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I. Summary Record of the Proceeding

1. Welcome and Apologies
Ms Leena Yla-Mononen, ECHA, who chaired the meegtimglcomed the participants of the
second meeting of the Committee for Socio-econagknialysis (SEAC). New members of the
Committee Mr Aristodemos Economides nominated byprG@y and Mr Janez Furlan
nominated by Slovenia were introduced and welcomed.

The Chair informed that apologies were receivedhffour members, three of whom had sent
non-voting replacements.

Members™ advisors present at the meeting as wellepsesentatives of the European
Commission (COM), five stakeholder organisationsd amne international organisation
participating in the meeting as observers wer@thiced.

The recently appointed Director of the DirectorateéCooperation at ECHA that handles also
ECHA's interface with Committees, Mr Andreas Healimtroduced himself.

The list of attendees is given in Part Ill of thenotes.

2. Adoption of the Agenda

At the meeting some changes were proposed to tlendegby the Secretariat and SEAC
members. The Secretariat proposed to include 23&ls of the Action points from SEAC-2
on the Agenda and also to cover the selectione@SIBEAC permanent Chair and the access of
stakeholder observers to SEAC Circa Interest Gumger AOB. It was requested from the
Secretariat by the members to report under AOBhenstatus of the guidance document on
SEA in Authorisation and on the status of pre-regions submitted to ECHA. With these
modifications the Agenda was adopted. The final migeis attached to these minutes as
Annex Il.

2 bis) Status of the Action points from SEAC-2

The Chair recalled that the minutes of the secoadtimg of the Committee had been adopted
in a written procedure and had already been puddisbn the ECHA website. The Chair

reported that all actions from SEAC-2 meeting hadrbcompleted, with the exception of a
few issues proposed under the SEAC-2 agenda poeutsl 9 that had been carried over to the
actions from this meeting.

Under Agenda point 6 of SEAC-2 meeting, the Sedmthad been requested to finalise the
“fictitious case” as well as prepare examples am dpplication of SEA and together with
COM to organise a workshop on a past restrictiae c@ihe Chair reported that elements of an
updated “fictitious Annex XV restriction report” ddeen used in the preparation of the crash
course on SEA for RAC and SEA refresher course. Chair reported that the development
of a full fictitious case and the organisationtod tvorkshop were under further consideration.

Under the same Agenda point of SEAC-2 meeting Sberetariat had been asked to develop
and maintain a web based portal with informatiod data sources on costs and benefits of
regulating chemicals. The Secretariat informed thét task was outsourced and the web
portal would be up and running within a couple afnihs.

Under SEAC-2 Agenda point 9, the Secretariat hah lsequested to clarify the implications
of not complying with providing the conformity checeport within the 30 day deadline. The
Chair explained that if the conformity check regemot provided within the deadline whether
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due to the failure of the rapporteur or the Conemittthe restriction process should continue.
Prolonging the conformity check procedure wouldubgust for the dossier submitter. Thus, if
the Committee did not carry out the conformity dhectime, the Annex XV dossier would be
considered to be in conformity.

3. Administrative Issues

a) Changes in the SEAC composition/nominations

The Chair informed about changes in the composiioB8EAC which had taken place after
the second meeting of the Committee. It was noted the SEAC member Mr Marios
Kourtellis nominated by Cyprus had resigned from the Commitggprus had nominated Mr
Aristodemos Economides to SEAC, who was appointgdhe Management Board at its
meeting on 18-19 December 2008. The Chair recétiadthe appointment of Mr Janez Furlan
nominated by Slovenia had started from 15 DecerB@8 according to the decision taken by
the Management Board at its meeting on 24-25 Sdpe2008.

b) Participation of observers

The Chair recalled that at SEAC-2 meeting in Octdk@08, the Committee had agreed to
invite 16 stakeholder organisations to participatSEAC as observers, four of which it had
decided to be addressed jointly in order to poggielt a joint representation from these four
organisations. The Secretariat sent out the ineiatto the invited stakeholder organisations
in December 2008. So far the following eight orgatibns had officially nominated their
representatives:

» CEFIC (European Chemical Industry Council),

*+ CONCAWE (Oil Companies™ European Association),

» EAERE (European Association of Environmental and sdvece

Economists),

» EEB (European Environmental Bureau),

 EMCEF (European Mine, Chemical and Energy WorkEesleration),

» ETUC (European Trade Union Confederation),

» Eurometaux (European Association of Metals Indystry

* FECC (European Association of Chemical Distributors

The Secretariat had also received an informal natiwn on behalf of the four environmental
organisations which had been addressed jointly;adrtide moment an official nomination was
awaited from them.

UEAPME (European Association of Craft, Small and duen-sized Enterprises) had
responded and informed that it would nominate égresentative to SEAC only at a later
stage.

As agreed at SEAC-2, an invitation to nominate bseover had also been sent to the OECD
Secretariat which had nominated a regular obseovBEAC.

Following a comment of one stakeholder observeandigg the contribution of stakeholder
observers in commenting on the meeting minutes,Cthair clarified that in the future the
observers would be invited to comment on the mgetmnutes but the adoption of the
meeting minutes is in the remit of the Committeenmbers only. Nevertheless, the version of
the meeting minutes intended for adoption would die provided to the observers for
information. It was reminded also that the minutesn closed sessions would be released to
the members and other closed session participaits o
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c) Declarations of conflict of interest
No participants declared having any conflict ofenest to the items on the Agenda of the
meeting.

d) Revised reimbursement rules
The Chair presented document MB/77/2008 final tfeed been adopted by the Management
Board at its last meeting. The rules apply to akmmbers of the Management Board,
Committees and Forum, invited experts, observdfidlifg criteria laid down in the document
and to other attendees at ECHA meetings. Principahges from the previous guide included:
payment of accommodation expenses only on the lohsashotel invoice; reference to pre-
paid flight or other tickets, signalling the futuuse by ECHA of a travel agency for the
benefit of participants in meetings; and specifiles concerning reimbursement of certain
stakeholder observers.

Members enquired about the financial responsibiiity cancelling the trip after the flight
ticket had been purchased. The Chair explainediththie case that the flight ticket is bought
but for some unforeseen reason the member woulbbenable to participate in the meeting, it
should first be examined whether the participanhigfher institution has an insurance that
could cover the unused ticket. In case there isuah insurance and since ECHA itself is not
insured against such instances, ECHA would haveay the flight ticket provided that
appropriate justifications for the cancellatiortlué trip have been received.

e) Remuneration of invited experts serving the Committe working groups

The Secretariat presented a decision adopted byl#magement Board at its last meeting on
the remuneration of co-opted members and experitethby the ECHA Committees and the
Forum. The decision is intended to implement AescB7(3) of the REACH Regulation and
15 of Regulation (EC) No 340/2008 (‘the Fee Regoig), respectively. The decision
establishes a scale of fees for the remuneratioth@fwork of co-opted members and of
experts invited by the Committee or requested byHECRemuneration is not payable to
individuals who are employed in the public senat@ Member State. A uniform rate of EUR
300 per day has been set which is consistent vighprinciples of economy and sound
financial management.

The Chair noted that the meaning of ‘employed iae public service of a Member State’
would be clarified by the Secretariat, as alreaatyuested by RAC.

4. Feedback from other ECHA bodies

The Chair of the Committee for Risk Assessmentrmfid about the recent developments in
RAC. Since SEAC-2, RAC had met twice - in NovemB&08 and in the beginning of
February 2009. The February meeting had been pedcby a Crash course on SEA that
widened the understanding of RAC members of wha&(SE dealing with. At its plenary in
February, RAC discussed a working procedure focgseing a restriction dossier and terms
of reference for rapporteurs, which took also iat@ount comments given by SEAC. RAC
had also been debriefed about the meeting of thACSEAC arrangement. Under the
extensive discussion on C&L proposals, RAC memlherd expressed their concern about
ECHA'’s support during the accordance checks iningpithe rapporteur from opposing the
view of the Secretariat and questioned the leveletéil the rapporteur should go to during the
accordance check.

The Chair of the MSC summarised developments ilMBE which met for the sixth time on
17-18 December. She explained the first recomm@matf substances to be included in
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Annex XIV of the REACH Regulation (Authorisationdt) has to be submitted by ECHA to
the Commission by 1 June 2009. To this end, a pwaihsultation was underway of ECHA'’s
proposed prioritisation of substances to be inaudeAnnex XIV, recommendations for each
inclusion, including corresponding application aswhset dates, and supporting documents.
The public consultation was to close on 14 Aprteafwhich the MSC was to be formally
consulted, before ECHA would submit the recommendéab the Commission. In total seven
substances have been proposed to be prioritigedasl estimated that this first Authorisation
List may be finalised by the end of 2009. Accordiagresent plans, the first applications for
authorisation could be expected in 2012. The Cilao noted the MSC was to meet four times
in 2009 and the next meeting was scheduled foAp+d.

One member enquired about the workshop for MS Ceempéuthorities concerned with the
Candidate List and authorisation as a risk managemstrument that had taken place on 21-
22 January at ECHA'’s conference facilities. Ther8egiat explained that the workshop had
been aimed at reaching a first agreement on thention and scope of the Candidate and
Authorisation List and to find a common understagdof the choice between authorisation,
restriction and other Community legislation for stamces of very high concern. The
Secretariat agreed to present the proceedings fr@mworkshop to SEAC once they are
available.

The Chair informed that in addition to the issuesspnted under different Agenda points of
this meeting, the Management Board had discusséd &tecember meeting also the 2009
budget and work programme and the multiannual worbgramme of the Agency. A
comprehensive report of the work of the Committeesl Forum had been given at the
meeting.

The Chair also noted that Forum had convened ireder 2008, to discuss enforcement of
REACH in the Member States, immediately followirtge tclosure of the pre-registration
window. Forum agreed the first co-ordinated enforest project which will focus on pre-
registration, registration and safety data sheatsphase-in substances across 20 countries,
including Norway and Iceland and it will start iprég 2009. It also held a brief discussion
on the Forum’s role in the restriction process éstteraction with RAC and SEAC.

5. SEAC-RAC arrangement

a) First results of the SEAC-RAC arrangement (includirg oral report of the 1st
meeting of 27 January 2009)
One of the SEAC members reported on the first mgeif the SEAC-RAC arrangement that
had taken place on 27 January 2009. The membendeshiabout the tasks of the SEAC-RAC
arrangement. He noted that the meeting was intemolezbnsider the interaction between
SEAC and RAC rapporteurs to ensure the opinionth@ftwo Committees are prepared in a
co-ordinated manner and with a full understandinthe overall requirements of REACH.

The major highlights of the discussion at the nmepdf the arrangement were presented. In
the presentation, common issues of interest foh @bmmittees were pinpointed, e. g.
effectiveness of risk management options in terhrssk reduction capacity and the treatment
of uncertainty. It was stressed that RAC and SE&gporteurs should interact informally and
exchange their understanding throughout the réistniqgprocess, and not merely exchange
data; rapporteurs should hold face-to-face meetmgssthere is also a need for other informal
communication. It was suggested that rapporteurddvattend the sister Committee meetings.
To facilitate tracking of Committee members’ comitisenCIRCA newsgroups and
communication through the respective rapporteunsiishbe used as preferred communication
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channels. A need to establish joint working growgrg] the importance of identifying early on
those Committee members who could support the régyogs) with their specific expertise

and the need for careful scheduling of plenary imgstto create submission windows in order
to manage the workload effectively were mentioned.

Participants particularly noted the tight timelimewhich the restriction process takes place
and therefore highlighted the importance of recgjvcomments from RAC and SEAC
members on preliminary opinions early, the need ifdgroducing interim milestones (in
particular to get comments early from interestedigs) and for repeated liaison between
rapporteurs and learning from their experience.

It was also noted that technical exchange aroucaksa study would be needed to understand
the interfaces and common issues of the two Cormeestt SEAC-RAC arrangement
participants volunteered to use parts of the tteomsil dossier on medium-chain chlorinated
paraffins (MCCPSs) to test the procedures.

Criteria for assessing when the RAC opinion divergagnificantly from the suggested
restriction (pursuant to Article 71(3) of the REAGRegulation) remain to be considered by
the SEAC-RAC arrangement.

Members discussed the matters raised and agrediaeamsefulness of the work carried out
thus far. It was pointed out that the submissiondeivs address the problem of scheduling
meetings of RAC and SEAC and allow better coordomadf the restriction process. Members
raised their concern about the manageability of Bubmission windows in a year, but since
only a few restriction dossiers are expected tsudamitted in the first years, this might not
cause problems in practice.

A question was raised on the issue of keeping regirom the meetings of the rapporteurs.
The Secretariat recommended keeping records oé time®tings e. g. in order to inform the
other Committee members what was discussed. Theseédsinclude the observations of the
rapporteurs in order for the members to be abledk into an issue as necessary.

Members discussed the level of involvement of otimembers than (co-)rapporteurs in the
restriction process. It was noted that (co)rappwstshould be trusted by all members and that
too deep involvement of the other members shouldanmded to prevent duplication of
efforts. Instead, the rapporteur should be ableaddress specific questions to the other
members if needed. Nevertheless, it was stressedrthihe first years it would be advisable
for the other members to seize the opportunityeton through a more profound involvement
in the process.

On the subject of possible COM'’s participation am® of the meetings of rapporteurs, COM
clarified that it could act merely as an observethiese meetings with view of preparing for
the decision-making after it has received the apisifrom the Committees. Some members
were concerned that such participation could afteet independence of (co-)rapporteurs’
work. Some suggested that COM observers wouldirefram participating at least in the first
meeting as this intended to be merely exchangeitdliviews of the (co-)rapporteurs.

b) Work Plan till June 2009
The next steps for the arrangement were to contmarking together electronically on the
outstanding questions and then to meet again dkp&0prior to the RAC-6 meeting.



6. Rules of Procedure (ROPSs)

a) Report of the written procedure on the revision otthe RoPs

The Secretariat recalled that at SEAC-2 the maatifims to the SEAC RoPs proposed by the
Secretariat were discussed and these had been ugkeédased on the discussions of other
Committees and the Forum, the Secretariat had peapa few additional minor changes to
the text and launched a written procedure in wiihehRoPs had been adopted. An additional
editorial correction was introduced, following anmment of a SEAC member, in Article 15
of RoPs, where the reference to Article 12(4) vegdaced with the reference to Article 12(3).
The agreed RoPs were to be presented to the megdtitige Management Board on 26-27
February for final adoption.

7. Working Procedures for Restrictions

a) Procedure for appointment of rapporteur and co-rapprteur
The Secretariat presented the proposed workingedwoe for appointment of rapporteur and
co-rapporteur. It was explained that in additiorthe main principles and selection criteria
taken from a document presented at SEAC-2 (SEACQI®/12), the new document
included also a stepwise working procedure to h@iegh when appointing rapporteurs and
co-rapporteurs for restriction dossiers. The modifons proposed by the members at SEAC-
2 had been incorporated in this document in thé@econ principles and selection criteria.
Furthermore, the Secretariat proposed to includeexpiicit statement that the rapporteur
could only in exceptional cases come from the seoumtry as where the dossier is prepared
and that a SEAC member who is employed by the MBg&tent Authority submitting the
dossier cannot be assigned as rapporteur for tdssiet.

Following extensive discussion at the meeting,fthlewing major changes were introduced
in the document:

The mention that on the receipt of the Annex XVdiesby ECHA, the Secretariat would
“prepare the necessary contract” was removed asppeintment letter together with the
Terms of Reference is in fact a contract in itaelfl therefore the statement is redundant.

In the section on considerations for exclusionasvadded that since the restriction procedure
may last 13-16 months, there should be sufficiené remaining of the rapporteur's term of
office to be able to complete the rapporteurshipe Becretariat agreed to clarify whether a
member’s term of office could be extended earli@mt just before its end in order for the
member to be an eligible candidate for the rappeostep that is likely to last beyond the
member’s term of office.

A clarifying sentence was added in the paragrapardéng the conditions of replacement of a
rapporteur stating that the replacement of a rapporshould be avoided to the extent
possible in order not to hamper the process.

In the working procedure section, the time for egsions of interest by members was
extended from two to three weeks (step c). Furtbeema new step was introduced for cases
when there are several candidates, allowing theirCioa consult with the candidates
informally to clarify their availability, qualificdons and any other relevant considerations in
order to prepare his/her recommendation.

With these modifications and some other minor adioas and clarifications, SEAC adopted
the Procedure for the appointment of rapporteuramdhpporteur with the provision that the
procedure may need to be revised after discussidtts RAC on their corresponding
Working Procedure.



b) Working procedure on processing of an Annex XV resiction dossier
The Secretariat presented the proposed workingegduoe on processing a restriction dossier.
The working procedure is intended to follow dirgcthfter the working procedure for
conformity check. A parallel procedure had beerettgyed for RAC which was discussed at
RAC’s last meeting on 10-11 February 2009. Relevsuggestions proposed by RAC
members had been taken into account in the SEAGtKing procedure.

An extensive discussion followed the presentatianwihich a number of issues were

considered. Some members expressed their concetn tie ability to keep the background

document up-to-date throughout the procedure. Hueefariat responded that the background
document should be fully in line with the opinionleast before the public consultation on the
draft opinion and when the final opinion is adopt&te Secretariat agreed that it would be
indicated in the working procedure that keeping tmckground document up-to-date

throughout the procedure should be a good prabtit@ot obligatory at all stages.

Concern was raised regarding the possibility tlmet dossier submitter would decline to

provide an input into the background document andysponse to comments. The Secretariat
explained that it is in the interest of the subemitto be co-operative and to prepare the
background document and response to comments falie Secretariat took up the task to

approach later on MS Competent Authorities to stedir agreement on their tasks and

deadlines given in the working procedure. One mensoggested that a simulation of a

rapporteur’s workload should be carried out.

Clarification was sought on the ownership of theckgmound document and on the
responsibilities of the two Committees in evalugtiand possibly changing the different
sections of the document. To improve clarity ther8e&riat is working on revision of the
Annex XV report format. The aim is that in the =4 version — to the extent possible — one
heading is relevant only for one Committee. Ther&aciat reminded that both Committees
are expected to adopt their own parts in the backgt document to support their respective
opinions.

One member pointed out that according to the wgrkirocedure SEAC is provided only with
selected draft versions of the RAC opinion. Ther&@riat agreed to improve the text of the
procedure by adding an indication of the stage#h&th RAC shares its opinions with SEAC.

The need for the Forum’'s advice in the early stagkshe procedure was questioned.
Nevertheless, the Secretariat stressed that itdvbal useful to know the Forum’s opinion
early on since the dossier submitter has to inclmdhis Annex XV restriction report the
evaluation of the enforceability of the identifisdk management options and to suggest a
wording to be used in Annex XVII.

Concerns were also raised about having sufficiené¢ tfor adoption of opinions at plenary
meetings when there would be several dossiers ggedeat the same time. The Secretariat
responded that in such cases the opinion couldibpted also in a written procedure as a last
resort.

Members raised also some more specific points:néned to indicate the major steps and
maximum time windows for these steps in the workingcedure, to merge the steps j and k,
to clarify the difference between “revise” and “i@wv” in the written procedure, the need to
include further flexibility in the procedure, todth step t that SEAC is to provide comments
on the SEAC rapporteur's"4ersion of SEAC draft opinion in order to avoidpassible

confusion with the opinion of RAC mentioned in fveceding step, to provide explanations

8



of abbreviations and acronyms used in the documedtto amend the document in line with
Article 71(3) of the REACH Regulation. The Secri&thagreed to consider these points in the
next revision of the working procedure.

On the suggestion of one member, the Secretari@edgo compile all working procedures
adopted by SEAC in a handbook and in a dedicat&C@&lIfolder to be easily accessible by
the members.

To conclude, the Chair proposed to upload the decuirto CIRCA for a further round of
commenting in a newsgroup within three weeks fresrlaunch. SEAC is expected to adopt
the procedure at its next meeting in June.

c) Draft terms of reference for (co-)rapporteurs

The Secretariat introduced the revised draft Term$ Reference document
(SEAC/03/2009/06) and noted that the drafting ab tdocument was closely linked to
progress with the working procedure on processings&riction dossier and the interaction
between the two sister Committees. The document bheen revised according to
consideration at SEAC-2 and a subsequent newsglisapssion in SEAC as well as parallel
discussions in RAC. For the SEAC newsgroup disomss response to comments document
had been provided to members (SEAC/03/2009/10).

During the discussion, one member proposed thatmatins of support, such as working
groups, invited experts, advisors, etc., availdbléhe rapporteurs would be spelled out in a
separate document. The Secretariat agreed to eon8ids suggestion. Furthermore, the
Secretariat was requested to reconsider its negpasition on the possibilities to use external
consultants. This was perceived by one member asilgp a need specific to the nature of
SEAC'’s work.

Several members queried who would have the finabsathe quality of rapporteur’s outputs.
The Secretariat explained that the Committee’s inlehe quality assurance takes place
through internal consultations and adoption rouasidescribed in the working procedures
related to restriction. ECHA and ultimately COMafsglay a role in the quality assurance. The
Secretariat agreed that acceptable quality criteitlaneed to be developed in the future.

Some members enquired whether the rapporteur viakédprecedence over the co-rapporteur
in case of disagreement and how the two would slkey@ accountability and obligation to
deliver the outcomes following from ToR. The Searigt explained that according to the
REACH Regulation, the co-rapporteur “may” be appsin Furthermore, ECHA envisages
that the rapporteur and (co-)rapporteur would adpeteveen each other on the share of the
work and responsibilities. The Secretariat agréatithe issue should be clarified further.

The Secretariat was requested to amend the documiéme with Article 71(3) of the REACH
Regulation and to highlight in ToR the shift of tlesponsibility from the rapporteur to SEAC
when the opinion/background document is reviset¥reed and adopted.

The Secretariat also agreed to consider the recowatien of COM to replace the working
procedures enclosed in their full length in thewoent (i. e. annex 2 and 3 in the document
SEAC/03/2009/06) with a reference to the approprad@cuments in Circa, and to add that in
case of changes to the working procedures duriegrépporteur’s appointment period, a
separate agreement would be made to address #w effthese changes on the processing of
a particular dossier.



To close the discussion, the Chair proposed toagptbe document to CIRCA for a further
round of commenting in a newsgroup within three kegfieom its launch. SEAC is expected to
adopt the ToR at its next meeting in June.

d) The opinion of SEAC on restriction proposals
The Secretariat presented document SEAC/03/2008#86ribing the main principles of the
opinion of SEAC on restriction proposals. The rofeSEAC and RAC opinions, background
document, the interaction between the RAC and SBAi@Gions, the content of the opinions
and how to document the opinions were described.bEsic combinations of RAC and SEAC
opinions were also presented. The Secretariat fyatreer reasoning behind producing a single
background document and documenting the two op#iloione paper.

In the extensive discussion that followed the pmttéon, several members questioned the
way the gist of the SEAC’s opinion was presentethim document. Some members argued
that SEAC should give an opinion only on the sagonomic consequences of the restriction
and not on whether the proposed restriction is @ppate or not or supported by SEAC. In
this argument they referred to Article 70 of theAREH1 Regulation according to which RAC
is expected to formulate an “opinion as to whethersuggested restrictions are appropriate”,
while according to Article 71(1) SEAC is expectad give an “opinion on the suggested
restrictions” and felt that socio-economic considiens are easily regarded as political, not
scientific or technical considerations and that 8Eghould therefore abstain from expressing
whether it is for or against the proposal. Some bems drew the parallel to an Impact
Assessment Board that only assesses the qualitthefproposal and the SEA on it
Furthermore, many members expressed their contembat extent SEAC’s opinion can in
practice be “clear yes/clear no” on which the Secrat agreed to revise the text to capture
better the idea behind it. A debate followed ondbestion whether by drawing such clear cut
conclusions SEAC would be making in fact politicahclusions instead of scientific ones.

On the other hand, other SEAC members generallpastgd that the opinions needed to be
useful for COM and the final decision-making in tf@@mitology” procedure and thus the

opinions should be as clear as possible. Consdgu@noviding an opinion merely on the

impacts of a restriction and not answering whethdrased on the evidence given in the
restriction proposal — SEAC would be in favour ot m favour of a restriction might cause

significant difficulties for and delays in the dgicin-making process.

The opinion would need to be clear about what tyfpestriction (the scope and conditions) is
backed by the available information. When formulgtthe (obligatory) justification for its
opinion, SEAC should give in transparent mannersdntific and technical arguments in
support of the opinion. Assessing the balance betweenefits and costs of a restriction
belongs to the remit of SEAC and that should alBB®AC to formulate its opinion clearly
using scientific methods. In this respect, SEACulth@rovide a scientific and technical input
to the comitology procedure which then in addit@an take into account political and other
concerns. What also speaks in support of opiniatis elear thrust is the SEAC’s possibility
to modify the proposed restriction following thed#@nal information obtained through
public consultations in such manner that it wouddlect the balance between costs and
benefits of a restriction. Some members expredseid toncern about the time available to
understand the impacts if the conditions of thérict®n(s) are modified.

Some members pointed out more rare situations, dikeiding an opinion on the original
restriction by SEAC while RAC supports a modifiestriction. The Secretariat explained that
the paper was not meant to cover all possible casgsthat such situations should be and can
be avoided through effective communication betwientwo Committees. The issue of how
majority and minority opinions would be presenteabvalso brought up.
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A question was also raised about the need to keeCbmpetent Authorities who are engaged
in the final decision making informed about thecdsssions in the Committees regarding a
dossier and the basis of the arguments influernttieadinal opinion.

It was noted also that RAC and SEAC opinions ansaly inter-linked and could be usefully
presented in one document at the end of the prasesgggested by the Secretariat.

A few specific comments were raised. One membegestgd improvement of the wording in
the document on page 5 regarding the suggestidrthtbaopinion of SEAC should focus on
justifying that an action on a Community-wide basisneeded from the perspective of a
proper functioning of the internal market. It wasoaagreed that in fact the background
document and not Annex XV report is modified durthg process, unlike stated on page 3 of
the document.

In conclusion, the Chair said that these commemsldvbe taken into account in the next
version of the document and proposed to uploaditteeiment to CIRCA for a further round
of commenting in a newsgroup within three weeksfits launch.

8. Transitional dossiers based on Article 136(3) of 81REACH Regulation

a) Overview of transitional dossiers submitted by Membr States

The Secretariat presented an overview of the 2bsitianal dossiers (for 26 substances)
received by ECHA by 1 December 2008 establisheataordance with Article 136(3) of the
REACH Regulation. None of the submitted transitlodassiers identified a need for a
restriction under REACH and instead all proposedakrnative way forward. Alternatives
included in the dossiers: a need for other Commumitie measures (21 dossiers); national or
industry action (22 dossiers); and the remaining’ tdossiers did not identify the need for
further risk management measures (N.B. a dossieibesong to more than one group). One
dossier (MCCPs) refers to the need for a restrickiy the specific use of MCCPs in leather
fat liqguoring but this was not considered in furtdetail in an Annex XV format but rather in
an annex to the dossier.

The Secretariat explained that since none of tlssidos proposed a restriction under REACH,
they could not be used as a test case. Neverthsl@ase of the transitional dossiers discussed
a restriction as one of the risk management optar hence were of interest to SEAC. A
characterisation sheet had been prepared provalimgtory and guide to the contafteach
dossier.

Several members enquired about the follow-up ofttaesitional dossiers and some queried
whether ECHA could address COM about its conclusion the transitional dossiers. The
Secretariat agreed to consider providing a follgnen transitional dossiers relevant to SEAC
and more formal submission of the transitional adwsscharacterisation conclusions to COM
to channel further the proposed risk managemensunes.

! After the meeting the MS Competent Authority suttimj these two dossiers requested that they be re-
categorised into category 2 (need for Communityewiteasures) since the current category (categaygv® the
impression of no risk, whereas in fact risks hadrb&lentified but the MSCA had proposed that curied
existing legislative measures provided an adequateework to address the risks and thus no additispecific
measures had been proposed.
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b) Risk Management Options at the Community level
The Chair introduced the document on risk managémptions at the Community level as
useful reference material for SEAC.

One observer pointed out that there were inacaesaand too generic conclusions in the
document concerning the Carcinogens and Mutagensciide. One member had similar

comments on the text concerning the IPPC Direcfifee Chair reminded that the document
had been originally prepared by COM based on thee&rXV guidance on restrictions and at
the same time it was intended to be a brief prasent of risk management options. The Chair
proposed to launch a CIRCA newsgroup for a furtbend of commenting but noted that the
comments might not be followed up by ECHA in themé&ture as no guidance update is
currently planned.

Several members supported the idea of trainingsirmmanagement options at the Community
level to be organised for SEAC. The Secretariatedto consider this idea.

c)&d) Dossiers identifying a need for a Community-wde measures other than

restriction and Dossiers identifying a need for agbn at national/local level
The Secretariat presented the dossiers from thepeetive of increasing the common
understanding of why Community-wide measures, oftfn restriction, were the most
appropriate measures for these substances. Thieasimpvas placed upon the aspects of the
justifications that were most relevant to SEAC. Tingtification for Community-wide action
was considered in terms of the risks to be adddedséined through a baseline and internal
market. The various risk management options irdthesiers were then examined in relation to
three criteria: effectiveness (proportionality)agticality and monitorability.

One of the advisors presented his experience wsitpping study & transitional dossier (coal
tar pitch). In the scoping study it was elaboratéther and what kind of restriction measure
would be appropriate or whether authorisation wdodda more suitable way forward. In

addition, other risk management options were ingated.

The presentations were followed by a brief disassBSeveral members expressed that the
differences between enforceability, monitorabilitjmplementability and manageability were
not very clear. The Secretariat agreed to consigeeloping further interpretation of these
notions as it is important for the assessment atdriction proposal. Furthermore, the
discussion reinforced the need for further exchasfgaeformation on other risk management
options that was brought to attention already uddgmda point 8b).

9. Planning of the work for the second half of 2009
The schedule of the next SEAC plenary and SEAC-RA@ngement meetings was presented.
The Chair noted that the meeting tentatively planfa September 2009 is likely to be
cancelled if there are no restriction dossiers stibthearlier on. The working procedures for
the restriction process should be adopted by RACZBAC at their joint plenary meeting at
the end of June.

10.A0OB
a) Next meetings
Agenda point covered under point 9 above.

Following the comment made by one SEAC member, Ghair suggested that plenary
meetings would finish earlier on the last day attthe Agenda points that require Committee
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guorum would be moved to earlier on the Agendarsuee that a sufficient number of
members is present in the meeting room when agneeshenembers is sought.

b) New Chair of SEAC
The Chair informed that the selection process foew Chair of SEAC had been concluded
but the recruitment process is still ongoing. TleevnChair is likely to chair the SEAC-4
meeting in June.

c) Access of stakeholder observers to SEAC Circa Intest Group
The Chair informed that the non-confidential foklesn SEAC Circa IG could be now
accessed by stakeholder observers. A folder dedicédr confidential documents and
documents not to be shared with stakeholder obsehead been created on SEAC Circa IG
which is not accessible to stakeholders. Memberg ataess the documents in this folder
through links provided in the non-confidential fetd.

The Chair reminded the members to sign out fromsthiwice and close the browser after
having visited the SEAC Circa IG as a security atgion.

d) Status report of the preparation of the guidance doument on SEA in
Authorisation

COM informed that the guidance document on SEA unharisation had been contracted out
to an external contractor which had worked under shpervision of the Joint Research
Centre. The development of the guidance had beanpleted last year but some
improvements continued to be made by COM in pdedrcconcerning clarity of the text and
quality of illustrations. At the moment there waseooutstanding legal issue being discussed
between the COM Services. The guidance would beadisd to the Competent Authorities
and stakeholders in order to provide comments amdtaally presented at the Competent
Authorities meeting in June.

e) Status report of pre-registrations
On request by one member, the Secretariat repattedt the progress of pre-registrations
submitted from June till December 2008 and therpggstration state-of-play.

11.Action points and main conclusions of SEAC-3

The Committee agreed on the conclusions of theingeand the action points to follow the
third SEAC meeting as laid down in Part Il of thes@utes.

13



II. Conclusions and action points

SEAC-3 ACTION POINTS & MAIN CONCLUSIONS — 23-24 February 2009

(as adopted at the SEAC-3 meeting)

Agenda point

Conclusions / decisions / minority opions

Action requested after the

meeting (by whom/by
when)
2. Adoption of the| The following points added to the Agenda: SECR to upload th

Agenda

- 2bis) Status report of SEAC-2 action points.

- Cover within AP 4 “Feedback from other ECH
bodies” feedback from the Workshop for MS CAs
Authorisation held in January 2008.

- Under AOB:

New Chair of SEAC,

Access of stakeholder observers to SE
Circa IG,

Status report of the preparation of {
guidance document on SEA in Authorisatio

The Agenda was adopted with
modifications.

the propo

Status report of pre-registrations (if possible).

adopted SEAC-3 Agenda {
ACirca.
on

AC

he
n,

D

~—

sed

1Y%

2bis) Status report @
SEAC-2 action

fSEAC took note of the status report regarding SE
2 action points.

AExplanation on implication
of not meeting the 30 day

points. deadline in the Conformity
Check procedure to be
recorded in SEAC-3
Minutes.

3.  Administrative

issues

a) Changes in the

SEAC

composition/nominat

ons

b) Participation of SECR to ensure that

observers

stakeholder observers a
given the possibility td
submit comments on th
draft Minutes of SEACQ
plenary meetings.

re

e

c) Declarations o
conflict of interest

No declarations of conflict of interest declared.

d) Revised
reimbursement rules

Members and stakehold
observers to take int
account the revise
reimbursement rules whe
arranging their travels.

e) Remuneration of Members took note of the newly established rules 8ECR to clarify the
invited experts the remuneration of co-opted members and invitederpretation of “public
serving the| experts. service” in the MB
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Agenda point

Conclusions / decisions / minority opions

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

Committee  working
groups

Decision MB/77/2008 (by
SEAC-4).

4. Feedback from| Members took note of the feedback reports from|the

other ECHA bodies | recent developments in RAC, MSC, the Forum and

(RAC, MSC, Forum, the MB.

MB)

5. SEAC-RAC

arrangement

a) First results of the SEAC took note of the Chair’s written report and th

SEAC-RAC oral report by a Member of SEAC-RAC interaction.

arrangement

b) Work Plan till Jung - Task 1 of the Mandate of SEAC-RAC interaction tBECR to inform SEAC

2009

be discussed at the next meeting of the interaction
- Criteria for getting a deadline extension for ptilan
of SEAC opinion pursuant to Art 71(3) to
discussed at the next meeting of SEAC-R
interaction.

- MCCP transitional dossier agreed by SEAC/R
interaction to be used as a case study.

about the outcome of th

2" meeting of SEAC-RAC
bénteraction (by SEAC-4).
AC

AC

- Next meeting of SEAC-RAC interaction to take

place on 20 April 2009, back-to-back with RAG-6

meeting.
6. Rules of| SEAC took note of the report of the written proaeduSECR to inform SEACQ
Procedure (RoPs) | on the revision of SEAC RoPs. SEAC RoPs have hedyout the outcome of th
a) Report of the forwarded by the SECR to the MB for final adoption.MB meeting (asap).

written procedure of
the revision of the
RoPs

I

7. Working

Procedures for

Restrictions

a) Procedure fof The following major modifications introduced in th6ECR to upload th
appointment of document based on the suggestions received fradopted Working Procedu
rapporteur and co- SEAC members: for appointment of
rapporteur - Time for expressions of interest by memberapporteur and co

extended from 2 weeks to 3.

rapporteur to SEAC Circ

- The Chair needs to consult with the candidatk3 (by 5/3/09).

informally to clarify the availability, qualificabins
and any other relevant considerations in orde
prepare his/her recommendation.

- Since the restriction procedure may last 13
months, there should be sufficient time remainiig
the rapporteur’s term of office to be able to cate
the rapporteurship.

- Replacement of rapporteur should be avoided ég
extent possible not to hamper the process, uril@ss
justified as described in the document.

SEAC adopted the Procedure for appointment
rapporteur and co-rapporteur with the presel

to

16
(0]

|
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Agenda point Conclusions / decisions / minority opions Action requested after the
meeting (by whom/by
when)

modifications with the provision that the procedure
may need to be revised after discussions in RAC on
their corresponding Working Procedure.

b) Working | - It may not be feasible to keep the backgrou&ECR to launch a Circa

procedure ornp document up-to-date throughout the procedurewsgroup on the

processing of anlndicate that it should be a good practice but jmbdcument

Annex XV restriction| obligatory at all stages. SEAC/03/2009/04. SEAC

dossier - Indicate in the Procedure major steps and the fito provide comments in

foreseen for these steps. writing within 3 weeks

- Explain in the document the abbreviations used.
- Take into account that several dossiers may bleei
pipeline at the same time.

- Necessary to consult with MS CAs whether it
possible for them to complete the tasks assignéiket
submitting MS CA in the WP within the deadlines. g
- Indicate where there can be flexibility in theopess
and where the deadlines and steps are binding.

- Possibly indicate workload for rapporteurs angba
for other players.

- Consider compiling of all SEAC WPs in
handbook.

- Consider the Forum views on its input in 1
restriction process.

- Clarify in the document what is meant by “revie

from launching of a Circ
N newsgroup.

BECR to revise the dr
OWP so that it could b
eddopted at the joint session
between RAC and SEAC i
the end of June, taking in
alaccount RAC and SEA
comments.

a

SECR to compile all WP
hia one place under SEA
Circa Library by 5 March.
"

()yw

and “revision”. SECR to address MS CAs
- Note that the compilation of early comments |lat a later stage to seek their
SECR in the second public consultation seems npagreement on the tasks
lead to any action. foreseen for the submitting
- WP should take into account possible extensionM§ in the WP.
the deadline for SEAC final opinion according ta Ar
71(3) of the REACH Regulation

c) Draft terms off - SECR to consider the use of invited experts aB&CR to launch a Circa

reference for

Jrapporteurs

(co

external consultants in SEAC work due to poss
need for specific expertise (e.g. on feasibility
alternatives).

- SECR to consider summarising all means of sup
(working groups, consultants, invited experts, ¢
available for a rapporteur to be used during
restriction process.

- Committee and ECHA Secretariat have the sh
role in assessing whether the quality of docum
prepared by the rapporteur is at satisfactory le
COM has its final say on the quality of the SE/
opinion.
- SECR to clarify the consequences of disagreer
on the draft opinion between rapporteur and
rapporteur.

- Alternative ways to be considered to refer to
relevant WPs (e.g. reference to Circa instead
attaching them).

- ToR should take into account possible extensio

ewsgroup on the
alocument
SEAC/03/2009/06. SEAC

-

part provide comments i
steyiting  within - 3 weeks
them launching of a Circa
newsgroup.

ared

pIBECR to revise the dr
VEDR so that it could b
A@dopted at the joint session
between RAC and SEAC i

the deadline for SEAC final opinion according ta 4

nere end of June, taking into
caccount RAC and SEAC
comments.
the
of
n o
Ar
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Agenda point

Conclusions / decisions / minority opions

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

71(3) of the REACH Regulation

d) The opinion of
SEAC on restriction
proposals

- Extensive and helpful first exchange of viewstloa
purpose of SEAC opinion. Agreed that the purpos
RAC and SEAC opinions is to support the decis
making of the Commission (i.e. comitology decisiof
- Different views on to what extent SEAC opiniomg
be ,clear yes / clear no“. Noted that it may

difficult for SEAC to give such an opinion.

- Political considerations should not be part of
opinion and an opinion does not replace a decis
However, less clear what different members mean
~political”.

- It was clarified that SEAC is asked to give
scientifically and technically sound opinion. Iteaks
to be clear what type of restriction (the scope

conditions) is backed by available informati
according to the opinion of SEAC. In other word®
opinion needs to be clear and include a transpa
justification so that it supports the final (paddl)
decision making.

- It was noted that RAC and SEAC opinions

closely linked and could be usefully presented ne
document at the end of the process. A ¢

understanding of the remits of the Committees and a

good dialogue are prerequisites for successfuliopi
forming.

SECR to launch a Circ

D

erewsgroup on the
i@locument
NISEAC/03/2009/05. SEAC

ao provide comments i
beriting within 3  weeks
from launching of a Circa

-

arewsgroup.
ion.

tB¥CR to revise the
document, taking intg

account RAC and SEAC
comments received.
and
on
t
arent

are
o
ear

n

8. Transitional
dossiers based orn
Article  136(3) of
REACH Regulation

a) Overview of
transitional dossier
submitted by MSs

SECR to consider mor
formal submission of th
transitional dossier
characterisation

conclusions to COM

Ur— oo

to

channel further the
proposed RMM as
appropriate.

SECR to consider how to
follow-up the transitiona
dossiers in SEAC.

b) RMOs
Community level

at

SEAC took note of the description of various R
Management Options (RMO) at the Community le
contained in the document SEAC/03/2009/08.

SRECR to consider trainin
viEelr SEAC or further
discussion on RMO.

SECR to record in the
meeting Minutes  the
comments raised b
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Agenda point

Conclusions / decisions / minority opions

Action requested after the

meeting (by whom/by
when)

participants requiring
modification of the

presented document.

to provide comments i
writing within 2 months

newsgroup, with the
understanding that there

to revise the document (
develop it further.

C) Dossiers
identifying a need fo
a Community-wide
measures other thg
restriction

- SEAC took note of a presentation on transitig
dossiers focusing on the considerations
justifications given in 3 of them: styrene, MCCRl&
rcoal tar pitch.
The interpretation of i.a. enforceabilit
monitorability, implementabity and manageability
important for the assessment of a restriction psapo

and
in

ySECR

nal

conside
furthe
the

to
developing
interpretation
notions.

of

d) Dossierg
identifying a need fo
action at
national/local level

Covered within the previous AP.

9. Planning of the
work for the second
half of 2009

- SEAC took note of the provisional meeting date
20009 listed in document SEAC/03/2009/09.

- SEAC meeting tentatively planned for Septem
2009 is likely to be cancelled.

ber

10. AOB

a) New Chair of

SEAC

SEAC took note that the next meeting will likely
chaired already by a newly elected Chair of SEAC.

b) Access of
stakeholder observe
to SEAC Circa IG

SEAC took note that SEAC Circa IG can now
saccessed also by stakeholder observers and t
confidential folder has been created contain
documents not intended to be shared with observe

be
nat a
ing
Is.

c) Status report of th
preparation of the
guidance documer
on SEA in
Authorisation

> Authorisation is ready but there is one legal is
tbeing discussed between the COM Services.
guidance document will soon be provided to MS (
for commenting.

eSEAC took note that the guidance on SEA]i

sue
The
LAS

d) Status report 0o

f SEAC took note of the presentation on status regfq

SECR to launch a Circ
newsgroup on the
document

SEAC/03/2009/08. SEAC

h

from launching of a Circa

D

no intention at the moment
Dr

D

N
L

is

pre-registrations

pre-registrations submitted to ECHA.
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Action requested after the

Agenda point Conclusions / decisions / minority opions
meeting (by whom/by
when)

General SECR to upload all SEAQ

3 presentations and the
action points to Circa by 2
February.

N
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ANNEX II

RECHA

European Chemicals Agency
23 February 2009

SEAC/A/03/2009_rev.2

Final Agenda
Third meeting of the Committee for Socio-economic Aalysis

23-24 February 2009

ECHA Conference centre (Annankatu 18, Helsinki)

23 February: starts at 14:00
24 February: ends at 18:00

| Iltem 1 — Welcome and Apologies |

| Item 2 — Adoption of the Agenda |

SEAC/A/03/2009 rev.1
For adoption
2bis) Status report of SEAC-2 action points

| Item 3 — Administrative Issues

a) Changes in the SEAC composition/nominations

SEAC/03/2009/01
For information
b) Participation of observers For information
c) Declarations of conflict of interest For signature
d) Revised reimbursement rules For information
e) Remuneration of invited experts serving the Coneaitvorking groups
SEAC/03/2009/02

MB/77/2008 final (Decision of the MB)
For information

Item 4 — Feedback from other ECHA bodies |

Feedback from the last RAC, MSC, Forum and MB nmesti
For information
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| Item 5 — SEAC-RAC arrangement |

a) First results of the SEAC-RAC arrangement (inclgdimal report of the *imeeting of
27 January 2009)

For information
b) Work Plan till June 2009
For discussion

| Item 6 — Rules of Procedure (ROPSs)

a) Report of the written procedure on the revisiothef RoPs
SEAC/03/2009/03
For information

| Iltem 7 — Working Procedures for Restrictions

a) Procedure for appointment of rapporteur and co-aeppr
SEAC/03/2009/11
For adoption
b) Working procedure on processing of an Annex XVrietsbn dossier
SEAC/03/2009/04
For discussion
c) Draft terms of reference for (co-)rapporteurs
SEAC/03/2009/10 (RCOM table on the previous version of ToR)
SEAC/03/2009/06
For discussion
d) The opinion of SEAC on restriction proposals
SEAC/03/2009/05
For discussion

| Item 8 —Transitional dossiers based on Article 1363) of REACH Regulation

a) Overview of transitional dossiers submitted by MemS8tates
SEAC/03/2009/07
For information
b) Risk Management Options at the Community level
SEAC/03/2009/08
For information
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c) Dossiers identifying a need for a Community-wideaswgres other than restriction
For discussion
d) Dossiers identifying a need for action at natidoadl level
For information

| Item 9 — Planning of the work for the second half ©2009

e Outline work plan on restrictions
SEAC/03/2009/09

For information

| Item 10 — AOB

a) Next meetings

b) New Chair of SEAC

c) Access of stakeholder observers to SEAC Circa IG

d) Status report of the preparation of the guidan@@io@nt on SEA in Authorisation
e) Status report of pre-registrations

| Item 11 — Action points and main conclusions of SE@-3

Table with Action points and decisions from SEAC-3
For endorsement
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