariat reminded the meetnag televant companies and relevant
industry is wider than just the chemical industry.

Concerning the declarations of confidentiality, &&C member asked how long the
duty of confidentiality was valid after serving tier final term as a member of the
Committee. The Secretariat referred to Art. 105th&f REACH Regulation which
does not indicate any time period and therefore doeation of the duty of
confidentiality can be considered to be indefinite.

Another RAC member asked how their co-operatiorhwiie MSCA would be
governed by the duty of confidentiality. The Se¢arat noted that the MSCA have
access to most of the information in any case,thag furthermore have the duty to
support the RAC members they have nominated titegefore unlikely that there will
be documents available to the RAC which are no¢sgible to the MSCA.

One member enquired if it would be easily possibleecognise which documents are
confidential. The Secretariat responded that it lddilag information/documents
considered to be confidential and for example Qimftial Business Information
(CBI) would always be flagged.

One member enquired if members could have advistis do not come to the
meetings of the RAC but would support the membeheravise. The Secretariat
responded positively but noted that all adviseuhsign the relevant declarations
and then they could obtain access to the informaifico requested by their RAC
member. It is the responsibility of the RAC memtmeensure that the advisers respect
the same confidentiality requirements as the mesaber

The design of the Declaration of Interests was disoussed, and it was suggested by
some members to modify Part | to also reflect thture of the declared conflict of
interest, e.g. highlighting whether this is a paedoor an institutional conflict. The
Secretariat agreed to look into this when revishgROPs.

The Chair then concluded the discussion by stétiagj some further considerations
would be needed. However, she encouraged membetectare all activities and
interests that could be seen as causing potendidlicts in the spirit of ECHA’s
policy on transparency, considering that in thearigj of cases the conflict would
remain potential and not actually interfere witk fharticipation to the work.

The Chair then asked if there were any Conflicinéérests to be declared specific to
this meeting. No such interests were declared.



¢) Harmonised CVs

The Secretariat had proposed a format for harmdrssert Curriculum Vitae (CV)
and had distributed a room document with an exanipleight still be relevant to
streamline the final format with the other Comnaethe Forum, and, possibly, the
MB. A final proposal would be sent out after theetieg and the members would be
requested to fill it and return it to the SecretariThe CVs would then be made
publicly available on ECHA'’s website, in line withrticle 88(1) of the REACH
Regulation.

4. Background of the RAC

The Secretariat presented the legal basis for &@ &1d vision on the RAC’s modus
operandi, to be further discussed under item 6@figenda.

It is planned, based on the deadlines in REACH iapdt from the Member States
(MS), to generate an annual or a rolling multi-aadmwverview of the substances that
will be subject to submission of an Annex XV dosdi@ ECHA. To facilitate the
discussions RAC working groups composed of RAC nemsitand other experts,
selected from ECHA’s expert roster or proposed liiy RAC members, could be
established for execution of certain tasks. Therfate with the Committee for Socio-
economic Analysis (SEAC) would need to be establishas well as a working
relationship with the Member State Committee (MSC).

The work of the RAC will be co-ordinated by the @hsupported by a scientific

secretariat. It will facilitate communication be®vethe RAC members, plan, prepare,
organise and follow-up the activities of the RA@daco-ordinate input from the

Secretariat, establish and maintain working retesigps with other bodies. ECHA

will also support the RAC financially by reimburgirthe costs for members and
invited experts related to participation in the RAEnary meetings. Subject to
availability of funds, ECHA will support the meegis of the working groups.

RAC members asked how and who initiated workingugsp to which the Secretariat
responded that there are several possibilitiestleegRAC can propose, the rapporteur
can suggest or the Secretariat can recommend, thist always the RAC that
establishes a working group.

5. Rules of Procedure (ROPS)

Before opening the discussion of the proposed Rofiédocedure (ROPs), the Chair
gave an overview of the timeline: the RAC was apfea by the MB on 17 December
2007, and, as Article 85 of REACH gives 6 months tfite RAC to propose draft
ROPs to the MB, the formal deadline is 17 June 20@&wvever, in order to be
operational by June®it is hoped that the RAC would be able to agreemft ROPs
at its next meeting in March, which would allow geatation of the agreed draft
ROPs to the MB at its meeting of 23-24 April 2008.

It was explained that the ROPs were drafted tallingaccount of, ROPs from similar
committees, e.g. those run by EMEA, or EFSA, orShentific Committee on Health
and Environmental Risks (SCHER), as well as thesgmeposed to and discussed by
the Forum in December 2007. The Chair suggestedtiieaROPs should be kept
general, following the same pattern for the oth€HA Committees, while Standard



Operating Procedures (SOPs) could be elaboratedpecific aspects, should the
RAC consider it necessary.

The ROPs were then discussed article by article thi¢ aim to agree on the wording,
as far as possible. A revised version recordingptbposed and agreed changes of the
ROPs was presented in the evening of 30 Januandifmussion the following
morning. The main conclusions and points made éndiscussions are summarised
below. It was agreed that the secretariat woulggme a revised version reflecting the
discussion and would make it available to the RA€mers within two weeks.

Art. 1. After some discussion, Art. 1 was agreed to condadirect citation of Art.
76(1)(c) of REACH. This wording includes the mentiaf evaluations although under
Title VI (Evaluation), no tasks are allotted to RAC.

Art. 2. The Chair clarified that this article cites the ttébom REACH and thus it
would not be appropriate to modify the text, eygadding tasks. Details on the tasks
should be reflected in the work programme, wheierigies could be stated, and
which would also be the background document fohligfting the resource need to
the MS. The RAC agreed to reword the footnote tiicher 2 of the RoPs.

Art.s 3 and 4 were not modified although some discussion took place, and for Art. 3
the RAC carefully considered proposals for altezsatnd for transfer of voting rights
in the form of proxies. Finally, the RAC acceptdthtt as the members were
appointed on the basis of their personal speckpedise and as the meetings served
as a forum for exchange of views between the expleat should allow for shifting of
views in a consensus-building process, it wouldb@tppropriate to advocate either
alternates or the transfer of voting rights.

Concerning Art. 3, the Secretariat pointed out #ratadditional category of members
will need to be added when the decision on inclusibthe REACH Regulation in the

European Economic Area (EEA) agreement is finalisieid likely that the agreement

will give the EEA countries the right of membershijthout voting rights.

For Art. 4, the Chair clarified that the procedioe selecting co-opted members will
be described in more detail in a future documest tire RAC should develop.

Art. 5. For Art. 5(2) it was clarified that the resignatishall be in writingFor Art.
5(4) the wording was changed to clarify that thecpdure to follow when inviting
experts replacing a member _is ribe one in Art. 6 but the Chair can invite these
experts without consulting the RAC. Whilst many nbems wanted to create an
obligation for ECHA to invite the expert replaciry member, the Secretariat
explained that for financial governance reasonstdtion of such experts needs
always to be subject to discretion by the Secraténit promised to verify the issue.

Art. 6. The Chair clarified that a new version of this @etihad been drafted by the
Secretariat in which a new category of observehng ¢tase holders, had been
introduced. Furthermore, the article had been asged to some extent. At the
meeting it was agreed to further rearrange thelarind to introduce a catch-all
category of other observers.



Art. 7 A member proposed that the RAC should endorse thairGssigned by
ECHA. After discussion, the RAC agreed that the REAtext was clear in
specifying that the Chair of the Committee is arHACemployee nominated by the
ED and no endorsement is thus needed. In caseAlkvias not satisfied with the
Chair, they could always raise their concerns g¢odtention of the ED or the MB.

Art. 8. The RAC agreed that it is up to the Chair to preposasures in case of
breach of the ROPs and that the measures takerdwiepend on the nature of the
breach.

Art. 8(i) was expanded with an example of powerst tmight be entrusted to the
Chair by the Committee to make the text clearer.

Art. 9. Art. 9(1) to 9(4) were accepted as proposed. Ther@tearified that Art. 9 (5)
and 9(6) are additional to the declaration of iests. Art. 9(5) was intensively
discussed and reworded to (1) reflect that the neesnbf the RAC themselves must
consider whether their activities and their peréameolvement in it, are of a nature
which is not compatible with being a member of R&C and (2) to better define the
activities that would be within the scope of thitiche as well as those specifically
outside the scope, such as general training andaédoal seminars. The Chair
proposed to place a reservation on the wordinghebd paragraphs pending the
discussion scheduled for the February meetingeoMB on this issue.

In Art. 9(6) the word ‘private’ was added to thesfiline for clarification. Concerning
Art. 9(7), it was agreed that the RAC would givensmndate to individuals
representing the RAC, and the paragraph was rewadeordingly.

In the context of Art. 9, Annexes 1 and 2 were alszussed. For Annex 1, the line
‘position’ was removed, as it was considered tebperfluous. For Annex 2 it was
proposed to include in part | a short summary ef tlature of the activities which

could be considered posing a conflict of interegth more details provided in part Il.

The Secretariat agreed to consider the suggestidrnvauld make a proposal after the
meeting via a written procedure. The importancérafisparency in the declarations
of interests was reiterated by the Chair.

Art. 10. The basis for the article is REACH articles 1189 Bhd 105. A number of
members expressed concern that the wording of1&({lL) as well as the declaration
of confidentiality (Annex 3) would propose treatiagerything as confidential unless
publicly available, and this seemed to contradiothbnational and Community
legislation on access to information. A clause wdded to indicate that this article
was without prejudice to such obligations undereotlegislation. Nevertheless a
reservation was placed on the paragraph to alloW Rfembers to seek legal advice
on whether signing such a declaration would putmthe conflict with their own
national legislation.

Art. 11. On the publication of information on the Agencwsbsite, some members
requested a rewording under Art. 11(3) with resped¢he content of the minutes and
the declaration of specific interests to a particalgenda point.

Art. 12. The deadlines were modified as follows: invitaiamust be circulated at
least 21 days before the meeting for normal megtamgl at least 7 days before urgent
meetings.



The Secretariat expects that from 2009, when ECH&\its own conference facilities,

it can plan the meetings well in advance and adtwetiee planning. Furthermore, the
number of days in the text of the ROPs is givenasndar days as national holidays
vary across the EU thus making working days a remmbnised concept. In addition,

the Secretariat would wish to develop SOPs, inolganore detailed procedures for
organising meetings to facilitate the preparatimmail parties concerned.

One member suggested to use video links as amailitez to participating in the
meeting, which could be especially useful for utgeeetings. The Secretariat agreed
to check if presence at a meeting via a video Viakild be sufficient in legal terms
for decision points. Other issues in relation teugisig confidentiality, particularly if
considering observer participation via video limkquld also need to be investigated.

Art. 13. The deadline for sending comments on the provadiagenda in Art. 13(2)
was increased to five days.

Art. 14. For making documents available it was concludeat tt0 days was a
reasonable general deadline and a reference tewdluene of the documents was
added to allow an adaptation of the deadline ire cdsarticularly complex, large or
short documents. The Chair explained that the &uB®Ps should aim to differentiate
types of documents and the time before the medkiagit would be reasonable to
have them available; the SOP development is planoextart in 2008. A member
noted that an analysis was needed on how and vhitthvdeadlines the output from a
working group would be taken to a plenum meeting.

Art. 15. The deadline in Art. 15 was changed from five teesedays.

Art. 16. Some members proposed to shorten the deadlirtedaninutes from four to
two weeks. One member proposed a deadline of fesks/ to have a final version,
meaning 2 weeks for the first version, one weelctonments and one more week for
the last draft version. The member added that regighould not only be archives but
also a real working tool for RAC members; to wait bne month to have a first
version may sometimes be too long a period to relpeensome details in the
discussion, in particular when the discussions wewenerous and dense. This
proposal, however, was seen by the Secretariatdifi@ult deadline to achieve in
periods with a high workload or around holiday pds.

The point relating to the agenda point on declanstiArt. 16(1) (a)) was reworded in
accordance with the comments made on Art. 11(3).

The wording of Art. 16(2) on distribution of docunis was reworded to include a
reference to Art. 6(12) on participants’ accesddouments.

Art. 17 on Rapporteurs was not modifiebhe Secretariat stated that, in view of the
forthcoming implementing rules for the financiabpedures, the need to modify Art.
17(3) could arise, including its deletion. Sevengmbers stressed the need to develop
a procedure for speedy appointment of rapportesiedraady envisaged in Art. 17(2).

Art. 18 (Working Groups) Some members noted that Art. 87(3) of the REACH
Regulation referred to remuneration of working gromembers, and Art. 18(4),
adapting 17(3) for rapporteurs, was added to thBefRk&@ldressing this. Art. 18(4) may
also be reviewed once the implementation rules fittwen MB are available. In



Art.18(5) the draft agenda and meeting dates weded to the list of information to
be made available to the RAC.

Regarding Art. 18(1), the possibility to have swgs of working groups was added
to the text. For Art. 18(3) the Secretariat claxfithat invited experts can be invited to
participate in the working groups and following AB(9) also observers may be
admitted to the working groups.

Art. 19 (quorum and adoption of opiniondjhe deadline in Art. 19(2) was changed
from five to seven days. The Chair clarified thaisetings the RAC could adopt
opinions and take decisions only when the quoruns wehieved and only the

opinions of members present would count in the &radoption, when considering

achievement of consensus, or majority versus niynopinions. Disagreements e.g.
by participants to the meeting invited accordingAb. 5(4) would not need to be

recorded as a minority opinion.

Art 20. For the written procedure, the application of ttagreement for the adoption
of scientific opinions was opposed by several masib€onsequently, the Secretariat
proposed to distinguish between the adoption obgimion and taking procedural
decisions. For urgent questions a deadline of &nclr days in the first case and 2
calendar days for the latter case was propos&ddtrecognised that the deadlines for
urgent decisions as proposed were short, howewerekipectations were that they
would not be used frequently. Art. 20(3) was addgedequest of members to require
a response rate of 60% in adoption of opinions hytem procedure. However, this
would not be applied to procedural decisions whaoi#t agreement was retained. In
addition, if consensus cannot be reached the ntynpasition(s) shall be reflected in
the written procedure report.

Art. 21. The reference to the implementing rules on fimgrissues from the MB was
updated.

Art. 22. The reference to the required majority was changgdadding the
clarification that the two thirds majority referre@lmembers present.

6. Planning of the work for 2008 and beyond

Introducing this agenda item the ECHA secretarmtega brief overview over the
history and intention behind the structure of tf&HA committees.

The RAC will be instrumental in three key REACH pesses that will start in the
following chronological order: Classification & Laling (C&L), Restrictions, and
later Authorisation (not specifically covered instimeeting).

The secretariat explained that the committee stracas implemented in REACH is
based on experience from the past committees deaii similar issues, especially
the Technical Committees (TC) on Classification &atlelling (C&L) and New and
Existing Substances (NES) (and its predecessdre)SCHER as well as the Risk
Reduction Strategy Meetings, and the Limitationsrkimy Group, underlining that it
is meant to take over the strength and to avoidvibeknesses of the previous system.



The new processes introduced by REACH will ensime (peer) review of the
dossiers by appointing rapporteurs. Having one citi@en the Committee for Risk
Assessment, as the focal point for discussion bfsalies within one dossier will
ensure a more integrated approach than in the fpagher streamlining is foreseen as
described in whereas clause no. 102 of REACH. Tleenbers of the RAC are
independent, and member states must support thémregources and the legal text
lays regulatory deadlines for many of the processes

The Secretariat recognised that it will be a cimgiéefor the RAC in its start-up phase
to address all the different tasks that were prsho distributed over several
committees.

a) Introduction to the dossier driven tasks of the RAC

In all three processes the work of the RAC will sishof developing an opinion on a
proposal prepared by another party (MS, Indust@HE-secretariat upon request of
the Commission). These dossiers have to be prefratbe format defined in Annex

XV to the REACH Regulation and are therefore callethex XV — dossiers. It is

envisaged that the processing of these dossier$olldw a similar pattern under all

three processes, and thus the three proceduresdsheualigned with regard to

deadlines.

In order to allow for a good scheduling of the wo#dd it is foreseen to start with a
registry of intentions to prepare a certain typé\nhex-XV-dossier based proposals.
ECHA has therefore asked Member States to commignibair intentions to prepare
C&L and restriction proposals but has not yet nesgimuch information.

The Secretariat is in the process of developingdsted operating procedures (SOPS)
for the processing of the different Annex XV dossid-or the RAC the first step is

always the conformity check, followed by the cotetibn of parties concerned,

before it can prepare its opinion. The ECHA seci&talso expressed its view that
there is a need to prepare and approve a decigfgyog document (see below) that
would integrate the entire information on which B&C-opinion is based.

* Annex XV dossiers - Classification and Labelling

The ECHA Secretariat presented the way it envisdgesRAC and the ECHA

Secretariat to process C&L proposals that shouldptmeided in the Annex XV

dossier format.

This view is based on an analysis of the requirdmetated in the legal text,
experience with the process for C&L proposals efREACH, and the process
planned for C&L under the Classification, Labelliagd Packaging (CLP) legislation
once it is aligned to the globally harmonised sys{&HS).

The revision of the legislation on CLP is ongoinghwa target date for adoption by
co-decision in 2009. The aim of the new legislai®io align the criteria for C&L of
substances and mixtures (preparations) as wellhashtzard and precautionary
statements with the UN Globally Harmonised Systemcfassification and labelling
(GHS), which is a global initiative to ensure tktia¢ same substance would have the
same C&L worldwide. The GHS is similar to the catr&U-system — but not the
same, some of the criteria and the approach fotumg@g (preparations) is different,



and it aligns C&L for transport with C&L for supplgnd use of substances. Once
agreed the new CLP legislation will be the basisthe classification and labelling
work under REACH.

The Commission’s proposal for the revised CLP Ratirh is now being negotiated
in the Council and the European Parliament. Thenrissues remaining concern the
suggestion to extend the scope to also label PBEtances and to introduce a
tonnage trigger (1 t/year) in the obligation toifyothe C&L. Other issues also still
discussed are the obligations of distributors, hkdity of testing on humans and
non-human primates, the impact on down-stream l&gia, and the labelling of
consumer products.

If the expected timing is adhered to, the requinetsieo classify substances in
accordance with the new legislation should thenyafspm 1 December 2010 (note:

this is the same date as the deadline for regmtratf the first phase-in substances
under REACH and for notification for the C&L invemy under REACH).

* Annex XV dossiers - Restrictions

The Secretariat presented a proposal on how the &&Ghe ECHA secretariat could
process Annex XV dossiers for Restrictions, inahgda description of the critical
processes, deadlines and responsibilities. Thestegs in the process are

» notification to the registry of intentions
* submission of an Annex XV dossier in up-to-date LW format
* appointment of rapporteur

« conformity check by the RAC as required in Art. £9¢f REACH (and in
parallel the SEAC)

* public consultation of the original dossier,

» preparation of draft opinions of the RAC and theASE

* Public consultation of the draft opinions

» Finalisation, publication and transfer of the opims to the Commission

» Commission takes the final decision in comitologgqedure.

It was proposed that the ECHA Secretariat will biee Chair of the RAC on

conformity of the dossier and it was offered to enéthis briefing available also to the
rapporteur of the RAC/SEAC with a view to assise tRAC/SEAC in their

conformity check, for instance by highlighting amybvious deficiencies or
inconsistencies with the format and content spediin the legal text.

The need for a good co-operation of the RAC and GE#as underlined and an
approach for this proposed.

In addition, the Secretariat proposed that the auti the Annex XV dossier would
be charged with integrating the comments and fopahion and its justification into
one consistent Decision Support Document.



Discussion:

Asked for further details regarding its supporttte conformity check, the Secretariat
emphasised that the decision about conformity pifowided dossier is ultimately the
responsibility of the RAC. However, the Secretanétl develop more detailed
proposals and submit these for discussion at tkkie RAC meeting. The Secretariat
added that for Annex XV dossiers for C&L there is legal requirement for a
conformity check. However, it would seem logical ttreat Annex XV dossiers
consistently and always to ensure before analygiegn in detail that they contain
sufficient information and are in conformity witthet requirements. The ECHA
Secretariat will further develop the Annex XV dessprocess description for the next
RAC meeting.

Asked what the consequences would be if the dosgiald not be in conformity, and
if the Secretariat could offer a pre-check of comiity, the Secretariat answered that
the timelines for conformity checking in Art. 69(d) REACH have to be followed
and that the RAC has the responsibility for thefoomity check and thus also to
inform the author that the dossier is or is nocanformance. The Secretariat can
offer to interested MSCAs an informal check of tleessier before submission, also in
view of the tight deadlines, but formally the prssdegins with the submission of the
dossier to the RAC/SEAC, giving them 30 days tochahe on the conformity of the
submitted dossier.

It was highlighted and agreed that as a consequexpporteurs for the conformity
check need to be identified as early as possibdeas soon as the substance is in the
registry of intentions. The Secretariat clarifiédtt indeed an early identification of
rapporteurs is needed but that the formal appointm@ossibly requiring a written
contract, can only take place after the dossieffisially received by the RAC. The
formal nomination of pre-identified rapporteurs lkkbuhen happen, for example,
through a quick written procedure.

Several members of the RAC noted that the rulescémformity check should be
established quickly and discussions should stegtdy at the next meeting.

It was discussed whether it would present a cdnflignterest if a RAC member has
taken part in drafting an Annex XV dossier thathien presented to the RAC. The
Secretariat observed that a conflict of interestidde declared; that the rapporteur
assigned to the dossier should not come from thieodties drafting the Annex XV
dossier, and that representatives for the authordd@d be present at the RAC
meeting as observers. The meeting agreed to thssevations.

b) Decision Support Document

The Secretariat introduced a proposal for geneyatirdecision support document
(DSD) explaining that the proposal had originalgeb submitted to the CA meeting
in December 2007.

The objective of such a DSD is to record in a tpanent and easily accessible way
the scientific and technical reasoning behind apigiand decisions from ECHA, in
this case the opinions of the RAC. This would mé#ke entire information easily
available to ECHA and its associated experts, @oc@bmmission for its legal process,
and also for any future discussions. It would dsomade publicly available and



would serve as a basis for registrants (and peshiilire applicants for authorisation)
to update their Chemical Safety reports

The proposal also analysed who would generate t8B,[and suggested that the
original authors would have the best knowledge ahduld therefore draft the
document.

Discussion

The Commission noted that the detailed mechanigdiths:@ed to be developed but
expressed the belief that it is a very good prop@sadently based on the learnings
from the Existing Substances Regulation (ESR) pnogne, where the risk
assessment reports published by the European ChlsnBuireau served a similar
purpose.

Several members raised questions on the procedurerdéation and status of the
DSD, on MSCA involvement in the process and onrgeponsibility for producing
and approving a DSD, and on the actual contentndorand length of it. Some
members also raised questions about the usefuties®SD, noting that there would
be other sources of information on the discussioth@ content of a dossier, e.g. the
minutes (documenting the steps of the decisiond)tla@ response-to-comments table.
The Secretariat, stressing that the intention tgmduplicate work, explained that the
minutes of the meeting, for example, reflected dhly discussions and conclusions
taking place at a meeting, whereas the DSD woulelgmate these discussions and
their impact into a type of updated Annex XV dossmaking all information
available in one document.

Finally the Chair concluded that the RAC finds 8D in general to be a potentially
very useful ‘all-in-one’ document to support thethfer decision-making process by
the Commission and for future consultation but thather details needed to be
presented before the final position could be taken.

The ECHA Secretariat was requested to provide énrdetails and practical examples
(which also include examples of the minutes andoheat for the actual opinion) at
the next meeting. The discussion on the DSD wilhtecwe at the March 2008
Competent Authorities meeting and the outcome ef discussion of the*1RAC
meeting would feed into that process.

¢) Pending/forthcoming classification and labelling desiers

For this agenda point two room documents wereidigtd indicating substances that
most likely will be discussed in the forthcomingute by the RAC in a C&L context.
The Commission introduced the document ECHA/RAMQ&Z10 that described the
substances for which the C&L under the previousslagon had not yet been agreed.
Although it was hoped that an agreement could btllreached on some of the
substances in a written procedure before the haadaate of 01/06/08, most of the
substances on the list were expected to be sulintiité&CHA/RAC for discussion
and opinion.

The Secretariat introduced the document ECHA/RAZDAB/09 giving an overview
of the replies received to a letter from ECHA ofptenber 2007 to the MSCAs
requesting information on pending / forthcoming ArrXV dossiers. Only five MS
had replied and the amount of information was ifisieht for producing a work plan.



The Secretariat had reiterated the request to tCA& at the December 2007
REACH CA meeting. Some of the members offered tataxt their MSCA and ask
them to forward this information.

However, one MSCA had already submitted two Annex dossiers for C&L to
ECHA, so the Secretariat and the RAC could in pplecstart working with these
dossiers as test cases. As the dossiers were hotiteed in IUCLID format the
Secretariat was studying how best to process theséest dossiers.

d) Transitional Annex XV dossiers for existing substanes (Art. 136)

The Commission presented the document (ECHA/RAQA8Z7c) that was also
presented at the December 2007 Joint CA meetimlicdting which substances are
expected to be finalised under the Existing SulegtgmnRegulation (ESR) and
published in the Official Journal before 01/06/G®r these substances there is no
need to submit an Annex XV dossier.

The Commission clarified that in order to publisbcdions in the Official Journal
before ' June 2008 the discussions would have to be coedliny 15 February
2008. Recommendations directed to the Integratekdltm Prevention Control
(IPPC) Directive, the Water Framework Directive (BJFor for an Occupational
Exposure Level (OEL), that were agreed but for Wwhike decision could not be
prepared and published in time, would be taken yphe relevant Commission
services without the need to submit an Annex XVs@arsto the RAC.

For other substances, although finalised with mkgar the risk assessment, there
would be no time to submit or finalise a Risk Regrct Strategy (RRS), and thus
Annex XV dossiers would need to be submitted byrdsponsible MSCA according
to Article 136 of REACH. These dossiers would tiiere need to be processed in the
RAC. In response to a question the Secretariatirmoed that a socio-economic
analysis was not an obligation for these substativeggh it would be beneficial
when there was a proposal to amend Annex XVII.

Using document ECHA/RAC-1/2008/7c as a basis, teereariat proposed to

develop a type of provisional working list of ampated dossiers, which could form
the basis for the process of an informal identifaraof rapporteurs. This was agreed
to by the committee.

In response to a query from a member on the pramfessnsultation of the SCHER
on these remaining risk assessments, the Commissphied that it would probably
not be meaningful to submit these to the SCHER &trch 2008.

e) Other tasks

The Secretariat presented the structure of theséere stakeholder consultation
process to be used by ECHA for updating, revision,drafting of guidance
documents. This process would include consultabbrthe relevant Committees,
whenever necessary, in order to ensure that thentib@es subscribe to the guidance
that determines the actions of Industry or MSCAsdassiers prepared using the
guidance may be processed by the RAC. The commi#teealso seen as a source of
top-level expertise being available to the ECHAttehould be used to the fullest
extent at the Executive Director’s request.



7. Working Procedures
7a. Establishment of working group(s)

The legal text and the draft ROPs allows the Comesst to establish working groups
where appropriate. The Secretariat presented agitostarter, analysing when

support from a co-rapporteur or a working group lddae needed, and if the number,
mandate and composition of working group(s) cowdddbfined at this point in time.

The main points of this were:

» before establishing working groups, the dossieesyfo be dealt with, the
(fixed) timelines, and the past experience shoelthlken into account.

o Different dossiers would require different expertthat could be best
found through appointing one or two co-rapportebrg,in some more
complex cases a working group might be proposed.

o The fixed timelines would require a smooth operatighich also a
working group has to adhere to and the past expagiés that by
having working groups the coordination with the mapmmittee may
sometimes be complicated.

» dossier related working groups may be needed

0 They could consist of the rapporteur, co-rapporténterested RAC
members and their advisers and invited experts.

» Also issue-related working groups (e.g. on humaaltheeffects assessment,
environmental effects and PBT assessment, exp@uerisk management,
method development) could be considered, possédayirsg the RAC, SEAC
and the MSC, thus contributing to the coordinatdrthese committees and
the harmonisation of their work.

Upon proposal by the chair, the RAC agreed to stamtking without a pre-fixed
working group structure, noting though that thisildopotentially place a substantial
burden on the rapporteurs.

For the assessment of Substances of Very High @or(&/HC), a member noted
that there could be a need to review the guideliogsether with the MSC in a small
working group to avoid different interpretation tife same data. The Secretariat
observed that there is a need to differentiate &etwthe identification of SVHC
(>MSC), and the assessment of restriction or aightion proposal for such
substances (>RAC), and that the work is done indifferent Committees.

With respect to the work on harmonised C&L propssalo members observed that
the workload could be substantial as substances ftoe Biocides and Plant
Protection Products programmes are coming in aosetlsubstances require a C&L
for all end-points. Once an overview is availaltle tvorkload should be evaluated
and the need for installing working group(s) shob&l considered. The Secretariat
suggested considering to assign a rapporteur ardpEmrteur respectively for
toxicological and environmental aspects.

One RAC member proposed to actually have a grogimdewith C&L for CMR
properties, but some others pointed out that egpgarC, M or R are normally not
experts in the other areas, making such a sub-gtifiqult to establish.



The issue of the future of PBT assessment washatagght forward, as, in the past,
the PBT subgroup had also dealt with Biocides #rat potential PBTs. The Chair
noted that the mechanism in terms of processespamcedures (and the relevant
actors) for the identification of potential PBT®rin Plant Protection Products and
Biocides would need to be clarified. In any case thsk of identification of
PBTs/vPvBs rested with the Member State Committeed thus the RAC's
involvement with this task in general would be velet to the foreseen discussions on
the interface and coordination with the MSC. Therseriat noted that one way of
ensuring co-ordination could be (a) joint subgre)petween ECHA’s committees.

The Chair concluded that there was an agreemestatbworking as one Committee
and that at a later stage, taking into accouniibiking experience and the potential
workload, dossier-related subgroups or subjectedlevorking groups may need to be
established.

7b. Interface with MSC, SEAC and Forum
This point was deferred to the next meeting owmgrhe restraints.
7c. Cooperation with other community bodies

The Secretariat presented an overview of other Qamitynbodies with which ECHA
may need to establish ROPs for cooperation, asdawin in Arts. 95 and 110 of
REACH. The relevant bodies are EMEA, EFSA, and Aldwisory Committee on
Safety Hygiene and Health Protection at Work, dpmdly cited in REACH, as well
as the DG SANCO non-food committees, SCHER, theeriific Committee on
Consumer Products (SCCP), and the Scientific Cotaenibn Emerging and Newly
Identified Health Risks (SCENIHR). The Secretanatlined a number of foreseen
activities for this future cooperation, including@ting up networks; establishing
contacts between the secretariats; assessing |gossibrlaps, start discussions on
data sharing and confidentiality issues; developimegnoranda of understanding; and
assessing possibilities of joint activities of difnt committees.

The Chair informed the RAC that ECHA had receivadritation from DG SANCO
to participate in the development of a SCCP, SCHE& SCENIHR joint opinion on
1) the use of the Threshold of Toxicological Comc€FTC) in human health risk
assessment and 2) approaches to the risk assessimantagenic and carcinogenic
substances.

The Chair pointed out that since two RAC membersewalso members of the
SCHER, this provided already good possibilitiesifgout to the respective activities.
Other RAC members with a specific interest in eitbethe topics were invited to
take contact with DG SANCO, following distributiaf the draft mandates after the
meeting by the ECHA secretariat.

8. Co-opted Members
a) Competence coverage
According to REACH, the only criterion for co-opgiradditional members to the

RAC would be gaps in the overall expertise. Ther&adat therefore presented an
overview and statistical background data of the mewnce of the RAC members



based on the information in their CVs and competegieds submitted to ECHA,
highlighting that all areas of required expertiseraed to be covered by the appointed
members.

b) Proposals for Co-opted Members

The ECHA secretariat presented the agenda poinifyahe that the co-opted
members would be full members of the RAC with eglgles and rights as members
nominated by MS. The only difference would be ie thiay co-opted members are
appointed. In addition to co-opted members an éxpster is envisaged from which
experts could be invited as the need arises tageamxpertise of a specific nature on
a particular topic.

After discussion the Chair concluded that

o in view of the analysis of the expertise currentighin the RAC it would be
unnecessary to decide already now on co-optingiaddl members.

o the estimated work(over)load is not sufficient mrado co-opt additional
member(s), such an issue should be addressed MSRAs who are legally
obliged to support the members of the RAC

o the procedure for co-opting members should be edddd on the basis of the
ROPs in a specific procedure when the need arises,

0 co-opting additional members could be done at ame tand thus would
remain as an open issue that could be addressey &AC-meeting.

9. Invitation of observers

In the past, different practices to stakeholdertigipation have been applied in
different fora (for example TCNES, SCHER, EFSA &dEA) and therefore an
ECHA stakeholder policy had been regarded as nagess

A discussion document on the topic had been preddntthe MB in December 2007
and a concise policy document on this should bsegmted to the MB for endorsement
at its meeting in February. The document identifbedy two groups of “privileged”
observers (ECHA and the Commission), and for otieservers, an invitation from
the Committee itself would be needed.

The document also underlines the intention of EGbl&nsure the maximum level of
transparency possible, while ensuring an equal famdtreatment of all concerned
stakeholder groups. Therefore, an open call isn@drto invite EU-wide stakeholder
organisations to express their interest in pawitim (as observers) in the work of the
Agency, including their participation (as observer)the meetings. The RAC could
then invite observers from those organisations thate expressed interest in
participating in the work of the Committee and illétl the eligibility criteria put
forward by the ECHA Management Board.

In addition, international organisations ariti @untries might be invited by the MB
to participate in the work of ECHA. Also in thesases the agreement of the RAC
would be necessary before observers could be aaitis another technical option it
was indicated that once the ECHA conference cergr®perational, also web



streaming of Committee meetings could be possilffiering more possibilities for
interested parties to observe the work of the cdtess.

The Chair concluded that a more detailed discussitirtake place at the next RAC
meeting, after the MB decision on the issue.

10. Guidance documents

The presentation and discussions for this agermaa was postponed until the next
meeting.

11. Document Management
a) Platform for distribution of documents to the RAC —CIRCA

The Secretariat presented the CIRCA interest groupthe RAC, explaining the
procedure for getting access. It was specified @&®CA can be used to store and
exchange documents, and to facilitate discussibnsugh newsgroups. Members
were informed that the basic administration of itla@icounts, such as changing email
addresses and activating the functionality of aatiieralerts, can be managed directly
by the users.

The Secretariat asked the RAC member who had naigreed up to CIRCA to do so

as soon as possible. The members can also asksd0d8HRCA for their assistants or

advisers, but for security reasons access canlmnlyranted for natural persons, not
for functional mailboxes. All requests for addingdaremoving users — including the
advisers should be sent to the Secretariat.

b) REACH IT — current state of development and plansdr accessibility

The system will be composed of different applicasicaddressed to the principal
groups of users: industry, ECHA and the MSCAs, a&dl ws the general public.
REACH-IT will be a web based application hostedE@HA and accessible to the
users via internet. The first version is expectedbeé delivered in March 2008, and
available for use in mid-May. The planning foresd€90 users from ECHA and
MSCAs, including members of committees, who wouwddéhfull access to data stored
in REACH-IT, depending on their respective uselfifgro

There are several security layers protecting th&a da REACH-IT. ECHA and
MSCAs are connected by a secure Virtual Privatevidet (VPN) connection, every
ECHA and MSCA REACH-IT user has a personal cliemtrtiicate and a
login/password. The body responsible for discus#ieglT security issues related to
REACH-IT affecting MS is the Security Officers Neti (SON), which aims to
coordinate the security implementation of REACHHITMS and harmonise security
procedures in the MSCAs. The MSCAs will nominate ®ASuser administrators
responsible for maintaining the user base in eaBICR|, as well as Security Officers
who can officially represent their MS in SON megin These MSCA user
administrators can grant (restricted) access to ®EAT (e.g. to consult dossiers
from one legal person only). ECHA provides a lirditeumber of crypto-boxes for
free, but MSCAs can themselves invest in more hokkes non-confidential data will
be available via ECHA’s dissemination site. Confiti@ data is protected via limited
access.



For the RAC members who are working in the MSCAseas is granted via the
workplace. RAC members who are not working as pathe MSCA are regarded as
external users and need to obtain access throeghMISCA.

The individual members of the RAC had several qoestafter the presentations and
asked how REACH-IT supports the RAC’s work. Ther8triat explained that the
first release(s) of REACH IT are targeted towatus workflow needed by*1June
2008, and this did not include the RAC, for whicBacument Management System
(DMS) was proposed. The next questions concernedMS and how it would be
available. The Secretariat replied that the ECHAIMIdoe involved in defining the
process, in consultation with MSCAs.

This was followed by a question if REACH-IT is akao access IUCLID 5 and what
the MSCA should do to submit an Annex XV dossidre Secretariat explained that
REACH-IT is accessible to the MSCAs, and Annex Xd&&siers will be submitted

through it after entering the relevant data in IURLThe MSCAs can connect to
ECHA and thereby enter REACH-IT. From June 2008 MiISGhould be able to

submit Annex XV dossiers via REACH-IT. Some infotioa would in any case be

outside REACH-IT and go into a DMS.

It was clarified that a tool has been developewlawnsfer IUCLID 4 files into IUCLID

5 format using also attached files. There shouddetfore not be any need to rewrite
the information. So the MS would use REACH-IT amdlustry data would be
available via REACH-IT as well.

The Secretariat added that meeting documents witlitzulated via CIRCA in 2008,
and in the future a combination of a DMS, REACHald possibly CIRCA would be
used.

12. Any Other Business
a) Next meeting

The Chair confirmed that the next meeting will tagdtace in the period 11-14 March
2008 (ending at 14:00 on the last day) in Helséatla different venue.

The members noted that in planning the meetingh®fRAC the dates should be
coordinated with the dates for the Biocides tednioeeting, SCOEL and SCHER,
REHCORN, and REACH CA-meetings, negotiations foe tOLP regulation and
possibly others as well. The Chair promised tadravoid overlapping meeting dates
for 2009 and beyond, especially through forwarcpiag that would become easier
once ECHA had its own meeting facilities.
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ANNEX 1I. FINAL AGENDA

18 January, 2008
ECHA/RAC-1/2008/01 Agenda Rev.2

Draft Agenda
First meeting of the Committee for Risk Assessment

29-31 January 2008
Palace Hotel, Helsinki, Finland

29 January: starts at 9:00
31 January: ends at 14:00

Item 1 — Welcome and Introduction
a) Welcome by the Executive Director of ECHA (Gd2ancet)

b) Tour de table — auto-presentation of membetheRisk Assessment
Committee

Item 2 — Adoption of the Agenda
For adoption ECHA/RAC-1/2008/01
Item 3 — Administrative Issues
a) reimbursement rules
b) declarations of conflict of interest
c) harmonised template for mini CVs
For information ECHA/RAC-1/2008/11
Item 4 — Background of the RAC
Background of the Risk Assessment Committee —

(Legal basis, scope, proposed modus operandi)
For information ECHA/RAC-1/2008/02



Item 5 — Rules of Procedure (ROPSs)

Introduction to the draft proposal for ROP of thekRAssessment Committee

For discussion and endorsement
ECHA/RAC-1/2008/03a&3b

Item 6 — Planning of the work for 2008 and beyond

a) Introduction to the dossier driven tasks of R#AeC
* Annex XV dossiers — Classification and Labelling
* Annex XV dossiers - Restrictions
* Annex XV dossiers — Application for authorisation

b) Decision Support Document ECHA/RAC-1/20@8/0

c) Pending/forthcoming classification and labelldassiers
ECHA/RAC-1/2008/09 and ECHA/RAC-1/2008/010

d) Transitional Annex XV dossiers for existing siamges (Art 136)
ECHA/RAC-1/2008/07a&7b&7c and ECHA/RAC-1/2008/09

e) Other tasks

For discussion
Item 7 — Working Procedures
a) Establishment of working group(s)
b) Interface with MSC, SEAC and Forum

d) Rules of procedure for co-operation with other Camity bodies (Art. 95
and 110) (EFSA, Advisory Committee on Safety Hygieand Health
Protection at Work, EMEA)

For discussion

Item 8— Co-opted Members

a) Competence coverage - RAC Overall Competence Grid



b) Proposals for Co-opted members
For discussion ECHA/RAC-1/2008/04 and ECHA/RAC-1/2008/05

Iltem 9 — Invitation of Observers

a) Member State observers
b) Industry, other NGOs
¢) Third Countries
d) International Governmental Organisations
e) Other Community bodies
ECHA/RAC-1/2008/08
For discussion

Iltem 10 — Guidance Documents

a) Guidance for the preparation of an Annex XV dosgRestrictions, C&L,
SVHC)

http://reach.jrc.it/docs/guidance document/harnmemhiglassification_en.htm

http://reach.jrc.it/docs/guidance document/restiicten.htm

http://reach.jrc.it/docs/guidance _document/svhctem.

b) Other Guidance
For discussion

ltem 11 - Document Management
a) Platform for distribution of documents to the ®RA CIRCA
b) REACH IT — current state of development and plam accessibility
For information
Item 12 — AOB
a) Next meetings (March 11-14, 2008)
(July 1-3, 2008 tentative)

(September 16-19, 2008 tentative)
(November 18-21, 2008 tentative)



