BELC [HA

European Chemicals Agency

MB/M/05/20009 final

MINUTESOF THE 15" MEETING OF THE MANAGEMENT BOARD
17/18 December 2009



l. Documents submitted to the Management Board
Draft agenda
Draft minutes

Budget implementation 2009: amending budget and&uiansfers

Budget and establishment plan for 2010
Work Programme for 2010 - update of annexes
ECHA contingency planning for 2010

REACH-IT information security policy — report on
written procedure MB/WP/02/20Gfnhd further steps

Mission Charter of the Internal Audit Service
& establishment of an audit working group

Update of the Internal Audit Service’s
multi-annual strategic audit plan for ECHA

Rules of procedure for cooperation
between EFSA and ECHA (Art.110 REACH)

Implementing rules for the Staff Regulations on
performance appraisal of temporary and contraattage

Rules on payments to withesses and experts
in appeal proceeding before the Board of Appeal

Rules of the Board of Appeal on costs relating
to the taking of evidence in appeal proceedings

Contractual arrangements related tor#sienbursement
of REACH tasks executed by Member States

Appointment of Committee Member(s)

Report from the Executive Director
Multi-annual planning on evaluation

Report on the status of REACH-IT

ECHA work plan with regard to testing methods
ECHA work plan for substances on nanoscale

Activity report from the advisory group on disseation

(MB/A/05/2009)

NIB/M/04/2009)

(MB/68/2009)

(MB/RD/08/2009)

(MB/69/2009)
(MB/70/2009)
(MB/71/2009)

(MB/72/2009)

(MB/73/2009)

(MB/74/2009)

(MB/75/2009)

(MB/76/2009)

(MB/77/2009)

(MB/78/2009)

(MB/79/2009)

(MB/61/2009)
(MB/80/2009)
(MB/81/2009)
(MB/82/2009)
(MB/83/2009)
(MB/84/2009)

(MB/85/2009)



. Summary Record of the Proceedings

Introductory remarks
The Chair opened the meeting by welcoming the dBioard members.

He noted that a Council decision was pending toaypwMr Helmut DE VOS (BE) as Board
Member in place of Mr Marc LEEMANS, and Mr Arwyn DAES (UK) in place of Mr John
ROBERTS; and reported that the European Parliama&ttconfirmed the nomination of Mr
Guido SACCONI and Mr Hartmut NASSAUER as independearsons appointed to the
Board. A notification letter was expected which webiormalise the appointments.

The Chair introduced the other observers attentliegneeting and provided information on
the proxy votes of which he had been notified (tetare listed in section IV of these
minutes).

In the course of the meeting, Mr PERROY, who haenbappointed as a Board member by
the European Commission to represent interesteteparannounced that he would be
renouncing his office due to his retirement. Ondiebf the Management Board, the Chair
thanked him for his valuable and constructive dbation to the establishment of the Agency
since June 2007.

1. Agenda
(MB/A/05/2009

The Chair announced that item 10.2 of the drafndge- the Commission’s Internal Audit

Service’s (IAS), the Internal Auditor of ECHA, muétnnual audit plan for ECHA — should,

according to the guidelines of the IAS, be preskrite endorsement, not as an item for
information.

He indicated that two room documents had been raaddable for the meeting: the latest
notification of budget transfers carried out unttex responsibility of the Executive Director
(MB/RD/08/2009 — for agenda item 5), as well a®teron a high level group with industry.

A representative of the Commission declared thatvisbed to inform the Board of a study on
the penalties applicable in the Member Statesnioingement of the REACH Regulation.

On this basis, the agenda was adopted.

2. Welcome statement by the Cypriot Minister fabbur and Social Insurance

The Management Board received a welcome addressNe Sotiroula CHARALAMBOUS,
Minister for Labour and Social Insurance of the &ajz of Cyprus.

The Minister began her intervention by referringtie historical role of her country as a
meeting point of cultures, and by thanking the Bdar choosing Cyprus as a meeting venue.
She especially welcomed the broad composition ®Bbard and referred to the importance



of the expertise of representatives from industrgde unions and public health and
environmental non-governmental organisations.

The Minister emphasised the importance of the REA®Id CLP Regulations in order to
address the shortcomings of the previous Europbamicals legislation and to tackle the
lack of safety data for the majority of chemic@se acknowledged ECHA's key role in day-
to-day chemicals management in the European Unked) (and praised the efficient
establishment of the Agency as an important achmev. However, substantial efforts by all
parties would still be needed in the course offtlvther implementation of the REACH and
CLP Regulations.

With regard to the situation in Cyprus, Ms CHARALA®US pointed to the progress made
in the field of the risk management of chemicalstabces since the country’s accession to
the European Union (EU). As key policy priorities Cyprus she referred to consumer safety
and in particular the tracking of articles contagharmful substances.

The Chair and the Executive Director thanked thaeister for her encouraging words. The

Chair also shared the view that the establishmieBCiA should be considered as a success
and mentioned that the Agency has, despite hentreweation, already around 350 staff

working in Helsinki. The Executive Director notedra that the ECHA Secretariat hoped to
welcome a first staff member from Cyprus in therrfature.

3. Declaration of specific interests

None of the Board Members present declared a comfliinterest with regard to the agenda
items.

4. Minutes
(MB/M/04/2009)

The minutes of the meeting on 29/30 September 2@08 approved.

5. Budget implementation 2009: amending budgetamttet transfers
(MB/68/2009; MB/RD/08/2009)

The Management Board adopted a first amendmemitet@\gency’s budget for the financial

year 2009. The amendment was necessary in ordeflext the € 1.35m reduction in fee
income as compared to the estimates of DecembeB, 20d a specific and earmarked
Community contribution of € 136 410 to cover thestsofor preparatory measures for the
participation of (potential) candidate countries BCHA and their cooperation with the

Agency.

The Board also took note of the latest budget temasarried out under the responsibility of
the Executive Director



6. Budget and establishment plan 2010
(MB/69/2009)

The Director for Resources presented the Agenayit dudget for the financial year 2010:

1) Title 1 includes staff related costs, and macwyers salaries, recruitment, training, work
related travel and external services amountingttad of € 47.2 million (an increase of 24%
on 2009) in line with the projected growth of stéfbm 324 temporary agents to 426
temporary agents.

2) Title 2 includes the rental cost for ECHA'’s loliilg as well as other basic infrastructure
and information technology expenditure totallingZ9 million (an increase of 20% on 2009)
and reflecting the growing space needs alongselgtbwing number of staff.

3) The operational Title 3 directly supports theplementation of the Agency's Work
Programme. An amount totalling € 25.9 million isdeeen (an increase of 15% on 2009).

Board members welcomed the structure of the budbeth had been revised and aligned to
ECHA’s work programmes. Apart from being consistetth the key activities and largely
also with the organisational structures of the Agyerihe new budget structure leads to the
improved transparency and increased accountabilitiie authorising officers. It also serves
as a first step towards activity-based budgeting.

The Executive Director noted that the expectednddible Community contribution of €
35.15m will be factually lower than the amount wbtan by the European Parliament in its
first reading in October 2009. However, the fundiogECHA will eventually be higher than
foreseen in the preliminary draft budget of the @ussion and, in particular, higher than
voted on by the Council throughout the budgetargcedure. Together with certain
transitional arrangements for the payment of rem salary costs, the Executive Director
estimated the financial resources as being sufficie cover ECHA’s cash flow needs in
2010. In this context, an observer from the Europ€ammission reiterated that assurance
had been given to the budgetary authority thatdtpency’s financial situation in 2010 would
be closely monitored in order to react swiftly sldboany shortcomings arise. Accurate
budgetary updates would therefore be needed ogutarebasis.

On request, it was clarified that the staff costduded in the budget are calculated on the
basis of the Commission’s annual proposal for gakdaptations for officials and other
servants of the European Union for 2010. The catmn method for the annual Commission
proposal is defined by the EU Staff Regulation @btased on an indexation of salaries of
national civil servants.

It was also explained that the resources allocédedhe payment of Seconded National
Experts (SNE) could in principle be used for empigyofficials from non-EU Member
States. In light of previous discussions in the Mggment Board on the participation of third
countries in the work of ECHA, such an engagementld/not be likely in 2010.

The Management Board adopted the Agency’s budge2G@0 with the understanding that
the (temporary) Community subsidy of € 35.15m dmal 102 posts to be newly established
will be confirmed with the adoption of the gendsablget of the European Union.



7. Work programme 2010: Update of Annexes
(MB/70/2009)

The Executive Director explained that following tadoption of ECHA’s work programme
for 2010 in September 2009 (MB/56/2009), two ansexethis document were submitted for
adoption, as updates. Annex 3 would update theuress for 2010 and align these to the
budget as adopted under agenda item 6. Annex 4dvwsauhplete the work programme 2010
with a procurement plan. This relates to a recontdaton issued in the context of an audit
performed by the Commission’s Internal Audit Seevic the Agency and follows the practice
from the previous year.

During the following exchange of views, membersradded the ratio of staff allocated to
operational activities, in particular evaluatiors eompared to administrative tasks; the
expected workload in the field of the authorisatpmocedure; and some specific positions
listed in the procurement plan.

Responding to this, the Executive Director explditieat operational activities are equally
carried out by staff not directly allocated to thain REACH operations, e.g. the Committee
Secretariats or the Helpdesk and Guidance teamsurtteer clarified that the “management
line” includes the operational directors. In adutiti he referred to the Board of Appeal as a
specific body not existing in all other organisagoWith regard to resources for evaluation,
he informed the Board that additional staff had nbeslocated to this activity since
preliminary resources planning in February 2009.future, the Agency would strive to
further increase the staff numbers allocated tduatimn. The Executive Director signalled at
the same time that it is difficult for ECHA to bgrsufficient new staff with the required high
scientific expertise to Helsinki. Experienced expewho had been successful in ECHA
competitions would often be reluctant to accepttagffer with negative implications on the
recruitment target.

As regards the workload for authorisation in 2ab@, Director for Assessment referred to the
still valid assumptions in the work programme 20i@, the processing of 30 dossiers for
identification as substances of very high concern.

It was also clarified that a position referred nathe procurement plan as “miscellaneous” in
the context of guidance and helpdesk activitiesldian particular, include services linked to
Partner Expert Groups for guidance developmentoothé network of national helpdesks
(HelpNet), including training on REACH .With regatd services foreseen to support the
preparation of dossiers for harmonised classificatind labelling, it was agreed that the
procurement plan should specify that these servasesforeseen to support the ECHA
Secretariat in its own tasks.

The Board adopted the revised Annexes 3 and 4 efwbrk programme for 2010 as
contained in document MB/70/2009, subject to thevabmentioned clarification regarding
support in the preparation of harmonised clasgiboaand labelling dossiers.



8. ECHA contingency planning for 2010
(MB/71/2009)

The Executive Director introduced ECHA'’s continggmqdanning for 2010. The planning is
part of the Agency’s risk management activities @hdll ensure that the two upcoming
operational deadlines, the first registration die&dbf 30 November 2010, as well as the
deadline for classification and labelling notificats, will be successfully handled.

The Executive Director reminded the Management @dhat careful planning for 2010 is
critical as ECHA faces high uncertainty regardihg humber of registration dossiers and
notifications that will be received and will needogessing. Therefore, the plan had been
designed to cope with a number of registration idossup to three times higher than
originally estimated. Scenarios have also beenldpgd simulating an underperforming or
failing IT-system and higher numbers of appealsplémentation relies on the internal
mobility of staff, various modes of recruitment, ammonitoring mechanism to be supervised
by a contingency manager, as well as resortingegadentification of negative priorities.

This was followed by an extensive exchange of viewsng which it was highlighted that

communication activities targeted at stakeholdalisplay a crucial role. Members requested
several clarifications as to the assumptions fentorkload of the Agency and the likelihood
of the different scenarios materialising or beirgezded by reality.

The scenarios developed for underperforming omfgilT-systems and the plan to outsource
certain technical tasks were particularly appredaiSeveral members pointed however to
sensitive aspects linked to the subcontractingegtilatory activities, in particular in view of
confidentiality duties; the specific case of outsing legal advice; and the general challenge
to find sufficient adequate personnel on the markdiinland. Against this backdrop, Board
members appointed by the Commission to represérested parties recommended that the
Agency’s own staff should be drawn on as much &asipte. The option of support being
provided by Member State experts was also mentioned

The Executive Director provided clarifications dretremarks made by Board members. He
explained that the workload estimates were baseth@mexpected number of substances for
the first registration deadline. Extensive workhwibdustry associations would however be
needed in early 2010 to verify the current condnsi If the scenarios proved to be too low,
the Secretariat would present an amendment to EEHBAdget which would be covered by
an accordingly higher share of fee income. He airrteferred to the need to cooperate closely
with Member States and the national helpdesks ationed, as an example, the training on
REACH-IT for national officials which was planned be reinforced in early 2010 and be
complemented by new REACH-IT manuals which wergemnily being translated into the
official EU languages.

As regards support from external interim staff, #eecutive Director explained that the

profiles for interim staff will mainly be administtive, i.e. no specific expertise needed in
addition to the training foreseen by ECHA. He asdunembers that confidentiality aspects
were being duly considered, however interim stadld normally only be involved in very

specific technical steps and as such, have onlgeihraccess to sensitive information. The
experiences gained so far with support from intesiaff, and also the preparedness of ECHA
staff to support registration activities tempongrthad been very positive. At the same time,



the Executive Director stressed that the worklaadl stress level of Agency staff was already
at a high level.

The Management Board broadly welcomed ECHA'’s fodvplanning and supported the
approach taken. In order to exercise its superyifamnction, Board members expressed the
wish to be regularly informed about the developmeria short monthly reports from the
Secretariat, starting with the data and experiegaegsed from February 2010 onwards.

9. REACH-IT information security policy — repom avritten procedure MB/WP/02/2009
and further steps
(MB/72/2009)

The Management Board received a report on the mécof the written procedure
MB/WP/02/2009 on a revised REACH-IT Security Deataon and the Standard Security
Requirements to be implemented in the Member States

Members took note that within the deadline for siiting replies, a two thirds majority of
members with voting rights approved the proposasien Twenty-three members submitted
positive replies, while two negative replies andeéh abstentions were received. Three
members generally approved the proposals but vaieddin reservations.

The Management Board was also informed of the stefis in the procedure for receiving
access to the IT system and the planning for tha&rdurevision of the access declaration in
order to ensure that all Member States have equaka to registration data.

The Secretariat reminded the Board of a note stbdnito all Member State Competent
Authorities on 4 December 2009 with language versiof the revised Security Declaration
and detailed guidance on the necessary practigps $owards the implementation of access.
Moreover, the Secretariat explained the statusilafdoal contact with those Member States
that can so far not support the Security Declamatith the aim of providing clarification on
sensitive parts of the text. A revision of the Reation is foreseen in early 2011, if necessary.

In the subsequent discussion, several Member Stptesentatives reported on the status of
the dossier in their countries and partly explaitrelremaining difficulties. A representative
of interested parties appointed by the Commissias of the opinion that the debate on the
policy issues involved in the matter would be wigrgaced in the Management Board. The
ECHA Secretariat would be on the right track byspimg a security orientated approach and
the Board member recalled the Management Boardjgoresibility to protect the Agency and
its staff from any potential liability risks.

Board members also called for a harmonised intepos of the Security Declaration and

stressed the need to share all interpretations thigh Member States. Several members
emphasised that a degree of pragmatism was need®dall parties. Some members also
argued that the Security Officers Network (SON)Iwnl future have an extended role and
should thus have its rules of procedure modified.

The Executive Director thanked the Management Béards constructive role in finding the
compromise solution and noted the difficulties ilwed in achieving the right balance



between the interests involved. He assured thduakelistened carefully to the interventions
made and agreed that the SON may indeed need awatwlate.

The Board concluded that ECHA is pursuing the righproach by bilaterally seeking to
resolve remaining divergences. It was agreed tinairderpretations of the Declaration which
may result from this must be shared with all mermb&he Secretariat was invited to inform
the Board of any other relevant developments.

10. Mission Charter of the Internal Audit Servicee&tablishment of an audit working
group;
Update of the Internal Audit Service’s multi-annaathtegic audit plan for ECHA
(MB /73/2009; MB/74/2009)

The Management Board endorsed a new mission clafrtee Internal Audit Service of the
European Commission in relation to transitionalraijes and independent bodies as well as
the Internal Audit Service’s strategic audit plan 2010-2012 for ECHA.

In order to facilitate the Board’s involvement imagegic audit issues, it established an audit
working group which will be composed of the Chawarta CIRAJ, Heinz ZOUREK and
Karel BLAHA. The group will be consulted on criticaspects of the action plans drawn up
by ECHA in relation to audit recommendations andnitav the implementation of these
action plans and report to the Management Boaravals clarified that the findings and
recommendations of the final audit reports willl &t submitted to the entire Board.

11. Rules of procedure for cooperation between E&SRAECHA (Article 110 of the
REACH Regulation)
(MB/75/2009)

Subject to the legally required agreement by theopean Commission, the Board adopted
rules of procedure for cooperation between ECHA BR&A (pursuant to Article 110 of the
REACH Regulation (EC) No 1907/2006).

Board members considered these rules as highly rimtofor the Agency’s work and
stressed that appropriate focus should be put@easing synergies between the activities of
the two agencies. The Executive Director assuredBthard that it is indeed crucial for ECHA
to avoid duplication of work and referred to othestruments available to support
cooperation with EFSA, such as the existing Memdwam of Understanding or the regular
meetings of the Chairs of scientific committeethatEU level.

The Management Board expressed the wish to beiképimed about the areas in which
ECHA and EFSA cooperate.



12. Implementing rules for the Staff Regulations the performance appraisal of
temporary and contract agents
(MB/76/2009)

The Chair introduced the agenda item by puttingdin@sion requested into the context of the
decision made by the Board in February 2009 grgrtim the discretion to agree to editorial
amendments proposed by the Commission, in relaéti@taff Regulation implementing rules
which are forwarded to the Commission for agreerpensuant to Article 102 of the REACH
Regulation. With regard to the present draft ruld®e Commission had made minor
amendments which align the text with the provisiohshe Staff Regulations. However, as
these were not merely editorial, the Chair coultlagyee without consulting the Board.

The Management Board adopted the draft decisiaih@performance appraisal of temporary
and contract staff as submitted by the Commissio8IOctober 2010

13. Rules on payments to witnesses and experigpieah proceedings before the Board of
Appeal,;
Rules of the Board of Appeal on costs relatinghte taking of evidence in appeal
proceedings
(MB/77/2009; MB/78/2009)

The Registrar of the Board of Appeal presented twoteelaraft rules on the payment of
experts and witnesses appearing before the AgeBodsd of Appeal.

On request by a Member State representative, tlggstRa clarified that no guidelines or
code of conduct would be foreseen for situatiofsrred to in Article 2(3) of the draft rules
contained in document MB/78/2009 because of theeghianal and rare character of the
situations referred to therein, always requiringappreciation on a case by case basis.

The Management Board adopted a decision on payn@nignesses and experts appearing
before the Board of Appeal. Furthermore, the Manege Board provided its agreement to
related rules to be adopted by the Board of Appeakthe costs relating to the taking of
evidence in its proceedings. Both documents weitecktbr gender neutrality.

14. Contractual arrangements related taémabursement of REACH tasks executed by
Member States
(MB/79/2009)

The Head of the Legal Affairs Unit provided a rdpon developments related to the
establishment of a framework agreement on the feams funds to Member States for the
execution of REACH tasks and presented a numbeguifing principles for finalising the
agreement.

The Head of Unit recalled that the draft decisioB/BD/2009, adopted by the Management
Board in April 2009, provides that the Executiverdator shall put in place the necessary
contractual and administrative arrangement in conity with the financial rules applicable

! ECHA reference ECHA/A(2009)3662
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to the Agency in order to establish the contraciwedngements necessary for the transfer of
funds (Art. 4(2) of the Draft Decision - agreembgtthe Commission to the draft decision is
pending). To this end, a model of a framework axttivas presented with the final report of
the Board’s working group on the issue, and setitécdPermanent Representations of the EU
Member States on 21 September 2009, in the offiEldl languages Following remarks
received from Member States on the model contthetSecretariat had revised the text and
submitted it to the Member State Competent Authewitand Board members before the
meeting.

It was noted that the agreement does, in the ginsise, not include the transfer of funds for
the purpose of substance evaluation because ttivgtyagvould only start at the end of 2011

and the underlying procedures were still in dewelept. The initial agreement would

therefore not cover substance evaluation aspedtb@time limited until 31 December 2011.

It would be revised together with the (Draft) Démmswhich would also be due for revision

by that date.

In the following discussion, many Board membersddhat, pending a deeper analysis, the
revised text represents a considerable step fortafidding consensus on the matter. At the
same time, it was pointed out that the agreemeadatk to comply with national legislation
and that the provisions regulating the ownershipinbéllectual property required careful
drafting. An observer mentioned that the applicattd REACH in the EEA/EFTA countries
should be taken into account With reference to cheti87 of the REACH Regulation,
clarification was also sought on the correct carting party signing the agreement with
ECHA.

The Board thanked the Dutch representative whodioated the input from the Member
States Competent Authorities to the drafting of algeeement and welcomed his proposal to
continue this coordinating role. It was agreed tfedback to a revised text should be
provided by the end of January 2010.

In addition to the six guiding principles presentsdthe Secretariat, the Board agreed that a
clear reference to the requirements of the EU KilmdiRegulations and any recommendations
of the European Court of Auditors on such matterkich Agencies must compulsorily
follow, should be added. It was further agreed tihat CARACAL meeting would to be
informed about the developments.

With reference to the procedure applied, two Boaw@mbers voiced the opinion that the
contractual arrangements should eventually be pytlace by decision of the Management
Board. This was agreed in principle. At the sameetit was pointed out that the Board had,
for the purpose of the transfer of fee revenue &ider States, delegated this authority to the
Executive Director by mandating him to put in platee necessary contractual and
administrative arrangements in conformity with fhrencial rules applicable to the Agency
(Art. 4(2) of draft decision MB/20/2009).

On this basis, the Management Board gave posigdldack to the guiding principles for the
finalisation of the framework agreement. At the satime it was concluded that the
CARACAL meeting should be formally informed of tlesue,

2 ECHA Reference ECHA/D(2009)3929

11



15. Appointment of Committee members
(MB/61/2009)

The Management Board appointed the following newn@idttee members:

- Dr José L. TADEO LLUCH as member of the Committee Risk
Assessment

- Mr Paulo Eurico Alves VARIZ as member of the Comsst for Socio-
economic Analysis

- Ms Liliana Luminita TIRCHILA as member of the Conttee for Socio-
economic Analysis

16. Report of the Executive Director
(MB/80/2009)

The Management Board received a report from theclikee Director on the activities and
developments of the Agency since their last meeting

The ensuing discussion focused, in particular, echrical Guidance development for
industry and the relation to guidance developednioystry associations. Special reference
was made to the Guidance on authorisation appicsitiOther aspects covered by Board
members in their interventions included internatiaccooperation with Canada and potentially
other third countries.

The Executive Director responded to the commentdemile clarified that ECHA generally
has no role in Guidance developed by industry. Hanehe referred to an exemption, that of
the Guidance on Annex Il of the REACH Regulatioar fvhich preparatory work was
currently being undertaken jointly with industrysasiations. He informed the Board that
updated Guidance on classification and labelling weheduled to be released in summer
2010.

The Management Board took note of the report. Maeynbers emphasised the high quality
and usefulness of the Executive Director’s repdriciv would provide assurance that ECHA
resources and activities were correctly focused.

17. Exchange of views with representatives from rigy@muthorities on experiences with
regard to the implementation of the REACH Reguratio

The Management Board heard from Artistos ECONOMIDESthaf Cypriot Department of
Labour Inspections, who presented general polipeets of the Department, and from his
colleague, Tasoula KYPRIANIDOU-LEONTIDOU, who repmt on the national
enforcement approach on chemicals legislation.

This was followed by an extensive exchange of viewsgyeneral policy aspects, such as the
preparations for the next Cypriot EU presidency, ibyparticular on enforcement issues. For
example, experiences were shared as regards d=liGatforcement campaigns, the
cooperation between customs authorities and enfgr@nd the interactions with the EU
RAPEX alert system.
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Board members were impressed by the coherent atheéthaborated policy and enforcement
approaches being employed in Cyprus.

18. Multi-annual planning on evaluation
(MB/81/2009)

The Director for Assessment presented ECHA's longen planning for dossier evaluation.

The following discussion centred on the importaotesalising the evaluation of the required
minimum 5% of registration dossiers. As this gadikid down in the REACH Regulation, its

achievement would be crucial for REACH and the tafon of the Agency and, thus, needed
careful monitoring. Furthermore, the links betweenforcement and evaluation were
highlighted.

Board members considered the preparation for etrafutasks as currently one of ECHA’s
major challenges and called for a combination dbref with the Member States. Other
issues addressed during the discussion ranged tfierariteria for priority setting, over the
consequences of a potentially excessive use ofimgaipossibilities, to the difficulties of

attaining sufficiently experienced experts to waikh ECHA.

The Director for Assessment assured members thelAEKS committed to meeting the 5%
target and he also referred to the evaluation pssgreport that will be published by 28
February 2010 as one tool for communicating theltesf evaluation activities.

The Management Board took note of the informatiaviged.

19. Report on the status of REACH-IT
(MB/82/2009)

The Director for Registration and IT-tools gave a bigaselcomed high level overview on
the status of REACH-IT and the planning activitiekated to this IT-system.

The report included detailed information on the tnetease of REACH-IT which will be
made available over the Christmas break 2009; #u&dyound of the decision to move to
IUCLID 5.2 in 2010; and the status of the developtred the Chemical Safety Report tool for
industry (CHESAR).

With a view to the experiences from pre-registmatiBoard Members explicitly welcomed the
fact that ECHA is preparing for the eventualityfoll system unavailability, even if this was
considered as a rather unlikely scenario. It wasddthat the schedule for the necessary IT
developments would be extremely tight in early 2048d potentially require a de-
prioritisation of less urgent projects.

Remarks were made noting that the timely trainifignational helpdesk officers on the

system, and the availability of user manuals indfieial languages, were of high relevance
for SMEs, and ECHA activities in this regard wereleomed.
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One Member State representative proposed that BRE Rroject, a dedicated database for
enforcement authorities, be postponed, in ordeglEase more resources for evaluation tasks.

The Management Board took note of the informatioovigled. It was agreed that ECHA
would continue to report regularly on the progresHE system development.

20. ECHA work plan for substances on nanostale
(MB/83/2009)

The Director for Assessment presented ECHA’s cuineark plan with regard to substances
in nanoscale.

Board members confirmed their high interest in ¢vwelving area of risk management for
nanomaterials and stressed ECHA’s important rolehat EU level in this regard. The
discussions focused on the need for a harmonistuitt of substances on the nanoscale,
the links to the REACH Regulation (in particularthvia view to the timeline for REACH
implementation), and the relevant functionalitie$ KWCLID5. Two Member State
representatives recommended consideration of theostatus’ of substances during the
priority setting for compliance checks. Another exdpaddressed by several Board members
was the OECD work on of nanosubstances and thededendence with the timing for
registration under the REACH Regulation.

The Management Board noted that the European Caiunishad requested scientific-
technical advice from ECHA on specific aspects, éxample in relation to Guidance
development or the establishment of an inventorypafosubstances. Emphasis was put on
the need for the Agency to focus on aspects dyreetated to its mandate from the REACH
and CLP Regulations. The Secretariat was askeafdonn Member States if registrations for
nanosubstances were submitted in 2010.

The Director for assessment responded to the cotsmesde. He noted that nanosubstances
would require a separate scientific approach agfiéeture specific environmental and human
health fate and effects. As a consequence, ECHAdwvee the need to have methodologies
in place to tackle these specific safety aspectgh WWegard to a common definition of
nanosubstances, he informed the Board that ECHAldvoontribute to the Commission’s
decision making as requested. The same would afglythe review of the REACH
Regulation. He noted that the aim of the futurecfiomality in IUCLID5.2 was to enable
registrants to flag the status of substances &) lw#i the nanoscale.

The Board welcomed the work plan and ECHA’s appnotmwards the regulatory risk
management of substances on nanoscale and exprbssedsh to be regularly informed
about the progress achieved in the various forbrdpaith the matter at the EU level.

The Management Board took note of the informatimoviged.

® The order of the agenda headings presented ie thasites follows the order in which the items were
ultimately dealt with at the meeting. Due to tinemstraints, agenda item 20 was postponed to thenmesting.
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21. Activity report from the advisory group on shksnination
(MB/85/2009)

The Management Board heard Ms FORSBERG, Chairefatlvisory group on the public

dissemination of information on chemical substandé® report included an outline of the
group’s planned activities in 2010. Ms FORSBERG inelad the other Board members that
the dissemination of safety information of chenscalas one of the cornerstones of the
REACH Regulation.

The Management Board welcomed the progress mad@pglementing the Road Map on
dissemination which was presented at the Board inge@t June. Particular welcome was
given to the fact that the prototype of the dissetion tool went online on the day of the
meeting on 18 December 2009. At the same timea# acknowledged that the prototype had
to be seen as a first step and that the publisatdreeeded to be accompanied by appropriate
communications activities. This would apply in pautar to the fact that REACH shifts the
responsibility for the safety of chemicals to inlysThe information submitted to ECHA is,
therefore, normally not verified by the Agency.

Members received a short presentation of the dissgion tool which would be further
developed and made more user-friendly whilst theowarh of data would be constantly
complemented with information from incoming regisitons. The newly designated Belgian
representative volunteered to join the working gragpon his formal appointment to the
Board. The group would meet again in February 2010.

The Management Board took note of the informatimoviged.

22. Any other business
High Level Task Force with industry on SIEF/ leadistrant support

The Management Board received a note from the ExecDirector concerning the creation

of a High Level Steering Group with industry to pop the work in the Substance

Information Exchange Fora and in particular leagisteants. The group would be chaired by
the present Director for chemicals policy in then@oission’s Directorate General for

Environment. Board members welcomed the initiaane agreed that the term “task force”
would be preferable to “steering group”.

Status of the renovation project in the ground flobthe Agency’s main building

The Executive Director informed the Management Boaf the status of the renovation

project in the ground floor of ECHA’s main buildingollowing a favourable vote in the

European Parliament and the approval of the butigesfer needed by the Management
Board, the relevant contractual agreements werdalbe signed before the end of 2009.

Study on penalties for non compliance with the REA2gulation
The Management Board received information from anf@dssion representative on the draft

results of a study on penalties for non-compliamgth the REACH Regulation in the
Member States.
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New title for the Management Board Flash Report

The Chair announced that the “Flash Report” preparethe Secretariat directly after each
Board meeting would in future be titled “PrelimigaConclusions”. The new terminology
would better reflect the internal status of theuwtoent and in particular the fact that it does
not contain an approved record of the Board's prdoeys. The name change would be
without prejudice to the discretion of members tistribute the report within their
organisations.

23. Next meeting and closure

The Chair reminded members that the next meetingeoManagement Board would be held
in Helsinki on_04/05 March 2010
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[11.  Decisonstaken/ Conclusionsreached by the Management Board
The Management Board
- approved the minutes of its "l4neeting contained in document MB/M/04/2009.

- adopted the agenda for the™meeting as contained in MB/A/05/2009, subject to
the modifications indicated in these minutes.

- adopted the amendment to the Agency’s budget ferfittancial year 2009 as
presented in document MB/68/2009 and took notdefiudget transfers notified
in document MB/RD/08/2009.

- adopted the Agency’s budget for the financial y@@t0 as contained in document
MB/69/2009.

- adopted Annex 3 and 4 of the ECHA Work Programme2fal0 as attached to
document MB/70/2009 and instructed the Executive®or to forward the Work
Programme as amended to the Member States, thegpdamoParliament, the
Council and the Commission and to have it published

- endorsed the mission charter of the Internal Augfrvice of the European
Commission in relation to ECHA as contained in taenex to document
MB/73/2009. The Chair was empowered to sign theudwmnt and the Executive
Director instructed to submit it following his s@gure to the Director General of
the Internal Audit Service.

- established a working group on audit issues andimaied the Chair, Marta
CIRAJ, Heinz ZOUREK and Karel BLAHA to participatethis group.

- endorsed the strategic audit plan 2010-2012 for A£@siprepared by the Internal
Audit Service and contained in document MB/74/2009.

- adopted the Rules of Procedure for Cooperation detwEFSA and ECHA
pursuant to Article 110 of the REACH Regulation asnexed to document
MB/75/2009, subject to the agreement of the Comionssand instructed the
Executive Director to forward the draft rules tee tBuropean Commission for
agreement.

- adopted the decision on the performance appraidahgorary and contract staff
as annexed to document MB/76/2009.

- adopted the decision on rules for the calculatiotih® amounts and advances to be
paid in relation to the taking of evidence in apgeraceedings before the Board of
Appeal of ECHA as proposed in annex 1 to documeBtav/2009*

* The Board agreed that the text should be kept geraldral (in Article 3 (1) b the term "he" to bleamged to
"the witness").
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- agreed to the rules on costs relating to the ta&freyidence in appeal proceedings
contained in annex 1 to document MB/78/2009

- endorsed the guiding principles for the revision tbk model cooperation
agreement for the transfer of funds to Member Stateler Regulation (EC) No
1907/2006 as set out in document MB/79/2009 with timderstanding that a
reference to the requirements of the EU FinanciatguRations and
recommendations of the European Court of Auditorsuch matters, which are to
be compulsorily followed by the Agencies, shouldadeed.

- appointed:
- Dr José L. TADEO LLUCH as member of the CommitteeRisk Assessment
- Mr Paulo Eurico Alves VARIZ as member of the Comtest for Socio-
economic Analysis
- Ms Liliana Luminita TIRCHILA as member of the Conttee for Socio-
economic Analysis

List of agreed follow-up actions

- The Secretariat will in 2010 report on a monthlgibao the Management Board on
the extent to which the measures set out in thérggency plan for 2010 needed to be
implemented. The reporting will start from the datdebruary 2010.

- ECHA will inform the CARACAL meeting of the progresnade towards establishing
a framework agreement on the transfer of fees tonbér States for executing
REACH tasks.

- Any interpretations of the REACH-IT Security De@ton which may result from
bilateral discussions with Member States will barsld with the entire Board.

- The Secretariat will continue to report regularlp the progress of IT system
development.

- The Secretariat will regularly inform about the gmess achieved in the various fora
dealing with the nano-materials at the EU level.

® The Board agreed that the text should be kepteyemeutral (Article 3(3) to be modified as follow®ayments
due pursuant to this Article, except advances| sleagffected only after evidence has been givethbywitness
or the expert has fulfilled the duties or taskuesied.")
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V. List of Attendees

Representatives of the Member States

Zoltdn ADAMIS (HU)

Maria ALAJOE (EE)

Aurelija BAJORAITIENE (LT)
Karel BLAHA (C2)

Marta CIRAJ (SI)

Francis E. FARRUGIA (MT)
Ethel FORSBERG (SE)
Claude GEIMER (LU)
Thomas JAKL (AT)
Katarzyna KITAJEWSKA (PL)
Pirkko KIVELA (FI)

Jan Karel KWISTHOUT (NE)
Antonello LAPALORCIA (IT)
Martin LYNCH (IE)
Catherine MIR (FR)
Leandros NICOLAIDES (CY)
Edita NOVAKOVA (SK)

Per NYLYKKE (DK)

Teodor OGNEAN (RO)
Armands PLATE (LV)
Fernanda SANTIAGO (PT)

also acting as proxy of AlexantigES (DE)

also acting as proxy of John REBTS (UK)

also acting as proxy of ARESNO RUIZ (ES))
and Ekaterina GECHEVA-ZAHARIEVA (BG)

Maria-Miranda XEPAPADAKI-TOMARA (EL)

Representatives of the European Commission

Gustaaf BORCHARDT

also acting as proxy of Elke AMM (COM)
and Heinz ZOUREK (COM)

Individuals from interested parties (appointed oy European Commission)

Martin FUEHR
Tony MUSU
Alain PERROY

Other Observers

Keith BAILEY on behalf of John ROBERTS (UK)

Helmut DE VOS on behalf of Marc LEEMANS (BE)
Corinna ENDERS on behalf of Alexander NIES (DE)
Nikolai SAVOV on behalf of Ekaterina GECHEVA (BG)
Henrik ERIKSEN on behalf of Ms Anne Beate TANGENQR)
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Astrid BARTELS (European Commission)

Astrid SCHOMAKER (European Commission)

Graham WILLMOTT (European Commission)

Arwyn DAVIES accompanying Mr Keith BAILEY (UK)

Anna DELOFF-BIALEK expert accompanying KatarzynalRUEWSKA (PL)
Sabina PICCHIONI expert accompanying Mr LAPALORQIA)

Participants from the Ministry of Labour and Sodr@urance of the Republic of Cyprus
(for specific agenda points as indicated in thesritas)

Sotiroula CHARALAMBOUS (Minister)
Aristos ECONOMIDES
Tasoula KYPRIANIDOU-LEONTIDOU

ECHA staff

Geert DANCET (Executive Director)

Jef MAES (Director of Resources)

Jukka MALM (Director of Assessment)

Christel MUSSET (Director of Registration and 1dals)
Minna HEIKKILA (Head of Unit, Legal Affairs Unit)
Sari HAUKKA (Registrar of the Board of Appeal)
Alain LEFEBVRE (Head of Unit, Executive Office)
Frank BUCHLER (Legal Officer, Executive Office)

Mervi MUSTAKALLIO (Planning and Monitoring Officerzxecutive Office)
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