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I. Summary Record of the Proceeding

1) Welcome and apologies

Ms Ann Thuvander, Chair of the Committee for Soeemnomic Analysis (SEAC), ECHA,
welcomed the participants of the eighth meetin§BAC.

The Chair informed that apologies had been recefv@t six members, one of whom had
sent an invited expert as a replacement. Membekgsers present at the meeting as well as
observers of the European Commission (COM) and rebse of five stakeholder
organisations participating to the meeting wereoshiced.

The Chair also informed that the current Head ot &m the Committees at ECHA Ms Leena
Yla-Mononen would become the Director of Evaluatstarting from 1 November 2010. Ms
Pilar Rodriguez Iglesias, who would become the i®ad of Unit for the Committees, was
introduced to the SEAC-8 participants. She is prigenvorking as the Head of Unit for
Guidance and Helpdesk at ECHA.

The list of attendees is given in Part Il of thenates.

The Chairinformed that Mr Stavros Georgiou was to follow theeting remotely via Webex.
The Chair also mentioned that the meeting wouldrdsorded and the records would be
destroyed after the adoption of the minutes.

2) Adoption of the Agenda

The Chair introduced the Agenda of SEAC-8. Theofelhg suggestions for items to discuss
under AOB were made:

- Update of the Committee work plan;
- Presentation of the study on short chain chlorohatEraffins (SCCPs).

The Agenda was adopted without any further changles.final Agenda is attached to these
minutes as Annex Il

3) Declarations of conflicts of interest to the Agada

Two members declared a conflict of interest to #Agenda point 7 with regard to the
discussion on the restriction dossiers on dimetinyéirate (DMFu) and lead in jewellery.

One member declared a conflict of interest to tigerda point 7 with regard to the discussion
on the restriction dossier on phenyl mercury conmgisu

4) Administrative issues
a) Changes in the SEAC composition/nominations

The Chairinformed SEAC that two SEAC members, Mr Kristof l&zand Mr Martin Hajas,
had resigned and that the management board hadnggghpowo members, Ms Marie Dalton
and Ms Silvia Grandi, since the previous meeting.



b) Renewal of SEAC members’ term of office

The Secretariat recalled that the three years ¢émiffice is soon ending for those members of
SEAC, the Committee for Risk Assessment (RAC),Nfenber State Committee (MSC) and
the Forum for Exchange of Information on Enforcetngho had been appointed at an early
stage. Therefore, a letter by the Executive Dineadb ECHA, addressing all permanent
representations, had been drafted and would beosgnn the upcoming days. In this letter,
the Member States (MSs) are asked to renominappoga the current members,

nominate/appoint new members or nominate additi@maaldidates to the abovementioned
bodies. The Secretariat mentioned that the letteuldv be made available to SEAC for

information.

c) Other

Framework agreements

With regard to the framework agreements with the Gt8npetent Authorities (MSCAS), the
Secretariat reported that the agreements with Swadd the Netherlands had been finalised.
The aim is to conclude the agreements with thoses,Mhere the rapporteurs and co-
rapporteurs of the first four restriction dossieosne from, in the upcoming weeks. The rest of
the framework agreements will also be finalised@sn as possible.

Written procedures
The Chair updated the Committee on the recent emrifprocedures and consultations of
SEAC:
- adoption of the SEAC-7 minutes (were adopted bysensus);
- OECD representative’s participation to SEAC meetings an invited expert
(agreement was reached);
- participation of RAC (co-)rapporteurs to SEAC meg$ (agreement was reached).

Meeting dates
Move of the December SEAC meeting

The Chair informed that the Secretariat intendsitwe the SEAC-9 meeting to the week 7-10
December to be able to hold it back-to-back/in ielravith RAC-14. Members were asked to

inform the Secretariat during the SEAC-8 meetingudth this change lead to scheduling
conflicts. It was agreed that the Secretariat waaldfirm in October the exact meeting dates
of the next SEAC meeting.

Book Fridays for 2011 March and September meetings

The Chair asked the SEAC members to book the Fsidayhe meeting weeks in March and
September 2011 in order to accommodate parallel BA&CSEAC meetings (8-11 March and
12-16 September). The Secretariat will inform SE#&Csoon as possible on the exact meeting
dates.

Book the second week in June 2011

Members were asked to reserve the second weeknef 2011 in order to accommodate
parallel RAC and SEAC meetings — 7-10 June in amdito the originally planned 14-16
June. The Secretariat will inform SEAC as soonassible on the exact meeting dates.

5) Status report of the action points of SEAC-7

The Secretariat provided an update of the statuth®f SEAC-7 action points and main
conclusions. The Secretariat reported that mosoracthad been completed on time. One



action (distribution of the model service contractgshe members) was proposed to be taken
over to the action points of SEAC-8.

6) Feedback from other bodies

The Chair informed that the meeting document SERCM10/16, containing information on
the developments in RAC, MSC and the Forum sineeSIBAC-7 meeting in June, had been
submitted to the Committee.

The Chair of RAC provided an update from the mastussions that had taken place at the
RAC-12 meeting which had been held on 7-9 Septerabdrtherefore had not been covered
in the abovementioned meeting document. The CHaRAC reported that the conformity
reports on the two June restriction dossiers (phemgrcury compounds and mercury in
measuring devices) had been agreed by RAC by censemd that the first discussions on the
first versions of the RAC opinions on the two Apmstriction dossiers (DMFu and lead in
jewellery) had been held. It was also mentioned timaer authorisation, the main discussion
had focused on the content of an authorisation@gin.

With regard to the report from the Commission, Dioeate General for Health and

Consumers (DG SANCO) working group on improvink rissessment, the Chair proposed
that as no substantial developments had taken gliace SEAC-7, a more detailed report
would be provided to the Committee in the Decenmbeeting.

Feedback from the project on Assessing Health andréhmental Impacts in the Context of
socio-economic analysis (SEA) under REACH

The COM observer briefly recalled the backgrounjectives and timelines of the project,

which had been introduced to SEAC in detail atlast meeting in June, and updated the
Committee on the developments of the project sIBEAC-7. It was agreed that the final

conclusions of this project would be presentedEAGS at the SEAC-9 meeting in December
and that the Secretariat would consider organisingorkshop on the results of the project
prior or after SEAC-9.

Feedback from the project on Abatement Cost Curves

The Secretariat recalled the background of theeatamt cost study, the aim of which had

been to develop a methodology to prepare cost suasewell as to test the methodology on
the three selected substances. The Secretariat atide based on the experiences of the
abatement cost study, the work plan for furtherknan abatement costs for 2010-2012 had
been under preparation and that the Secretaridtl rasent it to SEAC at its next meeting.

The workshop planned within this project for 6 Qidowas also mentioned. The aim of the
workshop is to review the draft report preparedhsy contractor and to discuss the work plan
for 2010-2012.

7) Restrictions
a) General restriction issues

The Chair informed that on request of the RAC meamsibihe Secretariat had investigated a
possibility to publish the conformity check repoatfsthe restriction dossiers. The Secretariat
responded that the legal text only prescribestti@mbutcome of the conformity check should
be communicated to the dossier submitter (and mdhé public at large). Once the public

consultation starts it should be clear to the muhbti large that the dossier is found to be in
conformity, care should be given to avoid commendn the conformity report but rather on

the restriction proposal itself. Publication of thenformity check reports is therefore not
envisaged, unless a suitable format for the puldicas found.
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b) Conformity check (June dossiers)
* Phenyl mercury

The SEAC rapporteur and co-rapporteur presentenl thews on the conformity of the
proposal as well as the members’ comments (anddhgrapporteurs’ response to those)
regarding the conformity and the (co-)rapportesesommendations for clarifications on the
dossier. SEAC was informed about the discussid®AR on the same dossier by the RAC co-
rapporteur.

The Secretariat highlighted that the conformity adherocedure would be revised in the
context of an overall review and revision of thetretion procedure. The Secretariat thought
that the current discussions on the template wprddide a good basis for this review.

The discussion focused on the available informatiomlternatives. SEAC concluded that this
information could be found but is scattered thraughthe report and that additional
information on alternatives is desirable but is antissue for conformity as such. The public
consultation will be used to gather more informatom the technical and economic feasibility
of alternatives. Lack of information in the dosse#bout the socio-economic impacts of
alternative Hg-free Polyurethane Systems was meeti@s an example. The discussion also
focused on the consequences of this informatiorbaitg provided in the public consultation.
The (co-)rapporteurs were of the opinion that ehoinformation had been provided to start
developing an opinion on the proposal. Additiomdbrmation will affect the quality of the
opinion.

SEAC agreed by consensus the conformity check repofor the Annex XV dossier
proposing restriction of phenyl mercury compounds & prepared by the (co-)
rapporteurs.

* Mercury in measuring devices

To introduce the Agenda point, the COM reminded @@nmittee of the content and the
review clause under entry 18a of the Annex XVIitleé REACH Regulation that is linked to
the Community Strategy Concerning Mercury in thatest of which the COM had requested
ECHA to prepare the restriction proposal on merecaeasuring devices.

The (co-)rapporteurs reported about the activitedgng place since the submission of the
dossier. They recognised the circumstances undeglithe approach taken by the dossier
submitter and shared with the Committee their gar@yservations of the restriction proposal.
In addition, they pointed out items that they cdesed worthwhile elaborating, namely, the
reduction of emission from the waste phase, rebeand development exemption,
inconsistency in the references to exports barisgetated to the life cycle of alternatives, net
benefits to the environment, etc. The (co-)rappogeppreciated valuable comments of the
SEAC members submitted in timely manner. Commeritore of the members were
discussed in further detail as they were of a rhor&zontal nature. The member reminded the
purpose of the conformity check and plead for tlasetween the ‘need to know’ and ‘nice to
know' information in the conformity check report.eHexpressed his concerns about
rapporteurs’ tendency to slip into the evaluatibnestriction dossiers already at the time of
the conformity check. In addition, he pointed dwttthe level and type of analysis should be
proportional for the case and depend on the deadadle. Another member concurred with
these concerns during the discussion. Neverthedssthe (co-)rapporteurs reported, another
member had voiced support for a wider scope confgroheck during the commenting round
due to its potential to identify issues relevant flee opinion development early on in the
process.



The RAC rapporteur gave his reflections of the ulstons on the conformity of this dossier at
the RAC-12 meeting. He pointed that they had beery similar to those in SEAC. In
particular, the limited risk assessment had beepatéel in RAC. However, RAC had
concluded that the dossier is in conformity. RAQ la@reed on clarifications on the data on
the risk assessment of mercury measuring deviceekhss their alternatives.

During the discussion, the COM clarified that tlessier focuses on cutting of mercury supply
and demand in the society which is in line with @@mmunity Strategy concerning Mercury.
The international consensus on the hazard profilenercury as a persistent, toxic and
bioaccumulative substance lead to an agreementedfto in the Community Strategy on the
need to phase out mercury in a cost-effective wzgnsequently, the information on risk
assessment and net benefits had been consideredprairity and exclusion of this data as
well as focus on the cost-effectiveness of the neldyy substitution had been conscious
choices by the COM. One member reacted by recomimgriiat future dossiers should
clearly state the choices made by the dossier dtdinfiaving implications on the level of
analysis. At the same time, the member supported(¢b-)rapporteurs in their request for
more information on exposure as it would allow mmgttthe analysis of alternatives into
perspective.

After the discussion, on request of the ChSEAC agreed by consensus the conformity
check report for the Annex XV dossier proposing refsiction of mercury in measuring
devices as prepared by the (co-)rapporteurs.

c) Presentation on dossiers by dossier submitterifde dossiers)
* Phenyl mercury

The dossier submitter (Norway) presented the wm&ni proposal on phenyl mercury
compounds. In the discussion that followed the idossubmitter gave clarification on a
number of issues.

It is assumed that phenyl mercury compounds arensitely used in third countries but no
information could be obtained on the exact impoolume of articles containing the
substances. Restriction was chosen as a Risk MamageOption (RMO) (as opposed to
authorisation) so as to also cover the import tiflas.

In articles produced with phenyl mercury catalybts mercury concentration is usually below
the waste regulation limit and those articles hezdfore not handled as dangerous waste.

Health benefits to workers were not included in @nalysis; this is considered to be an extra
health benefit that is not evaluated in the report.

A wide range of alternatives is considered to ba&ilakle, among which there are alternative
plastics. Although industry had indicated that sohigh performance uses might be more
difficult to substitute, precise information onghs lacking.

The dossier submitter furthermore clarified tha tvo years phase out period is not cheaper
but reduction in emission is larger and therefarst @ffectiveness is seemingly lower for the
restriction option 2. Besides this, the qualitytted end product for the user is deemed to be an
important cost factor. However, this is also thertpthat is the most difficult to
quantify/monetize and on which most uncertaintysesxi The dossier submitter pointed out
that industry had indicated that with a long enopbhse out period industry would be able to
substitute phenyl mercury whilst maintaining thensalevel of quality of end-products.
Therefore, the dossier submitter concluded thaffitteeyears phase out period is more cost-
effective.



* Mercury in measuring devices

The ECHA Secretariat as the dossier submitter @fAthnex XV dossier proposing restriction
of mercury in measuring devices presented theic@str proposal. The presentation focused
on the scope of the proposal and reasoning foarlaéytical approach applied in the dossier.

During the discussion, several members brought agueis related to the scope of the
restriction. One member pointed out potential irsistency in the dossier regarding the
relationship between the restriction proposal axlrictions on export under the Regulation
(EC) No 1102/2008. The COM confirmed that exportneércury measuring devices is not
covered by the restriction proposal due to the expan on products containing mercury is to
be examined under the Regulation (EC) No 1102/20@Bsuggested that the issue would be
clarified with ECHA before the start of the conatitbn.

Several members suggested that the wording ofrity@oped restriction should be presented in
the dossier as a direct Annex XVII entry to alloneamingful public consultation. The
Secretariat explained that the formulation wasnitidmal as the COM but not ECHA is in
position to formulate possible legal amendmentgarticular in this case where the possible
new restriction has to fit to the existing residot in entry 18a of the Annex XVII.
Nevertheless, the Secretariat ascertained thatvtrding of the proposed restrictions and
derogations are equally precise as entries in timgeA XVII. The Chair reminded SEAC that
dossiers may not be modified after submission.

One member brought up the need to address the atemogregarding research and
development at an early stage. The Secretariatnigd that ECHA is together with the COM
working on the clarification of the generic exeroptifrom the Restrictions Title of the
REACH Regulation.

Members exchanged also their views on the quafitgnalysis and sufficiency of data. One
member questioned validity of the cost effectiveneanges to establish proportionality
presented in the Appendix 2 of the report and diriteat there might be additional relevant
information available. Other members supported thmnion by giving examples of
information on treatment of mercury emissions aawbmmended measures during accidental
breakage of mercury measuring devices that coulddeel to estimate the associated costs.
The dossier submitter welcomed this suggestiombted also that caution should be used as
some data might not necessarily be directly coniparadue to the technical progress or
different nature of ‘mercury removal’ (emissionsaater not directly comparable to replacing
mercury in measuring devices).

Some SEAC members suggested also that data onugptus mercury from the use and
breakage of measuring devices is available. TheeB&@t encouraged the SEAC members to
provide such data but expressed its reservatiotisregard to the usefulness of this data due
to the focus of the restriction report on the aaillty of alternatives.

The Chair concluded the discussion by reminding bessof the commenting round at the
beginning of the opinion formulation process whére SEAC members would be invited to
submit their further comments on the dossier.



d) First version of the SEAC draft opinion — stateof play (April dossiers)
« DMFu

The dossier submitter (France) presented the pthnragor updates in the DMFu background
document relevant for SEAC; the further elaborationthe baseline and the precise wording
of the Annex XVII entry. SEAC was informed on thecent discussion in RAC as well as
given a presentation on the Forum advice on thereeability of the DMFu proposal. The
SEAC (co-)rapporteurs presented the first versiothe draft opinion as well as the inclusion
of comments of the SEAC members.

Following the presentation on the Forum adviceisaugsion on the inclusion of standard test
methods in opinions was held. It was thought (amtfioned by the COM) that this should be
considered as a ‘nice-to-have’ as restrictionslmimposed without an agreed analytical test
method.

As the precise scope and wording of the future idesc regulation is still under discussion,

there is no reason for SEAC not to develop an opioin the DMFu proposal. Furthermore, it

was argued in RAC that the future biocides regoitattan not be considered as an existing
RMO and could therefore be left out of the RMO gaisl

It was pointed out that placing on the market ceaary market. Enforcing a DMFu restriction
on the second hand market would be left up to tiseretion of national enforcement
authorities.

SEAC thought that the updated baseline on DMFungusliustrative numbers (based on
plausible assumptions), was useful but care shibelldiven when presenting this. As human
health benefits, although not quantified, can l@aidy demonstrated, the added value of the
illustrative example should be considered takintp iaccount the proportionality of the
analysis.

It was brought forward that cost figures from carases constitute a measure of compensation
but they do not constitute a measure of welfare b used in the cost-benefit analysis. The
(co-)rapporteurs should consider how to include ihithe opinion.

It was further pointed out that there had beensasgorted in nine European countries which
illustrate the justification for action on a Comnitynwide basis. Although the RAPEX
notifications do not give information on the numlbérrticles per reported use of DMFu, the
number of cases of DMFu-induced dermatitis reportedthe UK court cases (1600)
demonstrates the scale of the problem.

Some members expressed concern as to what extesk analysis had been performed for
each alternative mentioned in the proposal. Ther@pporteurs responded that the prodidct 9
category in the register for biocidal products eam 135 entries. This indicates that number
of alternatives is likely to exist. It was pointedit that alternatives could also constitute
different techniques for preventing humidity tooafltransportation of non-treated articles.

SEAC concluded that the view on the exact wordihthe Annex XVII entry is to be further
discussed by the drafting group. The drafting grailpnot do any additional work as regards
inclusion of a standard test method in the AnneXD@ntry, as restrictions can be imposed
without prior definition of standard test method$ie members of SEAC agreed in general
that illustrative scenarios/numbers can be usedoag as the assumptions are stated
transparently and when possible, sources are gi@are should be taken on how and where
to use illustrative examples.

! RAPEX is an EU rapid alert system for dangerous-fomd consumer products.
2 Product-type 9: fibre, leather, rubber and polyisest materials preservatives.
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* Lead and its compounds in jewellery

The session started with a presentation by theiefossibmitter (France) on the planned
updates in the first version of the background doent, which they are supposed to submit by
15 October. After that, the key elements of the Rék@&ft opinion were introduced and some
open questions explained by the RAC co-rapporteuttis dossier. A representative of the
Forum working group on enforceability of proposfsrestrictions described the first Forum
advice on the enforceability of the proposed restm on lead in jewellery. The last
presentation was made by the SEAC rapporteur folehd restriction dossier, who introduced
the elements of the SEAC draft opinion, and desdrithe initial comments received from the
SEAC members on the proposal as well as how thesenents had been taken into account
in the elements of the draft opinion. The SEAC mpgur also provided a brief overview of
the next steps in the work with the lead dossier.

A member asked the dossier submitter whethermtasageable for them to do all the updates
in the background document, considering that botimQittees had made quite a lot of

suggestions for improving the proposal. The dossigsmitter responded that — although

willing to take into account all recommendations thg Committees — they might need to

prioritise between different issues to be improirethe proposal due to time constraints. The
dossier submitter added that it would be usefujdb suggestions from the SEAC members
regarding prioritisation of the issues to be imgayv

One stakeholder observer made a remark that leaduping industry clearly favours the
migration limit approach, which is also applied ftre nickel restriction in jewellery.
However, the two step approach (lead content +atimn) proposed by the dossier submitter
is also acceptable for industry.

The Chair reminded that the written commenting tbon the elements of the SEAC draft
opinion is ongoing until 17 September and encowtatiee SEAC members to provide
comments which could help the (co-)rapporteurs@irtfurther work with the opinion on the
lead dossier. The second version of the SEAC dgftion will be available in the second half
of November and will be discussed at the plenargting in December 2010.

8) Authorisations

The COM observer provided an update regardingrtbleision of substances in Annex XIV of
the REACH Regulation, which is the list of subsessubject to authorisation. The COM had
prepared a draft decision on the basis of the rewamdation by ECHA, according to which
six out of seven substances recommended by ECHA preposed by the COM for inclusion
in Annex XIV. The draft decision had been presentedCAs for REACH and CLP
(CARACAL) in June and the REACH Committee will vate this proposal on 21 September
2010. Once the decision is adopted, it will be fhitdd in the Official Journal (OJ) and will
enter into force three days after the publication.

With regard to the guidance documents concernirtigogigation the COM observer reported
that the guidance for the preparation of an apgtindor authorisation had been presented and
endorsed in the June CARACAL meeting. The COM ftaitn services have informed that
they would have the guidance document translate2Zb@ctober. The COM will then publish

it in the OJ and hand it over to ECHA. The guidaoneSEA in authorisation process had also
been presented to CARACAL in June and will sooptoposed for endorsement.

a) Content of an authorisation application

The Secretariat gave a presentation on the coatehstructure of authorisation applications.
The purpose and the legal basis of an applicatwnatithorisation were explained. The
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Secretariat also described the content of the @ectof the applications, including the
assessment reports such as analysis of alternasubstitution plan and socio-economic
analysis. A preliminary outline of former two repomwas provided in the room documents
SEAC/08/2010/22 and SEAC/08/2010/23. The Secré¢tanafly described the preparatory
activities of the COM and ECHA related to authdima applications (preparation of user
manuals, submission tools, guidance to applicant3,

One member emphasised the importance of takingaotount that some alternatives, which
are feasible for the users of a substance, mightexessarily be feasible for the applicant.

Another participant questioned whether the appticer@ds to prepare a separate IUCLID file
for each use applied for. The Secretariat claritfeat there would be one file per application,
but it is suggested that the applicant describesutfes in separate sections of the assessment
reports.

One member raised a question whether the subsfancéon would be described in the
application, as this information is necessary far assessment of alternatives. The Secretariat
confirmed that it is indeed very important how tlee of a substance is defined. Using the use
descriptor system as a starting point, the Seda¢tar presently developing a more detailed
guidance for applicants on how to describe the.uBles Secretariat added that the substance
function would be described in the Chemical SaRyport (CSR). For the public consultation,
broad information on uses will be provided, whicil wontain very limited information on the
function. The Secretariat explained that it is eotly exploring options for how to formulate
the information on uses to be provided for the pubbnsultation, including the potential
involvement of the applicant. The Secretariat painut that it would also be in the interest of
the applicant to have a relevant description ofubes in order to avoid the potential need to
provide additional information on alternatives thmay not be relevant for this particular
application.

One participant asked whether the applicant woddabked to indicate the intended route
(adequate control route or SEA route) in the apgitc. The Secretariat responded that it had
not been foreseen to ask the applicant to tick avieloether the application is based on the
adequate control or SEA route, as the Secretades thot want to encourage applicants to
provide the needed information only for one of thates. This is so as the COM may decide
that an authorisation cannot be granted under l&r66(2) but could be granted under Article

60(4) of the REACH Regulation.

Several questions were raised on the relationstiiywwden the analysis of alternatives and the
assessment of economic impacts of an authorisatmhit was agreed that the Secretariat
would consider these issues further and would @g¢elia special session on these issues at a
later stage.

Questions on alternatives

The Secretariat provided a presentation on thetipmsson alternatives as an optional tool for
(co-)rapporteurs to assist them in conducting aessnent of the information on alternatives.
It was emphasised that information on alternativesild be important for the decision-
making on granting authorisations and would forntemtral element in applications for
authorisation. Some example questions were showret€ommittee.

The members of SEAC welcomed the development oh dool that would assist the
Committee in the assessment of authorisation agiits. It was agreed that the Secretariat
would develop this tool further and would consulA® on this development at a later stage.
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b) Conformity check
» Working procedure

The Chair reminded that the draft working procedaoreRAC and SEAC on conformity check
of authorisation applications had been discusse8EAC twice (at SEAC-6 and SEAC-7). To
RAC the draft procedure had been presented fdiirgidime at RAC-11 in May. Based on the
comments made by the RAC and SEAC members as welh durther internal discussions in
ECHA on the conformity check process the draft pchre had been revised. The Secretariat
introduced the main changes in the revised draftquure.

One member stressed that when informing the apyliahout the Committee’s decision on
conformity of the application, it is important ttage that this decision cannot be regarded as
final, because the application has not yet beefuated by the Committee in full detail. The
Chair highlighted that according to the revisedceaure the timeline for the conformity check
has been extended and the Committees therefore mave time to assess an application
before deciding on conformity. However, given timited scope of the conformity check, it is
important that the applicant understands that dipes/iew on conformity does not exclude
requests for information by the Committee lateirothe opinion-making process.

SEAC agreed the working procedure for RAC and SEACon conformity check of
authorisation applications (SEAC/06/2010/06 rev.2)The procedure will be proposed to
RAC for agreement at the RAC-13 meeting in Octolienas also agreed that the procedure
would be revised in the future taking into accoexperience of the first authorisation
applications.

 Format to document the outcome of conformity checkincl. conformity check
guestions)

The Secretariat presented a draft format to doctithenoutcome of the conformity check of
an authorisation application. The conformity cheplestions were provided in the room
document SEAC/08/2010/17 and discussed after #xseptation. The Secretariat proposed to
use this format for the first applications and datvise it, if necessary, after some experience
has been gained from the processing of the firtstomisation applications.

One member pointed out that the proposed formas dus include a question on the
accordance of the CSR with Annex | of the REACH Ratijon. The Secretariat replied that
according to its view it is covered by the questdmnof the format. However, the Secretariat
suggested to this member to propose a more suitedriding for the question, if necessary,
and the Secretariat would consider whether suchtmurecould be included in the format from
a legal point of view.

Another member proposed to include in the formatick box to indicate which route
(adequate control or SEA) that is to be followedhe TSecretariat agreed to consider this
suggestion.

Several participants questioned why the format agmgsnclude any question related to SEA.
The Secretariat responded that as Article 62(5}hef REACH Regulation states that an
application_mayinclude SEA, it does not constitute part of thefoomity check from a legal
point of view. It will be very difficult to supporan application aiming for the SEA route
without a SEA but relevant SEA information might beluded in other sections of the
application, for example in the analysis of altéirres.

One member recommended including in the same datuméditional questions to the
applicant on alternatives. The Secretariat answéngdointing out that there are three
possibilities for the Committee to ask for addiibimformation from the applicant: 1) within
the conformity check (to require), 2) additionafoirmation on alternatives (to require), 3)
content related questions (to request). The Set@ttprefers to keep these three sets of
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guestions separate due to their different legailsb&kowever, the Secretariat indeed foresees
to send these sets of questions to the applicaamj@st communication.

The COM observer suggested to include a questgardang information on relevant research
and development activities by the applicant, whishrequired as part of an analysis of
alternatives based on Article 62(4)(e), if apprafmi The Secretariat replied that because of
the words ‘if appropriate’ this information wouldquire an assessment and cannot therefore
be considered as part of the conformity check étlter of the opinion development.

The Chair informed that a CIRCA newsgroup wouldpened by the Secretariat on the draft
format and encouraged the SEAC members to submiisitucomments on the document. A
revised version of the draft format will be pregehto SEAC in December.

¢) Formulation of SEAC opinion on authorisation apgications

+ Content of the final Commission decisions and theieffect on the format of the
opinions — response to comments

The Chair recalled that at the last SEAC meetirg@iscussion Paper “The content of final
Commission decisions and their effect on the forofathe opinions of RAC and SEAC on
authorisation applications” (SEAC/07/2010/12) haxbib presented and discussed. After the
meeting, the commenting round had been openedRC&Ilon the document. The Secretariat
explained that this Discussion Paper would noteéyésed, but the comments made by RAC
and SEAC would be taken into account in the workhwthe format of an opinion. The
Secretariat summarised the main RAC and SEAC cornsr@nwell as the questions raised
within the commenting rounds.

It was agreed that the Secretariat would upload #le RAC RCOM on SEAC CIRCA for
information.

« Format of an opinion; examples of conditions

The Secretariat made a presentation on the forfreat opinion and examples of conditions in
authorisation procedure. The Secretariat inforned discussions with COM on the format of
an opinion were still ongoing and therefore no nmgetiocuments had been provided to the
Committee prior to SEAC-8. However, the Secretasatontinuing its discussions with COM
and may have a document outlining the draft opid@mmat as well as a discussion note on
conditions and monitoring arrangements presenteithénRAC-13 meeting in October. The
Secretariat explained that on conditions and madngoarrangements no format or template
had been foreseen, but checklists could be devel®EAC will discuss these documents at
SEAC-9 in December. The aim is to conclude theutisons and agree on the opinion format
as well as on checklists for conditions and momtparrangements by March 2011.

Several participants pointed out that it might teeful to consult the Forum during the
authorisation process. It was agreed that the Se@ewould investigate possibilities for the
formal involvement of the Forum in processing oftemisation applications.

One member questioned whether through SEAC opin@@M could indeed force the
applicant to apply some high-cost conditions. Tker&tariat responded by emphasising that
the conditions set by the Committee would needetbdlanced and meaningful. According to
the REACH Regulation, applicants may comment ondtat opinions of the Committees,
which also give them a possibility to react on pheposed conditions.

It was agreed that if the documents on the fornfathe opinion and on conditions and
monitoring arrangements are submitted to RAC, theyld also be made available on SEAC
CIRCA for written commenting.
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* Working procedure for developing opinions on the aplications for authorisation

The Chair reminded that at the SEAC-7 meeting theuthent “Elements of RAC and SEAC
working procedure for developing opinions on theplaations for authorisation”
(SEAC/07/2010/13) had been introduced to SEAC. 8ase this document and taking into
account comments received by the RAC and SEAC membedetailed working procedure
had been developed. The Secretariat introducedrdfeprocedure for developing opinions on
the applications for authorisation.

One member questioned whether the (co-)rapporteautd be allowed to be in contact with
the applicants. The Chair replied by stressing boéhh RAC and SEAC would need to discuss
the involvement of applicants in the work of then@oittees keeping in mind the principles of
transparency and equal treatment of applicantsedsas the confidentiality of information.
The Chair informed that the Secretariat had stattegrepare a document outlining how
applicants would be involved in the Committees’ kvofhe Chair added that presence of
regular stakeholder observers at the Committeeingsetwhile applications for authorisation
are discussed, would also have to be discussed\BydRd SEAC.

Another participant asked whether applications @dad submitted to ECHA at any time. The
Secretariat responded by pointing out its intentmannounce to industry submission dates of
the applications for authorisation. This would alléor an effective regulatory processing of
all applications taking into account the fact tiRAC and SEAC meet periodically. The
Secretariat informed that in informal discussionthwndustry stakeholders they had been
supporting setting clear submission dates.

It was agreed that a CIRCA newsgroup would be &éstedd after the meeting on the draft
working procedure and that a revised version ofdtedt procedure would be presented to
SEAC at SEAC-9.

9) Manual of conclusions and recommendations

The Secretariat presented a proposal for a Marfuaboclusions and Recommendations. The
manual should serve as a reference of key, gepesaild conclusions and recommendations
arrived at by SEAC and would be intended for the olsthe SEAC members, their advisers,
regular observer representatives and the Secietditigs document is likely to become a

useful tool for the SEAC members in order to ensunfeerence and consistency and to avoid
duplication of work or any other unnecessary e$favhen considering similar issues. SEAC
agreed on the structure of the manual and the stegyepproach for its handling.

10) AOB
SEAC work plan

The Secretariat presented an update of the SEAK plan for the rest of 2010 and 2011 with
regard to the four restriction dossiers presergindg processed by the Committees.

It was agreed that members would try to submit cemis) on the second versions of the
SEAC draft opinions on the April restriction dossigDMFu and lead in jewellery) by 6
December so as to provide input for the discussiinte SEAC-9 meetiigAn additional
slot could be provided for commenting after the timgg if needed.

% According to the procedure the commenting rourfdrieseen for 29 November — 17 December 2010.
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Presentation of SCCP report

Mr Martijn Beekman, advisor of the Dutch SEAC memlmade a presentation on the RIYM
SEA report on banning SCCPs. The report describesralysis of the socio-economic
consequences of the decision of the United NatiBosnomic Commission for Europe
(UNICE) on the banning of SCCPs. It was agreed tthiatreport would be distributed also to
SEAC for information.

11) Action points and main conclusions of SEAC-8
SEAC endorsed the SEAC-8 action points and maiclasions.

4 RIVM is the National Institute for Public Healthcthe Environment of the Netherlands.
14



II. Conclusions and action points

MAIN CONCLUSIONS & ACTION POINTS - SEAC-8, 14-16 September 2010, Day 1
(Adopted at the SEAC-8 meeting)

Agenda point

Conclusions / decisions / minority opinions Action requested after the meeting (by whom/by
when)

2. Adoption of the agenda

The revised agenda (SEAC/A/08/2010 rev.1) waSEAC-Secretariat to upload the revised agenda to

adopted with the following additions under AOB:

* Presentation on the SEA study for the SCCP

under UN
* Update of the SEAC work plan

SEAC CIRCA IG as part of the meeting minutes.

3. Declarations of conflicts of interest to the Ageda

A member declared a conflict of interest to agenda

point 7, the restriction proposal on phenyl mercury

4. Administrative issues

4a. Changes in the SEAC composition/nominations

SEAC was informed of the changes in the

composition of SEAC.

4bh. Renewal of SEAC member’s term of office

4b. Update on Framework Agreement/ Service request

Secretariat to circulate the template of the ser
request and all the annexes.

Secretariat to conclude service request with cur
rapporteur’'s CA as soon as possible.

Members to provide assistance to the conclusid
the framework contracts when possible.

4b. Update on the recent written procedures/consiation

SEAC was updated on the recent written procedures

and consultations.

4b. Move of the December SEAC meeting

VIC

ren

n of
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SEAC was informed on the possible change of
December meeting

meeting should this lead to scheduling conflicts

4b. Book Fridays for 2011 March and September mekiy

Members were asked to reserve Fridays of Mg
and September meeting weeks in order

Secretariat to inform SEAC as soon as possibl
exact meeting dates.

4b. Book 29 week in June

Members are asked to reserve this week in ord
accommodate parallel RAC and SEAC meeting

Secretariat to inform SEAC as soon as possibl
exact meeting dates.

5. Status report of the action points of SEAC-7

SEAC took note of the status report concerning
action points of SEAC-7.

th&he action point concerning the distribution of
service contracts is to be taken over to the SEA
conclusions and action point.

6. Feedback from other bodies

Report from DG SANCO WG on improving rig
assessment

Feedback from the project on Assessing H
Impacts in the Context of SEA under REACH

Feedback from the project on the Abatement (
Curve

k SEAC secretariat to report from DG SANC
working group in December meeting.

&HBFinal conclusions of this project to be presente
SEAC-9 (if possible). Secretariat to consi
organizing a workshop on the results of {
project prior or after SEAC-9.

CosBecretariat to give an update on the abatement
project and a presentation on the work plarn
SEAC-9.

7. Restrictions

b) Conformity check (June dossiers)

Phenylmercury

SEAC agreed on the conformity report.

Secretariat to initiate the revision of t
conformity check-questions and procedure, 1
that the conformity check of the first four dossi
has been carried out.

th&lembers to inform secretariat during SEAC

accommodate parallel RAC and SEAC meeting|

arch

fo

e on

er to

e on

C-8

1O

da
ler
his

cost
at

he
ow

Mercury in measuring devices
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SEAC agreed on the conformity report Secretariat to consider, during SEAC-8, publishing
the conformity check reports.

Presentations by dossier submitter

Action points and main conclusion SEAC-8 (day
1)

SEAC agreed on the main action points and
conclusions of day 1.
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MAIN CONCLUSIONS & ACTION POINTS

- SEAC-8, 14-16 September 2010, Day 2

(Adopted at the SEAC-8 meeting)

7d) First versions of SEAC draft opinions (April D

assiers)

DMFu (7d)

The committee expressed no major concern

regarding the outline presented by the rapporteur.

Still some issues to be sorted out regarding e
wording of the Annex XVII entry.

Restriction can be imposed without an agr
analytical method

Analysis with hypothetical numbers is thought to
useful. However caution is warranted on when
where to present those numbers. Alternative way
cost/benefit calculations are preferred.

xacDrafting group to further develop wording of t

eed

adMembers are invited to examine the first vers
of the draft opinion and submit comments via
CIRCA IG Newsgroup.

entry.

be
and
s of

Secretariat to give an update on the discus
concerning the DMFu restriction proposal in
Forum meeting on 12-14 October at the n
SEAC

Lead

The committee expressed no major concern
regarding the outline presented by the rapporteur

Several parts of dossier are presently being ugdg

The current document called ‘elements of
opinion’ for this agenda point contains
considerable amount of information that
considered to be useful for the development of
opinion.

Important to work in parallel with RAC althoug
RAC is developing its opinion on the RA.

adMembers are invited to examine the element
the opinion as posted on CIRCA and sub
comments via the CIRCA IG Newsgroup.

te

the Members are invited to give input, via CIRCA
a Newsgroup, on prioritisation of issues to
is solved by Dossier Submitter

the

h

Secretariat to give an update on the discus
concerning the lead in jewellery restricti
proposal in the Forum meeting on 12-October

at the next SEAC

ion

the

sion
he
ext

5 Of
mit

be

sion

8. Authorisations

8a) Content of an authorisation application

Questions were raised on the relationship betw

eerbecretariat to consider this issue further

and
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analysis of alternatives and the assessmen
economic impacts of an authorisation.

t ofledicate a special session on this issue.

-questions on alternatives

SEAC welcomed the development of a tool / list
guestions that would assist SEAC in the analysi
authorisation applications.

of Secretariat to develop this tool further and
s ofconsult SEAC on this development at a |3
stage.

8b) Conformity Check

Working procedure

SEAC agreed on the revised working procedure
the conformity check for authorisation application

} on

[72)

Format to document the outcome of conformity checkincl. conformity check questions)

to
iter

Secretariat to open a CIRCA newsgroup on
document and to present a revised version of
draft format in the December meeting.

this
the

Action points and main conclusions of SEAC -§
(day 2)

SEAC agreed on the main action points
conclusions of day 2.

and
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MAIN CONCLUSIONS & ACTION POINTS

- SEAC-8, 14-16 September 2010, Day 3

(Adopted at the SEAC-8 meeting)

8c) Formulation of SEAC opinion on authorization agplications

Content of the final Commission decisions and theieffect on the format of the opinions — respons

to comments

SEAC reconfirmed the approach that the Secret
and the Commission have taken regarding the ro
the opinion in the overall decision maki
concerning authorisation applications.

Details of the wording of the opinion would
looked into in the December meeting.

ariabecretariat to upload RAC RCOM to the SE
e o€CIRCA.
g
Once discussion paper on opinions is re
Secretariat will upload to CIRCA IG Newsgro
pe for discussion.

Examples of conditions/ format of an opinion

SEAC thought that the categorisation that \
presented was useful

SEAC pointed out that the involvement of the

Forum is to be investigated.

SEAC thought that the examples that were prese
were a good basis for further work.

It was left open whether a checklist would
developed.

vasSecretariat to further develop the draft documg
and to aim at presenting those at the next R
meeting in October.

Secretariat to investigate the possibilities
formal involvement of the Forum in th
ntegdrocessing of authorisation applications.

Once these documents have been submitte

be RAC also make these available on SEAC CIR
for written comments.

(to be finalised, possibly, by March 2011).

2nts
RAC

of
e

d to
CA

Present (revised) versions in December meetings

Working procedure for developing opinions on appliations for authorisation

SEAC agreed on the main outlines of the work
procedure.

SEAC recognized the need to discuss
involvement of applicants in the work of t
Committees keeping in mind principles
transparency and equal treatment of applicant
well as the (business) confidentiality of infornaati

ing Secretariat to open a CIRCA IG Newsgroup
the draft procedure.

Secretariat to present a revised version of thi
procedure at the SEAC-9.

SEAC to discuss the participation of applicant
theSEAC-9 meeting.
ne
of Secretariat to post the planned RAC-13 mee
s adocument concerning the presence of applic
in meetings to SEAC-CIRCA once this
distributed to RAC.

on

dra

ting
ants
is
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SEAC welcomed the Secretariat’'s intention
announce the submission dates of the applica
for authorisations as this will allow for an effivet
treatment of all applications.

to
jons

9. Manual of conclusions & recommendations

SEAC agreed the overall approach presented i
presentation and in the draft document.

SEAC agreed to start using the manual
conclusions & recommendations.

the

of

10. AOB

Workplan

SEAC agreed to have comments on the 2nd ve
of the draft opinion of the ‘aril’ dossiers by tBéh
of December so as to provide input to the discus
at SEAC-9.

SEAC welcomed to have initial comments from
public consultation at an earlier stage fi
comments could be submitted later.

sion

Sio

the
hal

Presentation on SCCP

Secretariat to upload report on SCCP on SE
CIRCA.

AC-

11. Action points and main conclusions of SEAC-8: &y 3

SEAC agreed on the main action points
conclusions of day 3.

andecretariat to upload action points and conclus
to SEAC- CIRCA.

ons
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ANNEX |
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Provisional Draft Agenda SEAC/A/08/2010 _rev.1
Feedback from other bodies SEAC/08/2010/16
Analysis of Alternatives SEAC/08/2010/22

(room document)

Substitution plan SEAC/08/2010/23
(room document)

Format to document the outcome of the conformity SEAC/08/2010/17
check of an application for authorisation

Revised draft Working procedure for RAC and SEACSEAC/06/2010/06_rev.2
on conformity check of authorisation applications

Draft working procedure for RAC and SEAC for SEAC/08/2010/19
developing opinions on the applications for
authorisation

RCOM on the SEAC-7 meeting document “Elements SEAC/08/2010/20
of RAC and SEAC working procedure for developing
opinions on the applications for authorisation”
(SEAC/07/2010/13)

RCOM on the SEAC-7 meeting document “The SEAC/08/2010/18
content of final Commission decisions and theieetf
on the format of the opinions of RAC and SEAC|on
authorisation applications” (SEAC/07/2010/12)

Proposal for a manual of conclusions and SEAC/08/2010/21
recommendations of the Committee for Socio-
economic Analysis (MoCR)
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RECHA

European Chemicals Agency

Final Agenda

ANNEX II

14 September 2010
SEAC/A/08/2010_rev.1

Eighth meeting of the Committee for Socio-economidnalysis

14-16 September 2010

ECHA Conference Centre (Annankatu 18, Helsinki)

14 September: 09:00 — 18:00
15 September: 09:00 — 18:00
16 September: 09:00 — 14:00

| Item 1 — Welcome and Apologies

| Item 2 — Adoption of the Agenda

SEAC/A/08/2010 rev.1
For adoption

| Item 3 — Declarations of conflicts of interest totlie Agenda

| Item 4 — Administrative issues

a) Changes in the SEAC composition/nominations

b) Renewal of SEAC members’ term of office

For information

For information

Item 5 — Status report of the action points of SEAE
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Item 6 — Feedback from other bodies

SEAC/08/2010/16
Feedback from the project on Assessing Health anvir@hmental Impacts in
the Context of Socio-economic Analysis under REACH
Feedback from the project on Abatement Cost Curves
For information

| Item 7 — Restrictions

a) General restriction issues
For information

b) Conformity check (June dossiers)

* Phenyl mercury
For decision
* Mercury in measuring devices
For decision
c) Presentation on dossiers by dossier submitfeme dossiers)
For information
d) First version of the SEAC draft opinions — statglafy (April dossiers)

« DMF
» Lead and its compounds in jewellery
For discussion
For information

| Item 8 — Authorisations

a) Content of an authorisation application
* Information on alternatives and substitution plan

For information
b) Conformity check

» Working procedure
SEAC/06/2010/06_rev.2
For discussion and possible agreement

* Format to document the outcome of conformity chigd. conformity check
questions)

SEAC/08/2010/17
For discussion

® In case dossiers are found to be not in conforthigyn the dossier submitter will not be invitedhe meeting.
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¢) Formulation of SEAC opinion on authorisation apations

+ Content of the final Commission decisions and te#&ct on the format of the
opinions — response to comments

SEAC/08/2010/18 (RCOM)
For information
» Examples of conditions
For discussion
» Format of an opinion
For discussion

* Working procedure for developing opinions on thplaations for
authorisation

SEAC/08/2010/19
SEAC/08/2010/20 (RCOM )
For discussion

Item 9 — Manual of conclusions & recommendations |

SEAC/08/2010/21
For discussion and agreement

Item 10 — AOB

- Update of the Committee workplan
- Presentation on SCCP study

| Item 11 — Action points and main conclusions of SE@-8

Table with Action points and decisions from SEAC-8
(to be adopted at the end of each meeting day)
For adoption
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