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Introduction

With the new European Centre for Prevention an@&3ie Control (ECDC), Europe takes another
step towards accomplishing a more comprehensivedean-level surveillance of communicable
disease. Good surveillance data are the cornerftopaiblic health action and planning, as well
as for policy making. Europe is facing new challengWith increasing globalization and
interconnecting in the world and with free movemehtpeople and goods across the borders,
diseases move fast around the globe and diseasesaki$ are increasingly often multi-national.
Disease trends in one country are often mimickediimilar developments in adjacent countries.
Cross-national regions are becoming epicentresonlyt for trade but also for communicable
diseases.

Surveillance is getting a bird’s view on events @&etids. With these fascinating developments in
the world and in Europe it is important that thevsillance systems are constantly upgraded to
have the capacity of collecting as much compardata from many countries, to be analysed in a
timely and efficient way, to provide an added valn¢he European public health community and
policy makers. At the same time efficient surveitla systems should have public health action
linked to them to ensure that Europe contributeseet the challenges of global health.

The task to further develop an effective Europeasll surveillance system together with the
Member States (MS) is not an easy one. Each oR®h#S, has its own system and its own
experiences that needs to be taken into accoudtwih different surveillance systems the data
are often not comparable. Other challenges to slawee that lie ahead include 1) difficulties in

recruiting microbiologists in some countries ancklaf succession planning; 2) the privatisation
agenda in others; and 3) the particular pressuaegg on the smaller countries in participating in
all the European surveillance activities.

At the same time, it is an enormous strength avdrstdge to have the experience from so many
countries to build on. By using the best practitethe MS, and the knowledge gained in the
present Surveillance Networks, Europe has a unaipa@ce to become strongest in the world
when it comes to effective disease surveillance artalyse disease trends, to rapidly identify
outbreaks, to spot emerging and re-emerging disdasgetect events of deliberate use of agents
to have the best people in Europe working in cdratethe ECDC and in the MS when data are to
be analysed and interpreted, and by using froetdethnologies be superior to anyone when it
comes to disseminating the information to all thed® need it in their daily struggle to make
Europe a safer place to live in. These surveillasystems need to be sustainable, yet flexible
enough to address the constantly changing threats.

This paper is the first attempt to present a drafhework for a strategy which will be followed

by several additional steps. A further developed more refined version will go to the next AF,
following and taking into consideration the outcomE the discussions in AF 3 and the
Management Board on key issues highlighted in ¢xé tn the years to come, this surveillance
strategy development will also be a continuous ggecuntil we have built up a system that
satisfies all the European needs and expectations.
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The present situation

Surveillance of communicable diseases in the EUdea&loped rapidly after the adoption of
decision 2119/98/EC by the European Parliament @adncil in 1998. With this decision, a

Community Network was initiated in order to 1) édish the epidemiological surveillance and 2)
to establish an early warning and response systerthé prevention and control for communi-

cable diseases in Europe. Currently, surveillartc&la level should cover 46 diseases/health
issues specified in Commission Decision 2000/9648@ its recent amendments 2003/534/EC
and 2003/542/EC. There is the Basic Surveillanctvbid collecting basic data for all diseases
listed. Some of the 46 diseases and special heatths defined in Commission Decision
2000/96/EC have a specific surveillance networglate.

Some of the surveillance schemes were set up iadhg 1980’s. They were funded during their
research stage as concerted actions by the Coromissid later as actions under the public
health area. As a result, the surveillance schatiffes in size, details, structure of organisation,
and development phase.

The networks receive data agreed upon by theiomatimembers, usually sourced from national
surveillance systems and/or national reference réaboes. The overall effectiveness of a
European surveillance network depends on the guadithe national surveillance systems and
the operational performance of the coordinatingrgeir Some MS have no national surveillance
instituted for a specific disease. National sutaaite systems are diverse and quality of data
collated varies. Different case definitions andortipg systems (e.g. local physician/laboratory
level to national and further to international lisyecountry specific differences in health care
systems and variability in facilities and equipmestilable for diagnostics contribute to great
diversity in national surveillance systems. Aseahabove, the Commission has adopted in 2002
a Decision (2002/253/EC) on case definitions thautd be used for reporting to the Community
Network so as to achieve uniformity in reporting.

An overall problem of the networks has been laclsudtainability of the essential surveillance
components, due to time-limited contract times, etinmes decreasing community funding and
requirements to add novel components in order tonger funding from the Commission. The
present surveillance networks are listed in Annex |

Role of the ECDC

One of the key responsibilities of the ECDC is siltance: partly to consolidate European
surveillance activities of the past years and irggthe relevant parts into the ECDC and partly
to take further the European vision of surveillanoe to develop a strategy. According to its
founding regulation (851/2004/EC), the Centre shall

« collect, collate, and evaluate relevant scientfid technical data;

» cooperate with the competent bodies recognisetidWiS on collection of data;

» coordinate data collection, validation, analysid dissemination of data at Community
level, including on vaccination strategies

» developed the statistical element of this dateectithn in collaboration with MS using, as
necessary, the Community statistical programmprdmote synergy and avoid
duplication;

» develop with the competent bodies of the MS andCthemission appropriate procedures
to facilitate consultation and data transmissioth access;
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» carry out technical and scientific evaluation ady@ntion and control measures at
Community level;

» work in close cooperation with the competent bodigthe organisations operating in the
field of data collection from the Community, thicduntries, the WHO, and other
international organisations;

» coordinate the European networking of bodies opegan the fields within the Centre’s
mission, including networks arising from public hbactivities supported by the
Commission;

e operate the dedicated surveillance networks;

* maintain the database(s) for such epidemiologizaledllance;

» provide quality assurance by monitoring and evatgagurveillance activities of such
dedicated surveillance networks to ensure optirpatation;

* harmonise and rationalise the operating methodesogi

The added value of this coordinated approach teefllance on the European level will not only
include the standardisation of operating procedafélse networks (SOP), the databases and the
outputs as much as possible. It would also allotadle infectious disease surveillance in a
synergistic way and to avoid duplication of worlauihg the surveillance coordination in a central
place will most likely be economically more effiote Last but not least diseases could be included
both in the surveillance and research agenda aogptol European priorities.

An ECDC strategy for surveillance

In ECDC's first Work Programme for 2005-2006, admpby the Management Board, the Centre
is required in 2005 to start the preparations ke taver responsibility for surveillance activitiats
the EU level and consult the Advisory Forum to #sl, and to submit a planning document on
future surveillance strategy to the Management @bgrOctober 2005.

In the first Advisory Forum meeting it was agrebdttthe process would involve a consultation
of stakeholders. Several key points were highlightethe discussion on the current and future
European surveillance at the meeting:

» Duplication of work should be avoided since sevarsiitutions request similar data;
» Data should be analysed by experts;

» Optimal procedures for interaction between pasdhesuld be further developed;

» Procedures for the networks should be standardigddr as is possible;

» Along term development strategy should be created.

It was also agreed that for the preparation ofstinetegy document, a small European group of
external and internal experts should be involve@005. The present document represents the
first step in the development of this strategy &tased on an extensive consultation process
with various stake holders in all the MS, the Ewap Commission and the WHO Regional
Office (see details in Annexes lI-lll). The draftasv discussed at the third meeting of the
Advisory Forum and the suggestions from membersiram@rporated into this current version.
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The strategy gives the direction that we wish t@ta the transition from surveillance networks
funded by the EU Public Health Programme to a doatdd and integrated approach promoted
and funded by the ECDC. The document needs to Hategh on a regular basis as the Centre
gradually grows, but also to meet new demands eafean surveillance.

Vision for surveillance in the first phase of ECDC’ s development

In the early years ECDC must address as a pritréygreatest threats to human health from
infectious diseases. These include HIV/AIDS, antiaidial resistance (AMR), influenza, and
zoonoses. For these priorities, separate papdisingtthe rationale for choosing these diseases
as well as the scope of activities are being pezhbdECDC'’s work on these diseases will not only
cover surveillance but tackle them in a comprehensiay including aspects on research and
prevention. At the same time work must proceedutdrpplace the infrastructure for all those
infections that the Centre is required to covewal as providing the means to detect new
diseases or syndromes arising in the EU. Partiattantion will be paid to surveillance activities
that provide a clear EU added value to the natieypstems. These would provide timely
detection of new trends in diseases or risk faceadier warning of threats to health from within
and without our borders, earlier detection of uramevents and the rapid detection of events
that involve more than one MS. This will mean tleatexample algorithms for the automated
detection of unusual clusters within the surveitladata will be developed. The information out
of these algorithms will add to the other epidemtelligence mechanisms being established in
the Centre for an early identification and subsatjuesestigation (by national authorities with or
without assistance of ECDC) of health threats. Aapadded value would be the provision of
timely information on international events thatuiggq co-ordinated response for effective
preventive action.

Much progress has been made over the last decatdwéhoping collaborative surveillance
networks. The opportunity must be taken now to esklthe strengths and weaknesses of the
existing arrangements and identify areas for impnosnt. The starting point has to be an
assessment of the objectives of surveillance foh saecific infection for the next 5 years and,
where necessary, the networks will have to bertildo fully meet these objectives. It is
envisaged that there will be a rolling programme\aluations since objectives may change with
the development of new diagnostic methods, nouslesilance techniques and the availability of
new method for prevention and control. The needfdranced or even new surveillance systems
for a particular infection or syndrome may be idfted through epidemic intelligence.

ECDC is aware that some DSNs are dynamic and gltis&kd to alert and response. Care
should be taken that coordination by ECDC doesundermine this process, particularly where
national reference laboratories are a vital pagupfeillance and response.

After the evaluation and prioritisation processasis networks may be modified, some networks
may lapse and some new ones will be introduce¢tibp-orientated), perhaps initially on a
pilot/feasibility basis. There has to be a prigdtion process, in partnership with ECDC’s
stakeholders, including the Advisory Forum whichi € involved in the evaluations and also

the prioritisation exercise to identify those dsesfor which enhanced surveillance is necessary.

Quality assurance will be built into all of the geitlance systems from the outset. It is envisaged
that performance indicators (validation, timelindssquency of outputs) should be an integral
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part of each of the surveillance systems. Suchtguwedsurance has to be built into each step of
the surveillance systems so that there is an daggg on the MS as well as on ECDC.

It is recognised that both ECDC and MS have redpdities in this area and that it will be
necessary to go forward on the basis of partnersiphave to maintain or set up the structures
which are required to provide the relevant datan&MS have indicated that there is the danger
that with ECDC in place MS might become complaeemd reduce the level of resources
invested in their own systems. Surveillance at &l can only be of high quality if there is
sufficient capacity to generate the data at thenalklevel. In this respect, ECDC will work to
assist MS in strengthening the national capacitygfwveillance including the application of
modern information and communication technology (Where requested. This offer for
assistance will go especially to the new membeestdut of course will be open for each MS
who requests support. In the same time ECDC musstrerto put in place the capacity to fulfil its
own mission and tasks.

ECDCs stakeholders comprise MS, EU bodies andnatienal agencies, and non-governmental
organisations. It is important to establish the osdperandi with each of these in the first year.
A close and fruitful working relationship has bedready established with the European
Commission’s DG Sanco and WHO both Head QuartedgtamRegional Office for Europe. As a
next step memoranda of understanding should bdafeae with other EC DGs, including DG
Research (add in others as appropriate).

European level surveillance should provide infoiorafor action that may be useful for those
working at local as well as at the national le¥dle aim should be to influence local good
practice through provision of high quality timehfarmation but in no way to undermine the
national surveillance function.

Even in the early years it will be prudent to build collaboration with neighbouring countries,
and work closely with WHO in identifying prioritider joint work.

Another generic priority will be the strengtheniofgcollaborations with national reference
laboratories in recognition of the vital role timicrobiology plays in the surveillance and control
of infectious diseases. Some useful ways forwattiswrespect have been identified through the
stakeholder consultation. It is planned that a waylgroup will be convened in 2005 at ECDC to
consult and elaborate further on this idea.

More detailed discussion is required with ECDCakstolders on the future scope of
surveillance activities. It already has a legapoesibility to cover the 46 diseases listed in Dec.
2002/253/EC and Dec. 2003/534/EC but a view musbiyeed to the extent it should address
more generic issues as vaccine coverage and miogitofrantibiotic consumption and
behavioural surveillance. It is intended that ECRICT address health care associated as well as
community-acquired infections.

A difficult area that requires work in the firstarerelates to the management of data and the
provision of information to take into account issuwé data ownership, confidentiality and
freedom of information legislation. Operational fmapls have to be developed and agreed that
will cover all these points of contention. ThisMik no easy task, but resolution must be
achieved in the first year of operation.

The functional relationship between surveillance essponse has to be elucidated both within
ECDC and between the Centre and the MS. Resporsis e be timely and coherent,
particularly when co-ordinated investigation isuiggd across several MS.
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Obligations are placed on the MS as regards théeemmmntation of the new International Health
Regulations, but the stakeholder consultation hdisated that assistance by ECDC would be
welcomed, particularly as regards strengtheningesilsince and outbreak and response capacity
and in providing training for the algorithm.

Definitions
For clarification within this document some of tkey terms are defined in the following:

Routine (core) surveillance means the information collected routinely on itifagcs diseases,

like age, gender, date of onset/reporting, diagnaesimptoms. The laboratory diagnostic criteria
and the information within this core set shouldgbedually refined and enlarged according to
agreed upon objectives.

Enhanced surveillance: For priority diseases, routine (core) surveillarcceomplemented
according public health objectives by other sutanite approaches (e.g. behavioural data for
HIV, travel information for legionellosis cases, maletailed microbiological information for
certain outbreak-prone pathogens).

National Reference Laboratories are laboratories on national level which carry reférence
tasks for specific pathogens affecting humans.t&ha refers to both laboratories that are
formally appointed as NRL and to laboratories dagyout these tasks without formal
appointment.

European networks comprise the best experts from the MS and ECDiwgrtogether to set
the standards of the surveillance, to decide orabias to be covered, to interpret the data, to
further improve the quality, comparability and timess of data, and to link the data to public
health action.

Functions and activities within the networks include collection and validation of data,
maintenance of data bases, data analysis and rietiggipn, surveillance output, integration of
genetic typing methods, arranging meetings, etc.

Key components of the strategy

This section of this strategy paper sets out tlyet&eks for the years 2006-2008. There are three
critical components that will shape the directidithis work and must commence in early 2006
to further develop the information outputs on iniieaes diseases in the EU:

- evaluation of the existing networks; an integrat p&which will be a review of the
objectives for the specific diseases

« to determine the functional specifications of therifrastructure

« a prioritisation exercise in collaboration withlgholders

It is envisaged that this strategy paper shouldnbt provide a clear way forward for the next 3
years, but identify the means and timelines foivdehg the key tasks along the way.

Besides, these initial three steps, three main copts can be envisaged:
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- Routine surveillance, which would correspondn® full development and implementation
of the basic surveillance that would be taken dyeECDC as soon as possible

- Enhanced surveillance networks that will addtesspriority issues in a more intense and
coordinated approach. Those networks would inctoddormer DSNs following their
evaluation or new network if new identified prigrdrea. For those enhanced networks it will
be decided on a case by case basis if they shedlnthted at ECDC or in a MS. However,
they will be fully integrated in the ECDC strategy.

- Studies or feasibility project in order to propasew surveillance for emerging infection or
new priorities that had not been sufficiently addesl. Those studies could be implemented,
based on precise reference terms by MS institutderUECDC coordination and funding.

1) Strengthening the surveillance networks

Being the backbone of the whole European survedlaystem, the overriding aim of the strategy
is to further develop the networks which have bleeift over the past decade. It is important to
make the distinction between the networks anduhetions and activities within the networks.

Funding: The funding of the networks, their functions amtivéties, and the staff required to
administrate the networks will be taken over by ECTBfter the current contracts with the
Commission expire — betweeft $eptember 2006 and' January 2008, one in 2008 (Annex ) —
ECDC ensuring that no gap in funding will arise. E&€DC funding will make it easier to
distribute network tasks and activities between BECIAnd one or more national
institutes/laboratories.

Surveillance activities: After the funding by DG SANCO has ended, the vasisurveillance
activities of the networks will be carried out jojnby ECDC and the networks. A continued
strong input from the MS experts will remain esidrioth for routine surveillance activities and
for the further development of surveillance systeEGDC will have the overall responsibility
for co-ordination of the surveillance activitiesidaas the critical mass of experts at the Centre
increases, activities presently carried out by firesent network hubs (especially those
concerning data handling and surveillance outpwill)be gradually transferred to the Centre
while others (especially those concerning diageastthods, genetic typing, laboratory QA) will
remain in the national institutes. The funding meegbms for such activities will be calls for
tender and/or grant agreements. Analysis and irgtion of data will be a shared responsibility
between ECDC and the Member State experts, as rdwyire a detailed knowledge of the
specific conditions in each country.

As ECDC has to cover surveillance for all 46 digsas: prioritisation exercise will be carried out
in 2006/2007 to define diseases for which netwsti@uld be newly established.

Which network functions and activities to be tramsfd to ECDC after the present contracts run
out will be decided individually for each networlegbnding on the outcome of the network
evaluations in 2006—2007. All evaluations shouldibished at least 3 months before the end of
the current contract of the respective networkllmnafor taking the appropriate decision about
the continuation of funding without a gap. On ptiissues, e.g. flu pandemic, ECDC needs to
have an option to move very fast without going tigto a length priority and evaluation process.
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A key issue that needs to be continuously addresséodw to retain the closest possible link
between expertise in epidemiology and microbiology.

In order to find the optimal solution for Europe @hthese issues and to build consensus, a lot of
discussion will take in different settings with timeolvement of a wide range of stake-holders.

Databases: According to the founding regulation (851/2004/EECDC shall maintain the
databases for epidemiological surveillance. To ligvelatabases and systems that could host
both basic disease variables, as presently calldnyethe Basic Surveillance Network, and the
more disease-specific data, as collected in theeglance networks will be a priority in the next
couple of years. A unified database that providetha evidence needed for public health action
will have to be developed to provide politiciansdgsublic health leaders with the information
required. Calls for tenders for ICT framework cawts will be published shortly.

Alert functions. Several of the surveillance networks include afertctions, e.g. relating to
outbreaks of food-borne infections and legionefiogis these are core functions of ECDC, they
will be transferred to the Centre as soon as plessitter their Commission funding ends (see
page 12 and table 3).

Network administration and management: The administration of the various network

functions and activities could be done by ECDChar national institutes, depending on what is
most convenient and cost-efficient. For examplearagement of meetings could be handled by
ECDC, while sending out QA panels handled by th@nal institute in charge of this task. The

steering committees of the current networks will Kept to ensure the input of the network

members.

Annual meetings: The annual meetings of all network members willkegt to ensure regular
direct exchange of information and to stimulatedbeperation between the MS.

Specific projects and feasibility studies: To ensure the continuous development of the
surveillance, specific projects and feasibility dsés can also be funded through tender
procedures or calls for proposals.

2) Interim solutions and agreements

In the interim phase before the present contragisden the Commission and the networks run
out, solutions and agreements need to be foundd)irgahe ECDC to carry out its responsibili-
ties according to Regulation 851/2004/EC. A fitspswill be to reach agreements with all the
networks to give ECDC full access to the presetaliEses. A memorandum of understanding is
needed between ECDC, MS and current surveillantveonks. In particular, it should be
emphasized that ECDC, to be able to fulfil it's sii#, should be able to release any European
surveillance results any time it is needed for joutsbalth reason without asking permission to
stakeholders.

The work flow, data flow and information flow ofdmetworks, as well as the case definitions
will be part of the Standard Operating Procedug3Rs) that will be developed in 2005.

A large task in 2006—2007 will be to carry out artugh evaluation of each of the networks. The
results of these evaluations will shape the fuaatévities of the networks and will be decisive for
which functions and activities should be transfgiiee ECDC (and when), and which functions to
be carried out in the national institutes.

During this interim situation ECDC shall, howevdevelop surveillance activities without delay
on priority issues, particularly if current tooleeddentified as not optimal. This may be true for
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European Influenza surveillance that has not beglemented to address the pandemic threat.
Other similar needs may be identified and should/beked out without delay.

3) Securing laboratory input in the surveillance

As ECDC does not have its own laboratories, theolrament of the national reference
laboratories (NRL) will be crucial for the succedsa co-ordinated European surveillance system.
ECDC therefore needs to develop a strategy on lowark with the NRL, establish contact
points and find procedures for communication.

As the European-level surveillance rests on higinddard national surveillance, the ECDC will

facilitate the development of training programs axthange of laboratory staff (in particular

from new MS) to foster the development of suffitieapacity to detect, identify and characterise
infectious agents within the EU (see page 13 abie ).

The establishment of European Reference Laboratoeeds to be further discussed. This may
be an option for certain diseases and for speasiist(e.g. reference activities during community-
wide outbreaks). However, for frequent diseaseagriistic capacity (including molecular
characterisation) will be needed in each MS (sge @8 and tables 10 and 11). A working group
of experts will be set up in 2005 and is expecteddliver a draft plan for securing laboratory
input into surveillance by the middle of 2006.

4) Outputs of surveillance data

Since ‘surveillance is information for action”, ECDC will need to put heavy emphasis on finding
the most effective means of data disseminationis itnportant that the output data from the
surveillance systems meet the expectations andsredtiose engaged in public health in Europe
in order to be useful information for decision maken the public health field. Memoranda of

understanding on the respective clearance procedvitebe established with the MS (see page
14 and tables 23, 24 and 24a).

EU-level data should then be disseminated throughows means, including public and
privileged web pages, surveillance reports andlegiin scientific journals, and making full use
of the media. These will be combined in a way st the Centre becomes a one-stop-shop for the
Member States, the Commission and the Europeanaarit. All necessary data should be
easily available through the ECDC web portal.

Also when constructing the electronic output todlse best practices in Europe should be
utilized, through an inventory of the national aitpystems, and data should be available in
searchable databases, in tables, figures, and also@s1S tools.

Eurosurveillance, as the scientific voice of ECIM| have an imperative role as the main news
messenger. To reach Russian-speaking readers magtern neighbouring countries to the EU
and some of the new MS, the Centre should seekategic partnership with the EpiNorth
network and bulletin.

5) Involvement of the learned societies and other s pecialists in the
field of infectious diseases

There are many scientific institutes and other wiggions with special expertise and competence
that could be used for further enhancing the Ewapgirveillance systems, working outside the
ECDC and the national institutes, e.g. in academain the health care sector. To gain from
their experience and knowledge and to maintairedio&s with front line scientific research
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ECDC and the networks need to link to the varieasned societies in Europe — as has already
been done by some of the present networks. Furthelvement should be discussed on a one-to-
one basis with the various societies. Interdiscaoly theme-specific workshop should also be
organized to foster the cooperation of expertsiwithe Community in order to assist in
Community responses to health threats (see paged.table 27).

6) Ways to cooperate with WHO, other EU agencies an d international
institutions and networks in neighbouring countries

WHO: Today there is a parallel reporting on many diesdmth to the EU surveillance networks
and to the WHO Regional Office for Europe, oftenslightly different formats. This double
reporting unnecessarily draws valuable resources) fmore important tasks in the national
surveillance institutes. In the recent MemorandumUnderstanding between ECDC and
WHO/EURO, it was agreed to work towards the develept of an integrated European
reporting system (see page 14 and tables 18 and 19)

EFSA (European Food Safety Authority): ECDC already established cooperation with EFSA
for the zoonoses reporting under the Zoonoses Wise(2003/99/EC).

Other EU agencies: To follow.

Neighbouring countries: The ECDC will therefore make extensive efforts & good working
relations with the neighbouring countries, i.e. $tas the countries of the Western Newly
Independent States (WNIS) and the Southern Meditean on all aspects of surveillance. These
efforts will build on the contacts already estaidid between the Nordic and Baltic countries and
Russia within the EpiNorth network and the North®imension Partnership in Public Health.
Through these networks ECDC has been offered atoessveillance data from Russia. Similar
collaboration will be sought with the future EpiSlounetwork (first contacts have been
established).

7) Perspectives for future developments

With bioterrorism threats and the emergence of “havaeases like SARS, effective surveillance
system could no longer rest on cases with a miotogical diagnosis being notified through the
traditional reporting channels (clinicians and ladtories).

Systems need to be developed that could spot théesuoccurrence of e.g. respiratory tract
infections or gastrointestinal complaints before thtiological cause is known. Alternative
syndromic surveillance systems built on eventserathan microbiological agents should be
considered, and possibilities of other inputs | shrveillance systems, such as real-time data on
sales of prescription-free drugs, emergency roasitsyischool or work place absenteeism, etc.
should be explored. These alternative surveillamgkalert systems must be the responsibility of
the Member States. The role of the ECDC shouldobbet well acquainted with the frontline
discussions on all the different new possibiliti@sd to assist the national surveillance institutes
in these matters. Other areas for future developsrsrould be discussed.

8) Conclusion

The current strategy describes the way for Europp®dantious disease surveillance for the
transition (next 3 years) from the current decdisted approach to a more coordinated approach.
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The opinions and expectations of relevant stakedisld/ere sought in a wide consultation
process and were taken into account when shapéngtithategy. The document outlines three
components for the future European surveillancetime surveillance with a basic set of
information (that can gradually be enlarged) fod&eases; enhanced surveillance with
additional information collected according to paliiealth objectives for priority diseases;
specific projects and feasibility studies to testvrmethods or new approaches to surveillance.
The routine surveillance will be located at ECDGteAan evaluation of all networks and a
prioritisation exercise for all diseases, the deaisvill be made which networks or which part of
the single networks will be taken to ECDC and ftrich parts calls for tender will be launched.
Collaborations will be developed with WHO, and rdiguring countries and also with the
scientific community to join forces and gather best available expertise in Europe. A long-term
strategy for the next decade will be developed dasethe current concept until the end of 2006.
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Annex |. Currently funded surveillance networks and the
date their current contracts expire

Project Contract ends
EISS 2006-08
EuroCJD 2006-08
EARSS 2006-08
EU-IBIS 2006-09
Enternet 2006-09
EWGLINET 2006-12
ESAC 2006-12

BSN 2006-12
EUCAST 2007-04
DIVINE 2007-04
EUVACNET 2007-08
EuroTB 2007-09
ENIVD 2007-11
EuroHIV 2007-12
ESSTI 2007-12

IPSE 2007-12

contract to be

DIPNET negotiated
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Annex Il. Consultation process

First phase: country visits, selection of countries , semi-structured
guestionnaire, qualitative text analysis

The objective of a first (smaller) round of conatilin was to seek the views on the key strategic
issues, seek views on gaps in the key strategiessand explore potential solutions in order to
give the consultation team an overview of optionsbe used in the subsequent, closed
guestionnaire to be sent to all 25 MS, Norway, hienstein and Switzerland.

On the basis of a proposed procedure for the ctatgul, a semi-structured questionnaire on the
key strategic issues was developed to obtain irdtion from a subset of stakeholders in selected
MS (and the Commission). The selection of the MS based on the presence of network hubs,
balance between small and large countries, andrggbigal representation, thus Denmark,
Portugal, Germany, Greece, Malta, Poland, Portuglalyenia, Spain, UK, Commission were
selected for interviews.

With the kind assistance of the respective Advideoyum member, the following stakeholders
were approached for interview in each country eit

« CMO together with State Epidemiologist and ESCONnier
« Arepresentative of a reference laboratory

» Network coordinator and project leader if a hulthi@ country

The results were analysed using qualitative teatyais (ref.) in order to obtain the answer
options for the closed questionnaire.

Second phase: closed questionnaires (separate forp  olicy makers,
epidemiologists, microbiologists)

For the further approach a questionnaire survely aitlosed questionnaire was carried out. The
possibility to create a web-based questionnairditied the process of a questionnaire survey
and was under the given time constraints the nfistemt solution. For different stake holder
groups different questionnaires were developed fon8tate Epidemiologists and network hubs,
one for laboratories and one for policy makersk Tdllowing overview shows which questions
were asked to the four groups.
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Table 1. Overview which questions were asked to the four gro ups

National
State reference Policy
Epidemiologists Network laboratories makers
Section (SE) hubs (NH) (NRL) (PM)
Network management X X
Outbreak surveillance X X
Surveillance of zoonoses X X
Laboratory networks X X X
Collaboration with
accession, candidate,
neighbouring countries X X X
Collaboration with
international organisations
(WHO and others) X X X
Functional outputs from
surveillance X X X X
Future issues X X X
Strategic issues X X X X
Capabilities of surveillance
system X

The questionnaires were sent to the AF memberd M3 with the request to forward them to
the relevant stakeholders in their country: Ministf Health, Health Committee of national
parliament, Chief Medical Officer, Chief Veterina@fficer, State Epidemiologist, ESCON
members, Heads of reference laboratories.

In addition the questionnaires were sent to: then@itee on the Environment, Public Health and
Food Safety (ENVI) of the European parliament, otk& agencies (EFSA, EMEA, EEA,
EMCCDA, Eurostat), European scientific societieg.(&SCMID, EUPHA), the EU-funded PH
surveillance networks, WHO Regional Office for Hmeoand WHO Headquarters. The
Commission’s views were sought during a visit ixeonbourg.

Analysis

Frequency analysis was done according to stakehgldeip, small vs. medium vs. larger MS
(small — 5 million inhabitants, medium 5 — 20 million inhabitants, large 20 million
inhabitants, Source: Eurostat (Figures for 2004) at

http://epp.eurostat.cec.eu.int/portal/page? pad€ifde,39140985& dad=portal& schema=POR
TAL&screen=detailref&language=en&product=Yearlieewn population&root=Yearlies_new p
opulation/C/C1/C11/caal00NOMS with network hubs vs. MS without hubs; (fuethoptions:
new vs. old MS)
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Annex Il Preliminary results of the questionnaires

Responses

As of 30" September 2005, we have received responses fri@#8 State Epidemiologists (SE),
13/17 networks, 25/28 national reference laboresor4/84-112 policy makers from MS. As of
this date, there was one response from the leamadties (1/9) and no response from the ENVI,
WHO, and the other European agencies (0/5).

Management of networks

Questions regarding the future management of theeglance networks have been asked to SE
and the network hubs (NH).

There was a good agreement between the opinior&ofnd NH regarding the strengths of

having surveillance networks in institutes acrossoge (table 1). Answers were more divers

regarding the strengths of hosting the NH at th®ECtable 2). For this option MS expect more

than NH a better standardization between the né&syaeduced costs and shared overheads,
sustained funding and long term maintenance of orkisy better performance management of
surveillance networks, easier access to informatiorall diseases and also that it would help
ECDC to better carry out its mission and link wiEb) action. Both groups see in this approach a
synergy between networks.

Regarding the criteria as to where the network ralimild be hosted, both groups agreed with a
high percentage that availability of relevant eigrete and support infrastructure are important
(table 3). The suggested criteria for the ordewhich the networks should be integrated into
ECDC resulted in different views. Most of the S2/@4, including 6/7 SE from current NH
hosting countries) answered that networks relatedlért and crisis management should be
hosted by ECDC first, only 54% of the NH share thew. According to 63% of SE (57% of SE
from current NH hosting countries), but 77% of Nid¢tworks with effective and strong ties to
microbiology laboratories on site (of the NH) shibuabt move to ECDC in the short term. Only
54 % of SE and 39% of NH would consider the cosipsration as a criterion for the location of
the hubs (slightly more SE from countries not hmasta NH than SE from NH hosting countries,
59% vs. 43%).

We also asked for criteria to determine the sucoéssnetwork (table 4). All criteria listed were
thought to be good assessments of the successeaifvark by the vast majority in both groups
(the least frequently mentioned one was a positest-benefit analysis (which should be
replaced by cost-effectiveness particularly in tiefa to the evaluation of the networks). All
respondents in both groups agreed that externalati@n of networks should be done.

We specifically asked questions regarding the B8siweillance Network, since this is intended
to be a model for the basic surveillance inforntatem all diseases (table 5). All respondents
agreed to minimize the duplication of data coll@tbetween the other networks and the BSN
and also between the European networks and WHCOtatidk the data where feasible. Two
thirds (16/24) of the SE are of the opinion tha¢ thformation collected in BSN should be
gradually increased after agreement with MS. Thgontp of SE agreed to identify priority
diseases for MS who can not meet all BSN demantssatime.
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Outbreak surveillance

Respondents in both groups agreed that ECDC sleoligtt information on outbreaks in EU MS
(table 6). There was also consensus that not tHireaks should be included, but mainly the ones
affecting more than one MS, and national outbrabkbey involved novel sources or novel
modes of transmission. The answers on specificadese for which outbreak data should be
collected were inconclusive; this issue requirgthir clarification and discussion. As objectives
for this outbreak surveillance (table 7) most S#idate to better focus outbreak training needs in
MS, to alert MS to new sources so they can respome efficiently and effectively, and to have
performance management of the training and respaagacity across Europe. The least
frequently mentioned objective was the monitorifigrends. Answers from NH were less clearly
distributed.

Surveillance of zoonotic infections

This section referred to the new Zoonoses Direcf2@3/99/EC). Since the reporting will be
structured in a new way, there is the opportumitghiape it in a way to get the desired and needed
information out of it. All the options offered ihis section (table 8) were regarded as desirable by
at least 60% of the SE. Since the networks are syeeialized not all this information seems to
be relevant for them. Agreement was among bothggéo have more interpreted data.

Laboratory networks

In addition to SE and NH, this section was alscedsto the National Reference Laboratories
(NRL). All three groups preferred regular commutima by email and regular face to face
meetings as means for building close working refeghips between the NRL and ECDC (table
9). Least favoured by all groups were teleconfezen@ll groups saw better involvement of
microbiologists in EU surveillance as important wayf building the laboratory network of
ECDC. In addition the NRL favour also short-terre@ments of laboratory staff to ECDC. All
groups suggested that ECDC develops a plan forimgmkith reference laboratories. NRL more
than SE and NH would like to see a panel of pub&alth microbiologists being established at
ECDC.

If in the future, ECDC will need to build networkgth the key microbiological laboratories in
Europe, all three groups agreed that selection ldhioer based on technical competences and
excellence and that the process should be tramgp@able 10). There was no clear preference as
to how the criteria should be applied, but thers wdendency that how ever the process should
be shaped, the final selection should not be dgn&®DC alone (table 11). All three groups
agreed that ECDC should work in collaboration weithveillance networks and national reference
laboratories on the harmonization of laboratoryhuds for the various pathogens (table 12). A
majority in all three groups (although only 54 % NIH) agreed that the laboratory networks
should establish molecular databases (table 13¢hvethould have the function of describing the
molecular epidemiology of the pathogens and helpealidag early trends in molecular
epidemiology, events linked within one country, bigo detecting community-wide outbreaks
(table 14).

Around 50 % of SE, NRL and PM indicated that thie $eansportation of laboratory samples is
ensured inside their country (only 30% of NH), ard#0% of SE, NRL and PM said so for the
safe transportation of samples outside of theintyutables 15 and 15a).
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Collaboration with national centres in accession, ¢ andidate and
neighbouring countries (neighbours to the EU)

One third of SE, 85% of NH and 23% of PM have no&itsurveillance collaboration with
neighbouring non-EU countries (table 16). Most ¢ tNH and PM indicated that the data
exchange is part of a formal agreement.

As major benefits of such collaboration, SE, NH &M see the early identification of disease
threats, more effective cross-border outbreak imyasons (table 16a and 16b). To a lesser
extent this collaboration could improve the trugtvieen countries. The major obstacle to
collaboration with neighbouring countries was sbgrall groups in the lack of resources (table
17 and 17a).

Collaboration with international organizations

Seventy percent of the SE and almost more than 6D%e NH are able to fully meet the
requests for routine surveillance information fréiHO (table 18). Among the few who cannot
fully meet the information requests from WHO, thesnfrequent reasons are that they don’t
collect the requested data at all, that the dataeuested in a different format to that which the
countries supply to other surveillance systemst tthere were different case definitions in use
and that the data requested didn’t fit with theiamat priorities (table 18). There is wide
agreement (SE, NH and PM) for aligning the repgritifi surveillance data between ECDC and
WHO and the sharing of a data platform betweenttf® organizations (table 19 and 19a).
Standardising data collection and exchange of m&dion and reports, to a lesser extent having a
single reporting system for both organizations ddwg¢ ways for a successful coordination (table
20 and 20a). SE, NH and PM see the role of ECDGujmporting the implementation of the
International Health Regulations mainly in givindvece to MS and providing training to use the
algorithm, but also in strengthening outbreak itigasion and surveillance capacity (table 21 and
21a).

Data on infectious diseases are sent to interratimnganisations other than WHO by 60-70% of
the respondents. By far most of the respondents data to EFSA (58% SE, ,23 NH and 50-92
% of PM (table 22 and 22 a). Among the data seonstraf them are trend or incidence data, less
frequently outbreak investigation reports (tablea®d 23a).

Functional outputs from surveillance

Most of the SE, NH and PM are content with ECDQ&nggo have memoranda of understanding
with MS on receipt and use of information by ECD&ble 24 and 24a). As for the authorization
process with MS/surveillance networks, 15/24 SE13WNH, 20/25 NRL and 25/44 PM agreed
that there is a necessity for such a process. bfdee SE, NH, NRL and PM (only 60% of the
CMOs) consented that any agreement should be E€-\WH and NRL indicated that for routine
outputs prior agreement should be sought, whereaan8 PM (80% of the CMOs) agreed to this
option to a lesser extent (table 25 and 25a).

Future issues

We wanted to have the views of SE, NH and PM oresllance issues that ECDC should work
upon in the future. About 70% of SE and NH want&DEE to provide advice and support on
mass-gathering surveillance. Ninety percent ofS8&e 50% of the NH and most of the PM (only
50% of the CVOs) thought that ECDC should atteroptdordinate surveillance of travel-related
infections (table 26 and 26a).
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SE, NH, NRL and PM were asked for the best wayaied with scientists from various
disciplines (microbiologists, clinicians and othewll four groups thought that theme-specific
workshops should be organized. Publishing in pegiewed journals and joint training were also
seen as good ways of collaboration between thesetists and ECDC. Organising annual
conferences was least frequently mentioned (1224783 NH, 15/25 NRL, 30/44 PM) (table
27 and 27a).

Strategic issues

Here we wanted to explore how “learned societiesila best be involved in collaboration (table
28 and 28a). The majority of respondents indicatemkk the societies what kind of collaboration
they would expect and also that the societies shieeld back the work of ECDC in their
meetings. All groups were against the involvemdi@DC staff in the scientific board of the
societies (only 2/24 SE, 3/13 NH, 9/25 NRL and 247\ agreed to that).

Special issue for policy-makers: national surveilla nce systems

Only PM were asked about the national surveillasggiems, since the mandate of ECDC also
includes to support MS in strengthening their nalcsurveillance systems. The responses from
this group are difficult to interpret as a wholi#ce some countries have sent responses from all
four persons who should be targeted for completieggquestionnaire. The following results are
analysed according to group among the PM (CMO, CMOH, other) to ensure it is only one
guestionnaire per country.

54% of CMOs and 46% of MoH indicated that theirgem® national surveillance systems are
capable of dealing with the current infectious dgse situation, but could be improved, 92% of
CMOs and 82% of MoH said so for dealing with emegghealth threats (both questions were
answered with “yes” by 38% of the mixed group).\B&tn 80 and 90 percent of the responding
CMOs and MoHs agreed to consider prioritising fumgdior the development of surveillance
infrastructure, around 70% would do so also foraligping intervention epidemiology in their
countries (table 29).

Issues with consensus
» Strengths of having network hubs in institutes ssrgurope

« Outbreak surveillance: information should be ca#dg¢ but not for all outbreaks
« Zoonotic infections: more interpreted data
» Laboratory networks:

o0 ECDC to develop plan how to work with NRL,

0 ECDC should work in collaboration with the NH arite tNRL (and respective
learned societies?) on the harmonisation of laboradiagnostic criteria for the
various pathogens

« Cooperation with WHO:
o alignment of reporting,

o sharing of a common data platform
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Issues where further discussion is needed
« Strengths of hosting the networks at ECDC:

- SE differ from NH regarding in most of the answe8& from countries hosting networks
tend to answer according to the SE in generalmtte line of the networks.

« Criteria for location of network hub: Order of igtation into the Centre
« Outbreak surveillance: Diseases for which outbietdtmation should be collected

« Functional outputs: for routine outputs prior agneat should be sought; answers indicate
that the question might have been misunderstood
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