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The VENICE Project

Introduction

As the most important tool of primary prevention, vaccination targets large numbers of healthy
individuals in each Member State with the aim of preventing specific infections and having an
impact on the epidemiology of certain diseases.

New vaccines are introduced according to common European Union (EU)-wide regulatory
procedures, which implies that they are licensed with common indications for their use across
the European countries.

However the type of products used, the recommended schedule for their administration and the
organization of immunisation programs are usually set at national level and can vary across EU.
Many countries use similar childhood vaccination schedules and also the same commercial
products, but concurrently administer different vaccines, measure vaccine coverage in different
ways or in different age groups and have different systems for monitoring adverse events
following immunisation (AEFI).

Observations obtained at national level are not collected in order to be systematically
comparable neither are made available to others countries and there is no attempt to pool
experience or tools on a systematic basis at European level.

On the other hand, effects of Immunisation Programs (IP) are expected to have an impact
beyond political borders especially in the EU context of free circulation of persons and potential
infectious vehicles.

Furthermore the enlargement of the EU from 15 to 27 member states (MS) is increasing the
variability of the already heterogeneous picture and the demand for knowledge about the
systems in place.

The development of common tools for improving vaccination programs and responding in a

coordinated way to challenges is therefore a European priority.

Aims of the project
The Vaccine European New Integrated Collaboration Effort (VENICE) project was designed in
2004, approved in late 2005 and launched in January 2006 with the aim of establishing a
European network of experts with experience of working in national IP.
The Venice project aims to encourage collection and dissemination of knowledge and best
practice relating to vaccination and to further develop collaboration and partnership between
member states.
The aims of the project are:

1) to address the need to improve knowledge on how vaccinations are performed across the

EU as to integrate available information and identify gaps;
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2) to agree on common indicators for monitoring vaccination programs;

3) to define models of decision making processes;

4) to share expertise on surveillance and case management of AEFI.

Indeed, careful comparison of national vaccine schedules would enable experts to assess the

performance of various administration schedules for a specific vaccine, or the effect of co-

administration of different vaccines, or the frequency and management of certain adverse

events following immunisation for each vaccine.

In addition, through the VENICE network, it is possible to monitor in real time the introduction

at national level of new vaccines as the human papilloma virus (HPV) vaccines and rotavirus

vaccines recently licensed in EU.

Specific Objectives

1.

Methods

To create an EU vaccination network able to collect and collate information on
vaccination programs in each MS.

To create a resource able to provide advice and support to single member states by
integrating available tools and knowledge on various vaccine-related issues

To create a network able to provide support in the development of preparedness
strategies (including immunisation programs)

To define common indicators for monitoring, in a comparable way, the immunisation
programs across MSs and their constituent regions.

To encourage a rational approach to vaccination policy decision-making processes by
providing standardized tools.

To provide MSs with the necessary information regarding safe vaccination and support
capacity building in areas dealing with contraindication and the management of

Adverse Events following vaccination.

The methods used fall into two categories

1.

Management outputs: co-ordination of the communication process between participating
member states, identification and co-ordination of the working groups, developing and
managing the process for bringing together documentation from member states,

overseeing the development and maintenance of the website.

2. Technical outputs:

o Epidemiological: to provide the skills and knowledge required to complete the
work packages activities, to ensure the quality control of the contents of the

website as of information collected from member states.
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o Information technology: to provide the skills and knowledge required to develop

and maintain the website.

Twenty-six EU member states (all except Malta) and two EEA/EFTA countries (lceland and
Norway) participate to the project. In each country, several people in public heath institutions
have been identified and are involved: a gatekeeper responsible for the project at national level
and three contact points, one for each “technical WP”.

An executive board of the 4 Work Package Leaders (WPsL) have been established to ensure that
the aims and objectives of the project are met. They are responsible for the performance
management of the project during the three years. This board meets regularly also via
telephonic conferences. The discussion is usually opened to major collaborators also of other
institutions (e.g. ECDC, Brighton collaboration).

The day-to-day management of the project is undertaken by the project co-ordinator in Italy at

Istituto Superiore di Sanita (ISS)

Description of Work packages

The project is organised in 5 work packages (WPs).

WP 1 focuses on the administration, management and coordination of the project, the
development and maintenance of the website; WP 2 deals with the dissemination of results and
communications.

WPs 3 to 5 focus on the program outputs. The main themes are development of indicators of
immunisation programmes, vaccination policy and decision making processes, surveillance and
management of AEFI and contraindications.

Each of the WPs participates in the design and implementation of the survey across the EU MSs
and uses the relevant results as the starting point for developing their toolkits and reports. Each
work package has a team leader who is responsible for feeding back information during the

annual progress review meetings.

Names of the WPs

WP 1: Coordination

WP 2: Dissemination

WP 3: Indicators of immunisation programs

WP 4 : Priority setting and decision-making processes

WP 5: Capacity building in monitoring, prevention and management of Adverse Events Following

Immunisation (AEFI)
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WP 1: Coordination
Tasks of the WP1 and expected deliverables for the 1°' year of the project

This work package is linked to the specific objectives 1, 2 and 3 and includes the work
needed to coordinate the creation of the vaccination network for ongoing immunisation
programmes, the related web site and the creation of a pool of experts to be able to support

national preparedness plans, including immunisations.

Specific tasks of WP1 are:

1) undertaking the performance management of the project: ensuring that timetables for
the completion of work are respected and the aims as the objectives of the project are
met within the timeframe specified in this document in the Appendix 1;

2) providing an information hub through which general exchanges of information from MSs
can be coordinated;

3) overseeing the development of the website, ensuring that the tools are adequate and
that an ongoing process of data renewal is in place. The development and maintenance
of the website has been subcontracted to the Interuniversity Consortium (CINECA);

4) coordinating the survey to be carried out, jointly designed with the WP3, WP4, WP5
leaders;

5) Establish links with appropriate international resources on vaccines and vaccinations as
the European Agency for medical Products (EMEA), WHO, Brighton Collaboration as with

other European networks on vaccines and immunisation as EUVACNET and VACSACT

Expected deliverables in the 1** year of the project are:
1) the creation of the VENICE website;
2) asurvey on IPin MSs;

3) the annual report

Results of WP1

Coordination of the project

WP1 plans the activities jointly with WP 3-5 leaders, working in close collaboration with them.
WP1 continuously oversees and coordinates the work in progress , ensuring respect of deadline
and fulfilment of the objectives.

A meeting with WP leaders , ECDC and Brighton Collaboration counter parts has been organised
in Rome in May 2006.
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Many issues have been discussed in that occasion( see Annex 2a). First of all, there was a general
agreement on the importance to avoid overlapping activities with WHO-CISID and EUVACNET as
with EUVAX and EUREPI projects.

A project, funded by DG research on Mathematical Models to support Policy-Making (POLYMOD)
was presented; a possible future collaboration between VENICE and POLYMOD was envisaged by
channelling to the VENICE gatekeepers the results of POLYMOD and by asking public data to
VENICE counterparts to feed the mathematical models developed in POLYMOD (currently
available for rotavirus, varicella).

A presentation of the Brighton collaboration group was done by lan Bonhoeffer.

Collaboration between VENICE and the Brighton collaboration was envisaged by the spreading of
the already developed case definitions and by the potential use of “experts” on adverse reaction
management. As ECDC has also expressed interest in establishing working contact with the BC,
VENICE participates to this common interest.

The criteria underlying the identification of VENICE counter parts, who are experts in IP in each
MSs and who work in public health institutions, were established.

Method to be applied to conduct the first survey and its content, were discussed in depth.

A 2" meeting with the coordinator of VACSATC project (Vaccine Safety Attitudes, Training and
Communication) was organised in July 2006 in order to integrate the activities done by VENICE
with those of VACSACT and to ensure complementarity between the 2 projects. For more details
see the Annex 2b.

A conference call with WP leaders, ECDC and Brighton Collaboration Counterparts, was organised
in October 2006 to point out the need of conducting a survey on the use of rotavirus and HPV
vaccines in each MSs, due to the recent availability of these vaccines on the European market
(see Annex 2c). This topic has been considered a priority to explore within the VENICE network
and two surveys have been launched after that conference call. The timetable of the other
activities has been consequently rescheduled.

The last conference call of this 1°* year was organised in January 2007 to decide a tentative
agenda of the 2™ workshop as the outputs to present during it. The restyling and the content of

the VENICE website have been deeply discussed.(see Annex 2d)

Creation of a network of public health experts in Europe

Before starting the project, collaboration from the epidemiologists on the field of communicable
disease in Europe was seeked. At the time the application had been submitted to DG SANCO
(January 2006), a formal statement of interest was obtained from 21 MSs. However, during this
first year of activities, other MSs asked to partecipate and the statement of interest has been
collected from other 7 countries. An amendment in the contract was requested to DG SANCO in
January 2007.
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There are 28 European countries participating in the network: 26 EU member states (all except
Malta) and two EEA/EFTA countries (Iceland and Norway).

VENICE is intended as a common platform where qualified users can exchange information and
share expertise in immunisation and vaccines field.

National gatekeepers have been identified on the basis of their participation in other ongoing
European vaccination networks (e.g. EUVACNET) as well as through the sponsor (DG SANCO) and
the ECDC advisory forum EU members (see Annex 3a).

Given the broad approach of VENICE to cover different aspects of the immunisation programs-
with the aim of linking all them together - it seemed unlikely that a single contact point would
have been in the position of following the various activities of each specific work package,
therefore gatekeepers were requested to identify additional colleagues in each country, at least

one for each work package topic (1) immunisation registries and coverage, 2) policy decisions, 3)

surveillance and management of adverse events) able and willing to actively take part in the

project.

Such further contact points are contacted and asked to collaborate on the collection of specific
information needed. The national gatekeeper in any case are informed about the requests and is
expected to act as a coordinator when needed and as a facilitator for the surveys to be carried
out.

WP1 is responsible for mantaining a constant and appropriate flow of information and for
facilitating the development of relationships between national gatekeeper and contact points in
order to create a network of european experts in vaccine and immunisation .

As an example of the constant flow of information, letters sent to gatekeepers on the main

issues covered in the project so far, are attached (see Annex 3b-3f)

Collaboration with other networks as EUVAC-NET, VACSATC, POLYMOD, Brighton
Collaboration

The ECDC has been invited to play a major role in the VENICE project considering that ,once the
project finishes, the results should be taken over by the ECDC as the coordinating scientific body
which will maintain and sustain the network across national immunization programs.

Beside its links with the ECDC, VENICE is collaborating with other European networks and
organisations on vaccine-preventable diseases and immunisation issues, including Commission-
funded projects like EUVAC.NET (http://www.euvac.net), VACSATC and the Brighton

Collaboration (http://www.brightoncollaboration.org), in order to be complementary, to avoid

overlapping activities and to facilitate dissemination of relevant data to the vaccination
network.

Staff of WP1 also partecipated to the VACSATC steering board telephone meeting in July.
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A member of the Brighton collaboration is usually invited to the VENICE conference calls and he
is also involved in the organisation of the 2" workshop.

As a further example of such collaboration, the first VENICE workshop was held in Malta in April
2006, together with the EUVAC.NET annual workshop; the next one will be organised in spring
2007 and will also include a session dedicated to presenting the results of the DG Research-
funded project POLYMOD.

A POLYMOD members area has been created in the VENICE website for facilitating the exchange

of documents and discussion among POLYMOD gatekeepers.

Creation of the VENICE website

The website (http://venice.cineca.org/), has been created taking advantage of the experience

gained during the development of the DGSANCO sponsored project IRIDE (Inventory of Resources
for Infectious Disease in Europe http://iride.cineca.org), which had also been developed by
CINECA.

The website (see Appendix 4) is one of the most important sub-projects within VENICE and aims

to provide information and recommendations in order to encourage the use of standard
approaches (common case definition, common indicators to evaluate European immunisation
programmes) to vaccination surveillance and data collection in participating countries. The
website intends to be a platform for the collection and dissemination of information relating to
vaccinations and is enabling the development of a European network of people working within
the vaccination field.

The website provides regularly updated information on national and regional immunisation
programmes, including schedules, vaccines used, vaccine coverage, methods for calculating
coverage, systems for adverse event surveillance and management.

The area with the information above is at the moment restricted to national gatekeepers and

contact point.

The VENICE project activities concerning the set-up of the VENICE web-site and the related web-

based Information Technology tools have been the following:

1. Set-up of the web server on a high-availability web farm with a special user access and
ssl based data security management

2. Study and set-up of the web site structure.
Set-up of an easy-to-use content management system

4. Set-up of a tool for the secure exchange of documents and information among VENICE
project participants. The information flows are organized according to the structure and

the hierarchy of the work group
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5. Set-up of a web-based discussion forum among the participants. Access to the forum is
granted on the basis of the structure of the work group

6. Set-up of a web-based tool for the conduction of surveys among project participants

7. Set-up of five web-based surveys
Se up of the function “download the database” which allow to have a database in excel

format containing data from surveys in the electronic format conducted so far

After having implemented a first version of the site, mostly oriented to support the work of the
project participants, a second version is being implemented.
Major differences with the current VENICE web site include:
e Area for link to other European networks on vaccine preventable diseases as EUVACNET,
and link to ECDC, EMEA, WHO, Brighton Collaboration, Eurosurveillance,VACSATC
e Public pages containing selected information on Vaccines and vaccination programs, as a
result of the work of the VENICE participants
e A public section of useful documents (e.g. text of surveys, ...)
e A function “search the website”, using relevant key words on vaccines and immunisation
e A function “search the database”, with semi structured queries that allow simple analysis
of the database
e A section ‘contact the experts’ with a maintained list of European experts in the field of
vaccination and AEFI management
e A fast method of disseminating important information, for example regular news emails
to people who register for this service

e An electronic newsletter on vaccines

In the next couple of months, the website will also publish updates on scientific evidence
concerning the effectiveness of vaccines against rotavirus, human papillomavirus, pneumococci,
meningococci and varicella/VZV. It will provide access to information about vaccine products
from national and European regulatory bodies such as the European Agency for the Evaluation of
Medicinal Products and to relevant information on vaccination from international organisations
such as the World Health Organization and the European Centre for Disease Prevention and
Control (ECDC).

This area will be of public domain.

Survey on Immunisation Programs in Europe
This survey has been conduceted in collaboration with WP3. Please see the section “Survey on IP

in Europe” described in WP3 for details and the annex 7a,7b,7c attached.
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WP 2: Dissemination of results

Tasks of the WP2 and expected deliverables for the 1°' year of the project

This work package is linked to the specific objective 1, 3and the main task is the organisation of
3 workshops that will provide guidance and direction to the evolution of the network and of the
specific subprojects undertaken by the technical work packages.

The dissemination of the interim findings, final results, and the method of dissemination of the

specific projects is also coordinated within this work package

Expected Deliverables in the first year of the project
1. Month 4 Initial workshop

2. Month 12 Workshop on decision taking process

Results of WP2

Organisation of annual workshops

The 1** workshop was held in Malta in April 2006 (see Annex 5a) jointly with the EUVACNET
annual meeting, as many gatekeepers of the VENICE project are also the EUVACNET contact
points. This worshop was mainly oriented to illustrate the aims and objectives of VENICE as well
as to began the creation of a network of experts working in the national public health institutes.
In that worshop the basis of the future strategies and activities of the project have been made.
The 2™ workshop will be held in Venice next April and it is devoted to present the results of the
subprojects after one year of activity as to discuss with national gatekeepers the gaps and the

urgent issues to address (see Annex 5b).

Dissemination of results through publications in bulletin and peer-reviewed journals

A description of the immunisation program in each MS of the participating countries is regularly
published on the ECDC beweekly newsletter. (see Annexes 6a-6q)

In the future, in each number of the ECDC bulletin, we will have a VENICE section where the
advancement of the project and the related relevant news will be reported.

The activities of the VENICE project have been also illustrated in a short article published in

eurosurveillance in January 2007 (see Annex 6r)
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WP 3: Indicators of immunisation programs

Tasks of the WP3 and expected deliverables for the 1°' year of the project

This work package is linked to the specific objective 4: to define common indicators for
monitoring in a comparable way the immunisation programs across member states as well as
their constituent regions.

To achieve this objective the participating MSs have agreed to provide information on
immunisation schedules, immunisation vaccine coverage and vaccine coverage assessment
through completed questionnaires, summaries of current national immunisation programs and
information via national immunisation websites where applicable.

The feasibility of collecting immunisation uptake data using computerised immunisation

registries in each member state is under examination.

Specific tasks of WP3 are:

1) to conduct a survey on IP in Europe;

2) to compare the methods used in each member state to measure immunisation uptake;

3) to review standards for the development of immunisation registries and capabilities of
current systems assessed against these standards;

4) to develop technical protocols for measurement of immunisation uptake at agreed age
intervals;

5) to describe barriers to comparibility of data.

Expected Deliverables in the first year of the project
1. Month 6 Survey on immunisation programs in MSs

2. Month 10 Report on current methods on monitoring

Results of WP3

Survey on Immunisation Programs in Europe

This survey has been conducted and organised by WP1 and WP3.

According to the original outline of Venice, at least 3 surveys have to be conducted; one on
immunisation programs indicators, one on vaccine policy and the 3™ one on AEFI following
immunisation.

A preliminary survey on general organisation of the immunisation programs and vaccination
delivery system in each country was carried out among national gatekeepers between July and
September 2006. (see Annex 7a)

The survey has been piloted among 3 countries (Italy, Ireland, France) before launching it among

all gatekeepers.
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The survey was focused on obtaining general information on the context where vaccinations are
systematically provided. Each country was therefore asked to assemble a narrative short report
of the immunisation program in place and to respond to a list of specific questions.
The objectives of this survey were:

1) To have a structured description of national immunisation programs according to basic
variables to allow comparison across different countries.
2) To identify similarities and differences of immunisation programs across European countries
3) To identify heterogeneities of the immunisation program at subnational level in each Country
4) To Collect background information on immunisation programs indicators, vaccine policy and
decision making process, surveillance and management of AEFI that could have been used for
the development of the specific surveys planned as part of the WP3, WP4, WP5.
The survey was divided in two parts (for details see the protocol attached, Annex 7b) .
In the first part, gatekeepers were asked to write a two page summary on how the immunisation
program works in each country. This was a structured description, according to the specific
issues as the presence of dedicated infrastructures for vaccine administration, information on
vaccine purchase, vaccination schedules for childhood and adults, heterogeneity of the system
at subnational level in terms of schedules and diseases targeted, vaccine coverage
measurement, surveillance of AEFI.
The second part of the survey was including multiple choice questions and open answer
questions to understand in depth the IP in each MSs.
The description of the immunisation programs of the participating countries is regularly being
published on the ECDC beweekly bullettin .
A general report have been also produced and have been attached to this report (see Annex 7c¢).
Twenty seven out 28 countries returned back the questionnaire. Iceland is missing.
Results from the first survey on immunisation programs, indicated that National Vaccination
Committees exist in 22 /27 MSs.
Vaccination schedules (mandatory and recommended) are followed by 23/27 member states at
sub national national level except in Austria, Germany, Spain and Sweden.
Sub national administrative areas are present in 17/27 of the countries.
Mandatory vaccines are governed by legislation, recommended vaccinations are voluntary.
Those that are routine generally are paid for by the government whereas those that are
recommended for at risk groups need to be paid for by the patient in certain countries.

In some cases there are charges both for the vaccine and the administration of the vaccine.
The ten commonest diseases that vaccinations are provided against are diphtheria, tetanus,
pertussis, polio, Haemophilus influenza B, measles, mumps, rubella, meningococcal disease, and

pneumococcal disease.
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All MSs give three doses of diphtheria, tetanus and pertussis (acellular or whole, DTa/wP)
vaccines by twelve months of age.

All MSs administer polio vaccine with oral polio used in 4 countries for all doses on the schedule
(BG,CZ,EE,RO, ).

Haemophilus influenza B vaccine is routinely given in 25/28 member states.

The Men C vaccine is given routinely in nine countries ( DE,ES,GR,IE,IS, LU, NL,PT,UK) of which
Ireland administers three doses by 6 months of age and United Kingdom by 12 months of age.
The vaccine used in childhood vaccinations is the pneumococcal conjugate PnV7, which is given
routinely in nine of the member states( AT,BE,DE,FR,GR,LU,NL,NO,UK).

Hepatitis B vaccine is currently routinely given in 20 member states
(AT,BE,BG,CY,CZ,DE,EE,ES,FR,GR,HU,IT,LT,LU,LV,PL.PT,RO,SK,SL).

eighteen countries administer BCG
(BG,CY,CZ,EE,FI,FR,GR,HU,IE,LT,LV,NO,PL,PT,RO,SE,SI,SK,UK). BCG is given at different times
ranging from within 12 hours of birth to 6 weeks of age.

Measles mumps rubella (MMR) vaccine is included in the routine childhood immunisation
schedule of all twenty eight member states. Catch up programs are in place in Austria, Cyprus,
France, Poland and Italy.

Varicella is listed as a routine childhood vaccination in four countries AT,DE,ES,GR.

Information on four countries with regard to influenza vaccine was not available (AT,BG,CZ,IS,)
Of the remaining 24 countries, all would recommend influenza in at risk groups i.e. children with
underlying medical conditions which places them at increased risk of developing potentially fatal
complications.Influenza is the commonest adult vaccination with annual campaigns in all
member states. Pneumococcal vaccination with the covalent pneumococcal vaccine pn23 is
offered to at risk groups in 14 member states (AT, BE,CY,DE,DK,FR,GR, IE,LV,NO,PO,SI,SE,UK).
Tetanus toxoid plus adult diphtheria toxoid (Td) is recommended every 10 years in
BG,CY,EE,GR,PT,RO in adults and tetanus toxoid (T) is recommended in The Czech Republic

every 10-15 years.

Survey on method for measuring vaccine coverage in Europe

The main objective of this survey was to collect information on what vaccines are assessed, the
age groups targeted, the frequency of vaccine coverage assessment, the methods of assessment,
the use of performance indicators, as well as the use of immunisation registries is required.

The final aim is to determine common indicators for monitoring in a comparable way the
immunisation programs across member states as well as their constituent regions.

This survey has been created in a electronic format and launched on the private area of the

VENICE website. (see the paper format attached as Annex 7d).
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Gatekeepers and contact point have been requested to fill in the questionnaire directly on the
website.

Once all countries have completed the survey, a database in excel format will be automatically
available for WP leaders, using the fuction “download the database”.

The survey was prepared in November 2006 and has undergone piloting within the Health
Protection Surveillance Centre in Ireland.

Further editing and adapting of the questionnaire occurred over December 2006 and January
2007 and most recently from a teleconference involving the work package leaders, with
subsequent comments being incorporated into the document.

The agreed changes meant that the questionnaire has now been presented to the IT department
in VENICE WP1 and the testing has begans on February 15" in six countries (Italy, Ireland,
France, Slovenia, Sweden and UK) with the intention of going live to other member states by end
of February.

The final version of the survey was finalised also with the contribution of the project leader of
the VACSATC project.

Results from this questionnaire will be analysed and a preliminary report will be available at the
annual conference on VENICE in April 11-13"",

The structure of the database and the plan of analysis is ongoing.

Another collateral activity ongoing is Pub med search of relevant articles on immunisation
registries currently in use in United States of America, Canada and Australia and elsewhere.
Activities planned in the next months are a manuscript describing obstacles to comparability of

uptake data and a technical protocols for measuring immunisation coverage suitable for the EU.
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WP 4: Priority setting and decision-making process

Tasks of the WP4 and expected deliverables for the 1°' year of the project

This work package is linked to the specific objective 5: to encourage a rational approach to
vaccination policy decision-making processes by promoting the exchange of experience and
expertise through :

1) sharing of information about recent and current studies performed, the methodologies
used and the outcomes of the expertise for vaccination policy decisions;

2) increasing the efficiency of work by reducing redundant analysis and sharing the tasks
when the various MS are faced with similar issues such as integration of a new vaccine in
the immunisation schedule;

3) increasing the level of expertise to a common high standard within the enlarged UE,
including on public perception on vaccinations and techniques and methods to gouge such
perceptions, e.g. by suitable questions in surveys;

4) setting the basis for European immunisation schedules through ensuring common scientific

background for future vaccination decisions;

Specific tasks of WP4 are:

- A review of tools used and analysis performed in the recent years for vaccination decision
making process through a survey in the participating countries;

- 2 workshops where discussing the results of the survey and the modalities of an on-going
exchange of information about analysis being carried out, methodologies of analysis used and
recommendations decided;

- On going posting on the secure website of scientific information including both expertise being
carried out in the various MSs and outcomes of other collaborating projects aimed to

standardise the framework of analysis for economic evaluation and modelling such as

POLYMOD

Expected Deliverables in the first year of activity

1. Month 9: Report of the survey on analysis recently carried out, methodologies used, expertise
available in the various MS, in the frame of vaccination policy decision making process

2. Month 12: Workshop on modalities of real-time sharing of expertise between MS including

agreement on a chart regarding use of unpublished information shared

Results of WP4
Surveys on the use of rotavirus and HPV vaccines in MSs
With regard to the WP4, during the first meeting with all WP leaders in Rome (see Annex 2a), we

decided to focus the activity on the point 2 of the specific tasks described above: “increasing

27



the efficiency of work by reducing redundant analysis and sharing the tasks when the various MS
are faced with similar issues such as integration of a new vaccine in the immunisation
schedule”.

Indeed this issue was considered to be a priority in order to compare and harmonise the decision
making process in each Ms in vaccination policy .

During the meeting, it has been decided to monitor the introduction of Rotavirus as an infant
immunisation and HPV vaccines as adolescents one.

At this regard, it has to be pointed out that two new vaccines against rotavirus (RV) and human
papillomavirus (HPV) have been recently availble on the european market, according to common
European Union (EU)-wide regulatory procedures .

In order to decide about their inclusion in the national or regional immunisation schedules
different issues are to be considered most of them of general interest.

Single experts and institutions involved in providing advice to the health authorities in the EU
Member States on vaccination policy are working, producing data to support the decision making
process.

This situation has been regarded as a unique opportunity for the VENICE project and the ECDC,
according to their respective objectives and missions, to support the networking and the efforts
of the involved institutions and to facilitate a synergist approach by sharing informationa and
tools across EU.

National gatekeepers and contact point were invited to collaborate by providing information
about the activities carried out in your country to support the vaccination policy on rotavirus
and HPV.

In order to gather comparable information from all the EU MS a questionnaire has been
developed in a electronic format and launched on the private area of the VENICE website in
January 2007. (see the paper format attached as Annex 7e).

Gatekeepers and contact point have been requested to fill in the questionnaire directly on the
website.

The survey was prepared in October 2006 and has undergone piloting within 5 MSs: Italy,
Ireland, France, Hungaria and Greece. The pilot phase ended the first week of February, then all
the other MSs completed the survey in the 2" week of February.

A database in excel format is available for WP leaders, using the fuction “download the
database” on the website.

The statisitcal analysis is currently ongoing and a short summary of the situation in Europe with

regard to the use of these two vaccines will be available in the first half of March.
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WP 5: Capacity building in monitoring, prevention and management of post
vaccination Adverse Events

Tasks of the WP5 and expected deliverables for the 1°t year of the project

This work package is linked to the specific objective 6: to provide MSs with relevant informations
on Adverse Events Following Immunisation (AEFI) issues, develop best practice models and
contribute to capacity building in dealing with monitoring, preventing and managing of AEFI.
The expected results are:

1) the availability of common criteria of case definition and classification of AEFI

2) promoting a better knowledge of AEFI related issues

Specific tasks of WP5 are:

a. collection on information on systems in place for monitoring of AEFI;

b. development of AEFI case studies, focused on their prevention and management;
c. development of recommended common case definitions, protocol for investigating
etiology, contraindications;

d. suggesting models for AEFI monitoring, information storage and retrieval and relation with
official sources on each pharmaceutical product;

e. development of material for training modules on:

- Vaccination best practices, precautions, contraindications

- AEFI identification and treatment

- Provision and settling of needed equipment and drugs

- Emergency co-ordination

Expected Deliverables in the 1% year of the project
1. Month 3 Identification of appropriate MS counterparts

2. Month 9 Survey on the adverse events monitoring system in MSs

The activities of WP5 are conducted in collaboration with the Brighton Collaboration and
VACSATC in order to share the expertise on AEFI management, common to all these projects
and to ensure complementarity.
In order to gather comparable information from all the EU MS on AEFI surveillance and
management, a questionnaire has been developing in a electronic format and it will be launched
on the private area of the VENICE website in March 2007. (see the paper format attached as
Annex 7f).
Gatekeepers and contact point will be requested to fill in the questionnaire directly on the

website.
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The survey will be pre tested in 5 MSs in the 1** week of March and the other MSs will be invited
to partecipate in the in the 2™ week of March.

After the launch of the survey, a database in excel format will be available for WP leaders, using
the fuction “download the database” on the website.

Preliminar results of the survey will be presented at the annual workshop in Venice, in April
2007.

Other collateralactivities of WP5 are selection of literature on AEFIs and case definition,

meaningful and structured case studies, prevention and treatment of AEFlIs.

Problems encountered so far

The project is proceeding in a satisfactory way, however the start of the activities had to face
additional challenges due to the delays in the approval and signing of the contract. In fact
compared to the initial proposal submitted to DGSANCO in 2004 the context of activity at the
beginning of 2006 was changed. The major change in the external setting has been the
establishment of the European Centre for Disease Control where vaccines and vaccine-
preventable diseases are a relevant part of the work plan. The ECDC has instituted a formal
Advisory Forum with representatives from each EU Member States. The VENICE project had
therefore take into account the new setting and the additional workload of activities requested
by ECDC to candidate project gatekeepers. However VENICE has been quite successful in
establishing very good collaboration with the ECDC (as demonstrated by the section devoted to
VENICE in the ECDC newsletter on Vaccines and Immunisations) and with the MS representatives
at various level.

As the major aim of the project is to establish a European network of personnel involved in
various aspects of immunisations the current activity has been organised with a strong
coordination effort, trying to link together staff working on political decisions with those
working on adverse events and those working on vaccine coverage. All the activities performed
in VENICE in the various WPs are discussed by the entire group of WP leaders and collaborators.
The need to avoid multiple simultaneous requests to the same gatekeepers from different WPs

has led to a sequential organisation of the planned surveys.

Future activities
in the next 2 years of the project

The first year of activities has bee aimed to set up the network and to develop of
technical tools for maintaining collaborations, collecting and communicating pertinent
information. In the next two years we plan to reinforce and expand the network and the
collaboration at international level. Most of these objectives will be pursued by

development of the web-site which will be the primary tool for collection on-line of
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relevant data, exchanging documents and opinion and including a sort of directory of

relevant staff on immunisation across Europe.

Conclusions

The topic of vaccines and vaccinations is becoming always more important across EU and
the world and public health has a prominent role in this field.

Although many initiatives had been already launched on vaccine-related issues VENICE
has been welcomed by all the partners as its aim is to provide a link between different
aspects of the topics and to offer a service to the network participants, by means of
facilitating communications and share of experience. The project is conducted with the
plan of handing over to ECDC the entire network and therefore with a long-term

perspective of collaboration.
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Appendix 1: Timetable of the project
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Appendix 2: Agenda and summary of WP leaders meetings and conference calls
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Appendix 3: Communication with national gatekeepers and contact points



Appendix 4: home page VENICE website
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Appendix 5: Agenda of the VENICE workshops
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Appendix 6: Publications
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Appendix 7: Surveys
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This report was produced by a contractor for Health & Consumer Protection Directorate General and represents the views of the
contractor or author. These views have not been adopted or in any way approved by the Commission and do not necessarily
represent the view of the Commission or the Directorate General for Health and Consumer Protection. The European

Commission does not guarantee the accuracy of the data included in this study, nor does it accept responsibility for any use made
thereof.
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