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Main Conclusions and Recommendations of the MB

General conclusions based on the external evaluatio  n covering the first two years
of ECDC'’s existence (2005-2007)

The Management Board concludes that:

a) Work of ECDC and relations with Member States an  d stakeholders:

. The ECDC is an independent centre of scientifice@nce and has made a
significant contribution to fighting against comnicable diseases and therefore is
considered as justified and it can therefore skagpening its activities.

. The ECDC has performed well but improvements irciedficy will be increasingly
needed, for example improvements in the Centr&snration and project
management systems, which are already underway.

. The funding of ECDC, established in coordinatiothvthe Commission, and as laid
down in the Financial Perspective 2007-2013 ( 600yi2010 )- is adequate for its
current mandate. The Management Board considerg 8teould be recognized that
additional funding would be necessary if new fuoies and activities were to be
added to the Centre's portfolio.

. Some improvements in the governance of the ECD@eeded and the MB
recommends to the Director to continue to keeptiiscture under review and further
improve efficiency by establishing more coordinatend interaction between the
functional units and horizontal disease specifmgpammes, based on a more
cohesive approach.

. Regarding the Governance of ECDC, the MB decidezhtefully analyze the role of
the Advisory Forum in the light of the newly desiteed Competent Bodies and their
functions in the ECDC architecture, and to constberpossible need for a Bureau of
the MB to prepare decisions and facilitate consemsthe discussions,.

. The ECDC has a clear presence on the internatstagé and is building good
working relationships with partners.

. From the external evaluation it is clear that Menfbates, with substantial resources,
sometimes might see ECDC's work as overlapping tven initiatives, versus other
Member States with less resources and capacitlesenleCDC's work is seen as
more supportive and positive. In this regard the M8mmends that ECDC
conducts a joint review with Member States to asmlhe needs, expectations and
capacity of Member States as a means to guideeh&€s future work.

. Itis obvious that ECDC demands increasing amotiatientific information, data
and experts from all Member States, and this magepa burden, in particular on the
ones with less resources and capacity. The MB recamded that ECDC be asked to
take that matter into account in its cooperatiothwiember States.
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b) Risk assessment, risk management and risk commun ication

1.

From the external evaluation it became clear thadistinction between risk
assessment and risk management is not alwaystoleaeryone. Although to all
those closely associated with ECDC, i.e. the Mameget Board, the Advisory Forum
and the Centre, it was clear that ECDC'’s roledk assessment. Upon request of the
Member States, the Commission and other Commugénaes, the ECDC may have
an advisory role in risk management, but this tagenained a prerogative of the
Member States, supported by the coordination otwamission. ECDC therefore
should continue to operate within the framework®founding Regulation as well
as the Strategic Multiannual Work Programme for720013, approved by the MB,
with focus on risk assessment. This function shbeldecalled in all ECDC work
settings and groups on a regular basis in ordezise awareness. Should there be a
need, the MB should put this issue on its agendaewview the steps required to
achieve this focus on risk assessment.

Risk communication is an action carried out byE@DC, the European Commission
and the Member States. The Founding Regulation ateadECDC to communicate
with all interested parties, including the genguaiblic. ECDC'’s risk communication
should however, in the first instance, always bereg to policy makers in the
Member States as a support to their communicatioatgonal level and for the
Commission as a support to their communicationtatdvel. The MB therefore
recommended that such communication support, datkdescientific advice, should
always be drafted in a language that is appropaatkeeasy to understand for national
and Community policy makers and risk managers.

The Member States will generally be the first sewtinformation for the citizens of
each country. However, the MB recommended thatdle activities and results of
ECDC'’s work should, in accordance with Article If2lee Founding Regulation, be
better communicated to the general public in thenlder States. Alternatives on how
this could be achieved could be developed by ther€and discussed in a meeting
of the Management Board.

c) Extension of Mandate

1.

The MB confirms that ECDC’s medium-term mandates+a& down both through
the Financial Perspective 2007-2013 and the SiaMgltiannual Programme — was
Communicable Diseases and other health threatsonedtin Article 3 of the
Founding Regulation. The Centre’s priorities fag tiext few years should focus on a
consolidation of these tasks.

The MB reconfirmed that ECDC already has a clespaasibility to judge if further
communicable diseases, in line with Article 3 af Ffounding Regulation, should be
added to its portfolio as needed. A decision int thgard should always be guided by
an analysis of added value to European MembersStake same criteria of added
value to the Member States should also be applitdregard to extension of the
geographical mandate beyond the EU Member Countiesith regard to
collaborative agreements with other agencies oaitsid EU, also involved in
communicable disease prevention and control.
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3. For the future of ECDC, the MB expects that thet€@edlarifies further its role in the
European microbiology area, with the support ofamatl microbiology focal points
and competent bodies.

4. It was clear that the Commission would be respdaddr the review of an extension
of the Centre’s mandate, following a careful anialy$ the needs at the EU level,
possibly leading to a proposal for an amendmeth@gexisting legal basis. The MB
took the view that if initiatives in public healitere to be put under the mandate of a
Community agency, e.g. health monitoring or algstams, then locating these at an
already existing agency, such as ECDC, togethdr adequate financial resources,
would be more coherent, less expensive and prééetatestablishing a new Agency
for such purposes.
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MB’s views on the External Evaluation performed by ECORYS,
covering the first two years of ECDC'’s existence (M ay 2005 —
July 2007)

Introduction

1.

The external evaluation of ECDC, undertaken in oftleassess the impact of the
Centre on the prevention and control of human dis@ad the possible need to
extend the scope of the Centre's mission to otHevant Community-level activities
of public health", has been required as per Artddleof ECDC's Founding Regulation.

The evaluation was performed by ECORYS Nederlangdwhch presented its final
report on 15 August 2008. A Steering CommitteenefMB had provided oversight
to the process, and had guided and interactedtiaticontractor during the course of
the evaluation, in order to ensure that it procdadeaccordance with the approved
terms of reference. The Steering Committee menbgi on 9 February and 14
December 2007, as well as 17 March, 16 June adadil2008. All meetings were
held at ECDC in Stockholm, with the exception & tune 2008 meeting which was
held in Helsinki. In addition to its formal meetsygnembers of the Steering
Committee also held a teleconference on 12 Nove2B@r.

The Management Board also established a DraftingiGwhose mandate had been
to independently examine ECORYS' conclusions aodmenendations, on behalf of
the full Board and prepare a document for discusaiad subsequent adoption by the
MB with the views of the MB on the external evalaat The MB Drafting Group

had 3 meetings during late summer and autumn @:20025 July in Stockholm, 12
September in Vienna, and 22 September in Stockholm.

The present report summarizes the discussions|usioes and recommendations,
and is presented to the full MB in accordance witticle 31 (2) of the Founding
Regulation, so that the Board may "issue to the i@@sion such recommendations
as may be necessary regarding changes to the Céntserking practices and the
scope of its mission."

Structure of the Report

5.

The present report contains two sections, as falildke_Main Conclusions and
Recommendations of the MBhich summarizes the views of the Management
Board on the work of ECDC during the period undstiew and the Main Report,
which contains the MB'’s views on the External Eadilon performed by ECORYS.
The latter discusses and comments on each of ECARYGnclusions, as presented
by the contractor in the Executive Summary. Foyeaterence, the report has been
structured into the following 3 sections:
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« Work of ECDC and relations with Member States atak&holders
* Risk assessment, risk management and risk commiiamisa
+ Extension of Mandate

Work of ECDC and relations with Member States and Stakeholders

a) Performance

Conclusion 1: " The existence of ECDC is considered asjustified and it can therefore
start deepening its activities."
The MB endorsed this conclusion.

Conclusion 6: " The ECDC is an independent centre of scientific excellence” .
The MB endorsed this conclusion.

Conclusion 7: " The funding of ECDC is adequate for its current mandate.”

The MB stressed that, while the financial framewapkio 2013 provides adequate
funding for the Centre's current tasks as it waasbdéished in coordination with the
Commission, and as included in the Financial Petsme2007-2013, it should be
recognized that additional funding would be necgsganew functions and activities
were to be added to the Centre's portfolio.

Conclusion 8: " The ECDC has performed well but improvementsin efficiency will be
increasingly needed"

The MB recalled that questions of efficiency andkimg processes, and the balance
between admin/supportive functions versus coreatjperal activities, were all key issues
which the MB carefully monitored as part of its osight functions (Article 14 of
Founding Regulation). It also noted that improveta@mthe Centre's information and
project management systems were under active ingpitation.

Conclusion 9: " Itisa challenge for ECDC to make the matrix structure work" .

One of the MB'’s core functions is to have an ongalralogue with the Director on both
her management practices and the Centre's org@mabstructure. The matrix structure
would continue to evolve: as time passes and dessscific work comes more to the
foreground, ECDC will have to continuously reviemdaadapt its organizational structure
to discharge its functions in the best possiblemean

Conclusion10: " Improvements in the governance of the ECDC are needed.”

1. Day-to-day management of the Cen@e:this issue, the MB expressed its full
confidence in the Director and in the close andjomg dialogue with her. As part of
that dialoguethe M B recommended that ECDC should keep its structure under review
and improve efficiency by establishing more cooation between the functional units
and horizontal disease specific programmes, basednoore cohesive approach. It also
noted the Director's comment on further progreg$ wie newly adopted internal
procedures to ensure a close interaction betweenombal and vertical functions.
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2. Functioning of the Management Boafthe MB was of the opinion that ECORYS
comments under this section revealed a lack of nstaleding on how the Board worked
in practice. The composition of the MB was detemdithrough political decisions in the
Member States. Nevertheless, the work in the Baasidemocratic and provided equal
opportunities to all Members. The MB did therefae accept ECORYS' conclusions
and recommendation in this sub-section.

3. Governancender this issughe M B decided to carefully analyze the role of the
Advisory Forum in the light of the newly designatedmpetent Bodies and their
functions in the ECDC architecture and to consiterpossible need for a Bureau of the
MB to prepare decisions and facilitate consensukerdiscussions. Both issues were
central to the governance of ECDC and would neeefalanalysis and broad
consultations among Member States. The questitimeofAdvisory Forum versus a
Scientific Committee would in all likelihood alsequire a change to the Founding
Regulation, unless the Scientific Committee istdithed as a Committee of the AF. For
those reasonshe M anagement Board decided to put the matter on its agenda and
initiate a broad-based study of it. In additiore dutcome of the interinstitutional
dialogue on the future vision and governance oftlencies is also of utmost importance
to shape these issues in a more coherent way.

b) Relations with Member States and Stakeholders

Conclusion 4: " The ECDC has a clear presence on theinternational stage" .
The MB endorsed this conclusion.

Conclusion 5: " The ECDC is building good working relationships with partners.”

The MB endorsed ECORYS' observations and pointédetamportance of building up
professional networks in all of the Centre's axdasork. It also supported the
recommendation under this section to strengthedalye to - day collaboration with
international partners, to the extent possible.

The MB also recommended that ECDC staff should strengthen their knowledbine
European institutional environment and nationalligutealth systems to further improve
effective collaboration with Member States.

Conclusion 11: " The ECDC is perceived to be relevant and important.”
While the MB endorsed the general conclusion, ECOR¥d raised two important
issues under this section:

The first issue concerned Member States with snbataesources which sometimes
might see ECDC's work as overlapping their ownatiites, versus Member States with
less resources and capacities, where ECDC's wagktrbe seen as more supportive and
positive. In this regard, the MB recognized tharéhwere different expectations or needs
for different countries andecommended that ECDC conduct a joint review with

Member States of ECORYS observation, to guide thai@'s future work.
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The second issue concerned the increasing amowsutaritific information, data and
experts which ECDC demands from Member Statestleatdhis may place a burden on
Member States, in particular the ones with lessuees and capacity. The MB recalled
Article 4 of Decision 2119/98/EC which made repagton the 49 diseases highlighted in
that Decision mandatory in the same way as regpdimpublic health threats that may
have the potential to affect other EU countriestigh the EWRS system. Nevertheless,
the burden placed on Member States was recograpeldhe M B recommended that
ECDC be asked to take that matter always into atdauts cooperation with Member
States.

Conclusion 12: " The ECDC has made a significant contribution to fighting against
communicable diseases.”
The MB endorsed this conclusion.

As far as future orientations within the communleatiseases area was concerrbd,
MB recommended:

* That ECDC should take its own responsibility togadf new communicable
diseases, in line with Article 3 of the FoundinggRkation, should be added to its
portfolio as needed. A decision in that regard sthalways be guided by an
analysis of added value to European Member States.

* For the future of ECDC, the MB expects that thet@edlarifies further its role in
the European microbiology area, with the supportaifonal microbiology focal
points and competent bodies.

Risk assessment, risk management and risk communications

Conclusion 3: " The distinction between risk assessment and risk management is not
always clear."

In addition to that general conclusion, ECORYS as®h made a recommendation that
the Founding Regulation might need to be reviseatdier to clarify the terms "scientific
advice" and "Competent Body". That issue had howelready been exhaustively
discussed and minuted in earlier meetings of the di8l the Board did not see any need
for further reviews at this stage.

The question of risk assessment versus risk maragenas however an important issue
which merited careful attention. To all those clgsessociated with ECDC, i.e. both the
Management Board, the Advisory Forum and the Ceittveas clear that ECDC'’s role
was risk assessment. Upon request of the MembesStae Commission and other
Community agencies, the ECDC may have an advisibeyim risk management, but this
latter remained a prerogative of the Member Staigsported by the coordination of the
Commission. The Director of ECDC referred to tieedssion on this issue at the
Informal Council meeting as part of health secutigyn in September 2008 under the
French Presidency and also recalled Regulatiore@81the SMP 2007-2013, approved
by the MB, which make this clear.
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Whereas this issue was clear to the key stakerotddfCDC as well as to ECDC
Director and staff, it would be helpful to a furthe@lvocate the role and responsibility of
ECDC in the outside world. Should there be a neManagement Board should see
how to promote this issue further.

Conclusion 2: " Risk communication isa joint action of the ECDC, the European
Commission and the Member States" .

The Founding Regulation mandates ECDC to commumiwdh all interested parties,
including the general public. The Member State$ g@herally be the first source of
information for the citizens of each country. ECB@5sk communication should in the
first instance always be geared to policy makethénMember State$.he MB
therefore recommended that such communication, and related scientif\ice should
always be drafted in a language that is appropaatkteasy to understand for national
policy makers.

The MB also recommended that the role, activities and results of ECDC’srkvshould,

in accordance with Article 12 of the Founding Regjoln, be better communicated to the
general public in the Member States. Alternativediow this could be achieved could be
developed by the Centre and discussed in a meetithgg Management Board.

Extension of Mandate

Conclusion 13: " The ECDC should focus on a consolidation of current tasks."

The MB Drafting Group, at its®Imeeting, had an extensive discussion on ECORYS
scenario analysis and conclusions with regardgosaible extension of ECDC's mandate
to areas beyond communicable diseases. The Draatiogp's general conclusion had
been that the contractor had not adequately covbeedxtension issue laid out in
Question 14 of the terms of reference.

The MB recalled that ECDC’s medium-term mandate laal down both through the
Financial Perspective 2007-2013 and the Strategikidhnual Programme — was
Communicable Diseases, and the Centre’s priofitiethe next few years should
therefore be to consolidate its work within thanfrework.

As far as the question of health monitoring, whietd been highlighted in Article 31 was
concerned, the MB pointed to the challenges inbéistang reliable and comparable
systems to monitor non-communicable diseases aatloslember States. The task to
build up a coherent European-wide system for hematihitoring of non-communicable
diseases would therefore be a major undertakirgycastly, though an important
investment for public health in Europe.

It was clear that the Commission would be respdaddy the review of an extension of
the Centre’s mandate, following a careful analg$ithe needs at the EU level, possibly
leading to a proposal for an amendment of the iegjs¢gal basis. The MB took the view
that if initiatives in public health were to be putder the mandate of a Community
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agency, e.g. health monitoring or alert systemen tbcating these at an already existing
agency, such as ECDC, together with adequate fialaresources, would be more
coherent, less expensive and preferable to edtaigis new Agency for such purposes.

It was also recalled that the present ongoing bat& evaluation of agencies and the
inter-institutional dialogue towards a joint futunsion, did not favour the setting up of
new agencies, but rather expansion of the mandaesiing ones. From a financial
perspective it would also be significantly cheajeexpand the scope of an existing
Centre than to set up a new one, in view of thestments already made in infrastructure,
buildings, IT-systems and administrative expertise.

The recommendations of the MB, on the steps the Commission might want to conside
on the extension issue, were as follows:

* From an organizational and financial perspectiveDE should focus on
communicable diseases over the next few yearsmennith the Strategic
Multiannual Programme for 2007-2013.

* Any possible extension of the mandate of ECDC wdadontingent on adequate
and long-term funding, and should be reviewed utitketeadership of the
Commission, in preparation for the next Financeidpective.

* As far as health monitoring and health informaticas concerned, a rigorous
analysis of who does what, of existing systemssscEurope, and the needs at

EU level, should be carried out before this issudd be properly addressed —
including a careful analysis of cost implications.

*k%k
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