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The information contained in this publication does not necessarily refl ect the opinion or the position of the 
European Commission. 

Neither the European Commission nor any person acting on its behalf is responsible for any use that might be 
made of the information in this report.



This publication puts together 27 projects which were funded under the 2nd Health Programme 
of the European Commission and are presented to the public in a scientifi c poster exhibition at 
the European Health Forum Gastein 2012 and the 5th Annual European Public Health Conference 
2012.

The 2nd Health Programme came into force on 1 January 2008 and has since co-funded 115 
projects with an amount of about € 75 million. The total budget of the programme rises to € 321.5 
million euro. The programme aims at increasing solidarity and prosperity in the European Union by 
protecting and promoting health. The programme is intended to complement the national actions 
and policies of the 27 EU countries by adding a European layer. This means that they involve actors 
from diff erent countries and that the project outcomes are benefi cial for several countries and can 
be applied to other countries as well.

The projects in this booklet cover a wide range of health themes, from health information to health 
security. They cover topics such as alcohol commercials, fi ghting obesity, AIDS and organ donation.

Although progress has been made with the previous and the existing Health Programme, the work 
is not concluded yet - an ageing society needs to concentrate on improving the health and safety 
of its citizens consistently. This is why the European Commission has proposed a new Health 
Programme to start in 2014 which will continue the path we have taken with the fi rst two Health 
Programmes and will help to face future health challenges all over Europe. 

European Commission 
Director-General for Health and Consumers

Foreword
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HANCPtool.org , a tool for small and medium sized companies 
to reformulate processed foods and meals. FOOD PRO-FIT

SUMMARY 
The  European FOOD PRO-FIT 
project contribute to the 
prevention of obesity and 
overweight problems by 
stimulating food innovation and 
reformulation among  SMEs
working in food service 
provision, thereby offering a 
wider choice of healthy  food 
products to  consumers and 
companies. Besides , it allowed  
users to make a better decision 
concerning  their heath

CONCLUSIONS

The  European FOOD PRO-FIT 

project increased knowledge and 

awareness of healthier food  by both 

enterprises and consumers. 

http://hancptool.org Web2.0 tool 

empowers SME users to reformulate 

food, especially food delivered by 

mass caterers, supporting the 

characterization of the health effect 

in salt-reduction programs as well as 

fat tax initiatives

WP COORDINATION  
Mainly, these tasks were carried out :
- Guarantee the project objectives 
fulfilment.
- Connexion among the partnership and 
the EAHC.
-Leadership of partnership and  pilot 
meetings. 
- Creation of the corporative image of 
the project
-Creation of the project’s website
-Involvement in related events and 
other meetings of EU projects

RESULTS.
Reduction of nutritional risk by 100g 
of average recipe  and diet

RES
ULTS.
Reduction of nutritional risk 

by 100g of average recipe  
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WP EVALUATION .
With more than 3.600 visits  to the 
website and its tools,  2.000  recipes 
were added  across  the  world  from 
Dec. 2009 to Nov. 2010  showing  that 
the implementation of the HANCP tool 
for SMEs was very successful is 
strengthening  its importance as a  tool 
to improve in the  future the diet quality 
in Europe but with a new approach 

WP DISSEMINATION 
The Communication Strategy Plan, 
established the general parameters that 
guided the communication developed in 
the project. The main ideas were 
identified; this way, the mission, vision 
and values were defined together with 
the general and specific objectives

METHODOLOGY
The project performed a study of 
consumer habits, awareness 
food production conditions and 
developed a computer tool 
based in the Hazard Analysis 
and Critical Control Points 
methodology applied to the 
nutrients qualitative and 
quantitative food composition   

OBJETIVES 
- Evaluating nutritional risk in 
Saturated Fatty Acids, Free 
Sugars and sodium
- Improving the nutritional profile 
of products and recipes 
- Making easier the healthiest 
choices selection

AKNOWLEDGEMENTS
Ingrid Keller & Antoinette Martiat
EAHC– DGSANCO  Commission  

Beneficiary Regional Ministry of Health of the Balearic Islands , Spain
Associated partners • University of Vienna, Austria • Institute of European Initiatives, 
Poland  • European Business Centre, Germany • Ministry of Health, Cyprus • Region 
of Crete, Greece  • Agency for the Support of Regional Development, Slovakia • Hotel 
Faculty of the Balearic Islands, Spain 

Project co financed from the EU Public Health Programme 2006 
Duration 38 months , Nov. 2007  to Dec 2010
Cost: 1,264,762€
60% Co-funding from the Commission

Contact Person: Toni Colom  colomantoni@gmail.com
Web site: www.foodprofit.org www.hancptool.org





AIDS&Mobility Europe 2008-2011
Authors: Ramazan Salman, Dr. Matthias Wienold, Matthias Wentzlaff-Eggebert, Martin Müller, Ahmet Kimil (EMZ, Hannover); 

Ilaria Uccella (NIHMP); Anna Lucia Cardoso (EATG, Brussels); Peiro, Maria José (IOM, Brussels); Kültegin Ögel (Yeniden, Istanbul); 
Henrik Overballe (AIDS Fondet, Copenhagen); Jury Kalikov (AIDS-i Tugikeskus, Tallinn); Bryan Teixeira (NAZ Project, London)

Main Beneficiary: Ethno-Medizinisches Zentrum e.V.

Summary

The AIDS&Mobility Europe project 2008-2011 (A&M) was co-
funded by the Executive Agency for Health and Consumers
(EAHC) at the European Commission, the State of Lower
Saxony, the City and Region of Hanover as well as the
Portuguese High Commissariat for Health. Associated project
partners in six European cities worked with migrant
communities using capacity building through transcultural
mediators to reduce HIV infection risk. Each site convened a
group of relevant local stakeholders to serve as a platform for
recruiting mediator trainees and for ensuring that local efforts
are well integrated into related local activities in the fields of
health, social services and migration in general, and HIV and
young migrant and mobile populations in particular.
The transcultural mediator approach aims to improve health
literacy and HIV awareness by involving migrants themselves
in undertaking research and delivering health promotion to
their own communities. After participating in training and
receiving their transcultural mediator’s certificate, this group
initiated, organized and conducted education sessions in
twenty community languages overall, informing their
communities about HIV/AIDS prevention and related topics.
The Ethno-Medizinisches Zentrum e.V. (EMZ) centrally
evaluated the training and the community education sessions
using standardized questionnaires. Separate, overarching
work packages on evaluation, networking, capacity building,
dissemination and policy development support the model and
continue the work of previous A&M projects.

Conclusion

This systematic approach builds the capacities of individuals
and organizations to meet HIV prevention challenges for
migrants, mobile populations and ethnic minorities with
professional methods in a wide range of settings. Effectively
educating young migrants has the potential to lead to more
sustained prevention. The A&M Master Toolkit provides all the
necessary documents for local adaptation of the transcultural
mediator approach and should be used strategically across
the WHO-Europe Region. Increasing efforts in community-
based HIV prevention can also serve to enable young
migrants to commit to promoting health in a wider sense
among their communities. The IOM (Policy Development WP
leader) has developed recommendations for EU member
states and for the EU as a whole stressing, among other
things, the inclusion of ethnic minority communities, culturally
sensitive communication on HIV, public funding and
mainstreaming of peer to peer education approaches in
health systems.

Methodology

Within the three-year project, the network adapted evidence-
based transcultural mediator training on HIV to local
circumstances and implemented it in six sites across the EU
and Turkey. This process was then evaluated for its impact.
Project partners adapted the initial model according to their
strengths, needs and interests, collectively monitoring the
process to ensure the preservation of the original method’s
core elements. Analysis was based on evaluation data, site
visits, transcripts, presentations and minutes. To support
sustainability, project work focused on capacity building,
dissemination, policy development, producing the guiding
Master Toolkit, evaluation and coordination.

Work Package Coordination

The EMZ had the overall coordination of the A&M wwork
packages. The objective of the coordination was to provide
and overall management to the project related activities of
A&M, to establish the management framework and coordinate
the work streams, to monitor compliance with guidelines,
timeframe and reporting, to provide financial management, to
report to the EAHC and to secure and enhance the
sustainability of the network.

Work Package Dissemination

The project made significant efforts to publicize its intentions
and activities in relevant circles at the local and at the
European level. Project partners presented abstracts and
reports on the project at a range of international and
European conferences, meetings and through their own
networks. The 12 issues of the A&M newsletter were not only
distributed to the mailing list, which grew from 500 working
email addresses at the beginning of the project to 1078 at the
end of the funding period, but also at a wide range of relevant
conferences and events, including the European AIDS
conferences in Vilnius 2009 and Tallinn 2011 as well as the
International AIDS Conference in Vienna in 2010, at the
European HIV Think Tank and Civil Society Forum meetings
and at the project’s main policy event in the European
Parliament in Brussels. Further the project was presented at
the Correlation II Network final conference 2011 in Ljubljana
and the EUPHA Conferences 2010 in Pecs and 2012 in Milan.

The project maintains its own website www.aidsmobility.org
and has a permanent profile on AIDS Action Europe’s website
www.hivaidsclearinghouse.eu to complement its other
dissemination strategies. Feedback from relevant networks
and through discussions at the implementation, program and
policy levels indicate that the project is well known and that
policy makers and other stakeholders are taking the model
into consideration.

Work Package Evaluation

The associated partners themselves, under the guidance and
with the support of the EMZ, the National Institute for Health,
Migration and Poverty (NIHMP) in Rome (WP leader), and
supported by an independent consultant, evaluated the
project on several levels. Firstly, NIHMP conducted a
literature review of similar models and their effectiveness.
Secondly, it produced a process evaluation of mediator
training implementation including the quality of coordination,
collaboration and communication among the partners.
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We thank the following organisations and individuals for their valuable work
and contribution: AIDS & Mobility Europe associated project partners:
European AIDS Treatment Group (Anna Lucia Cardoso, Anna Zakowicz,
Ruben Alonso), Fondet til bekaempelse af aids (Hendrik Overballe),
International Organization for Migration (Maria Jose Peiro, Roumyana
Benedict), National Institute for Health, Migration and Poverty (Ilaria Uccella,
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Results

In Copenhagen, Hanover, Istanbul, London, Rome and Tallinn
members of migrant, mobile population and ethnic minority
populations from more than 140 countries responded to
recruitment strategies. Mediator training promoted
transcultural dialogue (one local coordinator stated: “We didn’t
know that these people would work with us”). The project
trained over 100 mediators who in turn reached more than
3,000 migrants through over 200 local community education
sessions. Certification and compensation of mediators
ensured high professional standards. 50% of participants
were between 19 and 25 years old. The sessions enabled
self-reflection (“I have to reconsider my attitudes.”) and
internal evaluation shows that, despite low basic knowledge
of sexual health, young migrants demonstrated high
motivation to engage in further education. External evaluation
recommends the methods to be used more widely as well as
further research into its impact on behavior at the individual
level. A Master Toolkit including a guidebook on HIV/AIDS in
16 languages was developed.

Project co-funded by the European Union under the Programme of Community Action in the Field of Public Health 2003-2008/ 2008-2013
Start date and duration of project: July 2008 – July 2011 (36 months)
Total cost: (EUR) 832,949.84
Co-funding from the Commission: (EUR) 499,766.31
Leader Organisation: Ethno-Medizinisches Zentrum, Germany
Contact Person: Ramazan Salman (ethno@onlinehome.de)

Management

Programme leader and director: Ramazan Salman

Web site: www.aidsmobility.org
Other Partners: National Institute for Health, Migration and Poverty - NIHMP (Italy), European AIDS Treatment 

Group-EATG (Germany), International Organization for Migration - IOM (Brussels), Yeniden 
(Turkey), AIDS-Fondet (Denmark), AIDS-i Tugikeskus (Estonia), NAZ Project London (UK)

Practical Matters: HIV Prevention with Migrants  for Migrants
Font choice: Arial

Objectives

The objectives of the project focus on the steps required for 
testing the transferability of the transcultural mediator model 
to six different project sites in Europe. This approach is one 
important strategy to address HIV among migrants, ethnic 
minorities and mobile populations, as articulated by the 
overall goal of the project: The main aim of A&M is to reduce 
HIV vulnerability of migrant and mobile populations in Europe.
The project’s target group, according to the project plan, are
migrants: this term is defined as people who experience
language barriers in accessing health services because they
belong to a minority ethnic group. The project has a particular
focus on young people between the ages of 16 and 25
because they are particularly vulnerable to sexually
transmitted infections (including HIV), and because they have
a high capacity to adapt to change and to influence their
social environment. Mediator training and community
information sessions are implemented in Copenhagen,
Hanover, Istanbul, Rome and Tallinn, supported and
complemented by the overarching work packages. In
Brussels the International Organization for Migration had
Policy Development and the European AIDS Treatment
Group the development of the Master Toolkit as work
packages.

A&M associated partner:





A CAMPAIGN AGAINST OBESITY IN CHILDREN AND ADOLESCENTS
Univ.-Prof. Prim. Dr. Robert Birnbacher, MMag. Kathrin Brugger, 

Sanicademia – International Training Academy for Health Professionals EEIG

Management
Leader Organisation: Sanicademia
Duration: 38 months (start date Oct. 2008)
Total cost: 1.054.317,79 EUR
Co-funding from EU: 582.159,30 EUR

Summary

The project “In Form – a campaign against 
obesity in children and adolescents”, an 
interdisciplinary EU-funded project, aimed 
at finding ways to combat obesity in 
children and adolescents. In the course of 
the project a social marketing campaign 
was implemented and based on a manual 
for prevention, diagnosis and therapy an 
interdisciplinary obesity trainer course was 
developed and implemented, including the 
necessary training materials as well as a 
summer camp for children and parents.

Results
- prevention/diagnosis/  

treatment manual
- network of competence centers
- obesity trainer course materials
- pilot obesity trainer course
- two week summer camp for families
- social marketing

- social marketing website
- project website
- articles in local newspapers
- pr-folder
- cookery book in 4 languages
- local prevention event
- 2 international conventions

WP-coordination
- 11 partners from 8 countries  
- management structure: 

- project Executive Committee (PEC) 
- coordinator/project manager               
- workpackage leader

- management structure is based on:
- fast, direct and open communication 
- mediation and consensus

Objectives
The general objective is to develop 
integrated overweight/obesity prevention 
and treatment strategies for children and 
adolescents. Implemented beyond project 
time in the participating countries, these will 
contribute to combating the childhood 
obesity epidemic in Europe.

Specific objectives:
1. european interdisciplinary manual
2. european interdisciplinary training course
3. social marketing campaign at local levels
4. network of competence centres

Conclusion

- common strategies for partner countries
- raise awareness about the importance of 

healthy lifestyle
- multidisciplinary nature
- intercultural team
- implemention of new media
- Innovative prevention materials

- motivation for: 
- intensive local work in future
- building networks with
- new local trainer courses planned
- further prevention programs
- further common projects

WP-Dissemination

- project website containing
- general information about the project
- social marketing campaign
- project library for partners 
- information packages

Making the project visible in the public and 
disseminating the results to stakeholders 
via:

- Articles
- Public conferences
- Information pack
- Educations
- Website

Methology

obesity trainer course social marketing website

conferences summer camp in UK

…and further more.

Contact
Sanicademia – International Training 
Academy for Health Professionals EEIG
Nikolaigasse 43, 9500 Villach (AT)

Project Mangager: MMag. Kathrin Brugger

Mail to: inform@sanicademia.eu
Phone: +43(0)4242/22400

Website: www.sanicademia.eu
www.inform-sanicademia.org
www.informactive.eu

Evaluation
questionnaires and interviews with:
- network members
- children (participating summer camp)
- parents (participating summer camp)

physical evaluation of:
- children (participating summer camp)
- parents (participating summer camp)
- children and parents participating in the 

The results were evaluated by 
Sanicademia and UMC and presented in 
the final report.

2008

WP 4: Status quo analysis 

110201029002
Final ConferenceInterim public Conference

WP 1: Coordination of the project

WP 2: Dissemniation of the results

WP 3: Evaluation of the project

WP 5: Social Marketing Campaign

WP 6: Development of prevention and treatment manual

WP 7: Development of training course materials, hold course and course accreditation

WP 8: Establish network of competence centers

* Project co financed from the EU Public   
Health Programm 2008-2013









EUREGIO III: lessons learned about 
improving investment in regional health 

systems using Structural Funds
Authors: Prof Jonathan Watson*, 

Barrie Dowdeswell** and Edit Sebestyén*

Main bene  ciary - Health ClusterNET* (United Kingdom) 
Associate Partners - ECHAA** (Netherlands), EMK-SU (Hungary), U-Maastricht (Netherlands), U-Liverpool (United Kingdom), REGVEN (Italy)

The project was funded to explore and assess the use of Structural Funds for 
health investment in the 2000-2006 and 2007-2013 SF cycles. During the pro-
ject all EU regional health systems were facing signi  cant change: demographic, 
epidemiological, technological and economic. Project evidence identi  ed impor-
tant precedents and learning experience for the future. Speci  cally, driven by 
economic conditions and demands from the „better informed” public – invest-
ment strategies must address at minimum:

 The rapidly changing demands on healthcare services in particular an ageing 
population (healthy ageing) and the rise in chronic illness are necessitating 
signi  cant investment in changing the way services are delivered
 A slow down (and possible reduction) in new resource availability – likely to 
be particularly acute in the capital sector due to the problems arising from the 
credit crisis require major changes in the way we design and  nance hospi-
tals and other health facilities
 The EU Council Conclusions call for reform of health systems to move on 
from an unsustainable hospital-centric model towards more sustainable and 
effective integrated care systems
 The reinforcement coming from the new Cohesion Policy draft guidelines 
underpinned by EU2020 which in turn highlight speci  c areas of concern and 
opportunity e.g. innovation, healthy ageing, eHealth
 The need for health investment to make a greater economic related contribu-
tion to growth.

Unfortunately, our evidence indicates that the public (including SF) health sector 
is short of relevant capacity and structures to achieve these results. In contrast, 
the very few exemplars identi  ed by EUREGIO III tend to have common charac-
teristics:

 An understanding of how to assess and manage future risk
 Effective stakeholder accountability
 Economic and outcome related return on investment.

To contribute to improving the effectiveness of the SF process within the health 
sector through:

 A retrospective evidence based review of the SF programme cycles for 2000/6 
& 2007/13 through:

 Thematic analysis of representative case studies
 Contribution from delegates attending EUREGIO III workshops and 
masterclasses
 Desktop research (stakeholder analysis and capacity building audits) and 
other empirical evidence

 Recalibration of the project mid-term to recognise the extent to which 
pressures are building within health systems, in particular:

 Ageing populations and the related rise in chronic disease
 Costly technological advances
 Patient demand driven by better information and by less healthy lifestyles
 Legacy priorities and  nancing structures that are not suited to today’s 
needs

 Anticipating the growing impact of a recessionary biased economic outlook, 
in particular public spending austerity and acute shortage of capital invest-
ment resources 
 Provide policy brie  ngs for relevant EU Directorates and MS that is useful in 
shaping future SF policy and strategy.

Although the project involved a diverse range of case studies, thematic analysis 
demonstrated consistent themes:

 The SF structure and process tended to self limit the scope of projects, in 
particular a predisposition towards mono-focus stand alone investments 
often only loosely connected through overarching programmes
 This in turn limited the effectiveness of policy implementation in particular 
whole system reform
 Unresolved con  icts between tactical spending to resolve short-term 
problems and strategic investment aimed at change and sustainability, few 
projects bridged successfully between these needs 
 Weakness in knowledge and capacity to plan, manage and implement 
complex large scale investments, in particular infrastructure and whole 
systems eHealth projects
 Weak or non-existent ex-ante evaluation, in particular relating to infrastruc-
ture and eHealth, focus tended to be on delivery on time and on cost as 
opposed to operational effectiveness and delivery 
 Lack of relevant data and information about the relationships between inputs 
and outcomes mitigating against measuring results and value for money
 It did not prove possible to undertake meaningful comparative benchmarking 
between projects because of the weakness in data availability and ex-ante 
evaluation.

The results of the project demonstrate the need to improve substantially the 
effectiveness of structural fund investment in the health sector. 

 SF investment is faced with hitting a fast moving target:
 Overcoming severe and debilitating legacy problems resulting from 
previous underinvestment, in particular health infrastructure
 Embedded health pressures: ageing, chronic illness, technology, 
workforce
 Superimposed pressures: the economic crisis

 Future SF investment strategies will need to be:
 More adaptable and dynamic to respond to the changing demands, 
priorities and resource outlook of a 21st century health system
 More integrated to create the tipping point for structural reform and 
process change to improve affordability, quality, accessibility and sustain-
ability
 Incorporate smart innovation principles in particular relating to partner-
ships with the private sector and in contributing fully to economic growth 
– enacting the health is wealth ethos in more direct and measurable terms
 More results orientated in terms of project delivery and performance. 
Greater rigour will be needed to meet the challenges set by strengthened 
conditionalities.

Project  ndings have informed the following:

 Interim  ndings were incorporated in the Hungarian Presidency programme 
for health and subsequently endorsed in the EU Council Conclusions (6 June 
2011)
 A WHO/EU Equity project brie  ng – Opportunities for health systems to in  u-
ence the use of Structural Funds to reduce health inequities in the European 
Union
 Design and focus of the HealthEquity-2020 project (started July 2012) assist-
ing EU10 member states/regions to develop evidence-based action plans on 
reducing health inequalities, which also informs use of structural funds 
 An introductory guide for DG REGIO desk of  cers – Health infrastructure and 
health service priorities in the post 2013 programming period in convergence 
regions
 The  nal results of the study and accompanying case material is proving an 
importante evidence base for the EU Council High Level Re  ection Process 
sub-group charge with – “De  ning success factors for the effective use of 
Structural Funds for health investments” 
 Initial steps by the Task Force on European Pension Funds Investment in 
Common Good Innovation to assess the feasibility of long-term investment in 
regional health systems innovation plans.

SF Managing Authorities and intermediaries (such as MoH) should consider the 
following when preparing health investment priorities for partnership contracts 
and operational programmes during SF negotiations: realistic starting points, 
commitment to transformational change, affordable investment priorities, sus-
tainable investment and address health inequities. 

Building on EUREGIO III evidence aligned to the draft Cohesion Guidelines and 
EU 2020 priorities, a strategic framework for health investment using structural 
funds should address the following:

 Understanding the context 
 The economic crisis   and impact on growth and employment

 Needs assessment and concept development
 Undertake an assessment of adequacy and sustainability of social protec-
tion and pension systems, and identify ways to ensure better access to 
health care systems

 Strategic priorities - and policies
 Social – Equality of Access and Quality – integrated models of care
 Economic – Fiscal consolidation and long-term  nancial sustainability will 
need to go hand in hand with important structural reforms, in particular of 
health care

 Operational measures
 Enhancing access to ICT  – promoting online health
 Healthy ageing programmes
 Stimulating ef  ciency – effective innovation, technologies, service delivery 
models, infrastructure

 Evaluation and accountability  – an effective monitoring and review system.

Several work packages informed an evidence-based & outcome related review 
(WP4-6 and 8-9). Selection and analysis of cross sectional representative case 
studies included non-SF projects that displayed smart innovation. The inten-
tion here was to benchmark SF investments against recognised good practice 
exemplars. There is a strong bias towards infrastructure and eHealth as critical 
factors in future reform-based investment (see Table 1).

Table 1: 
Relationship of case studies to new priority focus areas identi  ed by 

EUREGIO III, EU Council Conclusions (6 June 2011) and draft 
Cohesion Policy 2014-2020

CASE STUDY
Healthcare re-

form and master-
planning

Integrated 
care

eHealth and tech-
nology innovation 

and integration

Healthy 
ageing

Hospital 
development / 
redevelopment

Hungary
masterplanning *** **

Slovakia
masterplanning ***

Kymenlaakso, Finland
masterplanning *** ***

Brandenburg,
Germany

Cardiovascular care
** *** ***

Sicily
  Health needs assessment
 Technology assessment
 Technology investment

* * ***

Norrbottenland, 
Sweden eHealth *** ***

Greece, 
Cancer Centre ***

Slovenia, eHealth ***

Poland, Hospital Investment **

Greece, Mental Health, 
Autism Services *** **

Summary

Objective

Methods and means 

Analysis of evidence

Findings

Impact

Conclusions

Acknowledgements

Figure 1: The CONCEPT model of analysis
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Project co-  nanced from the EU Public Health Programme 2008-2013  
Start date and duration of project: January 2009, 36 months 

Total cost:  1.441.884 EUR    
Co-funding of the Commission: 866.847 EUR  

Leader Organisation: Health ClusterNet (HCN), United Kingdom        
Contact Person: Professor Jonathan Watson, HCN 

(jonathan@healthclusternet.eu; info@healthclusternet.eu)

Collaborating partners: 
Ruppiner Kliniken GmbH  Brandenburg/UMC Potsdam

Hungarian National  Development Agency  Human Resource Development Programme 
Polish Ministry of Regional Development  Department for Coordination of Infrastructure Programmes

Ministry of Health of the Slovak Republic  Unit for Structural Funds 
Ministry of Social Affairs of the Republic of Estonia, Ministry of Health of the Republic of Bulgaria

Assembly of European Regions, European Investment Bank, EUREGHA
EUROHEALTHNET, European Association of Development Agencies
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www.euregio3.eu 

DG Health and Consumers

This project could not have achieved its timely impact without the commitment, 
expertise, intelligence and insight provided by project partners, EC line 

Directorates (SANCO, REGIO & EMPLOY), and the full support and contribution of 
the regions/organisations responsible for the selected case studies. 

We also bene  ted from the thoughtful and stimulating work of the team at Imperial 
College London, Dr. Miklós Szócska, Hungarian Minister of State for Health, 

and ultimately EAHC Project Manager, Georgios Margetidis.





www.orpha.net

The reference portal for information on rare diseases,  

expert services and orphan drugs in 38 countries

Orphanet teams present in 38 countries to collect information
on expert services and R&D 20,000 users per day from over 200 countries

Start date and duration of project: 01/04/2011; 36 months
Total cost:  7,229,749.00 €
Co-funding from the Commission: 3,295,857.00 €

Leader organisation: INSERM (Institut National de la Santé et de la Recherche Médicale)
Contact person: Ségolène AYME, segolene.ayme@inserm.fr
Web site: www.orpha.net
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You feel
ill…

Visit your
doctor…

The doctor
does some

tests…

…and says:
you have
anaemia!

The doctor
prescribes
iron pills…

With the
right diagnosis,

you feel

better!

Rare Anaemias
vicious circle

Health and
Consumers

European Network for Rare and Congenital Anaemias
www.enerca.org

Summary
ENERCA started back in 2002 with the
purpose of offering an improved health
service for patients with rare anaemia.
ENERCA 3 (2009 2012) aims to create a
European Reference Network of
Expert Centres on Rare Anaemias and
provides both information and
services in every aspect of rare
anaemia to health professionals,
patients, citizens, authorities and
pharmaceutical industry managers.

Acknowledgements
Project co financed from the EU Public Health
Programme 2008 2013
Start date and duration of the project: June 1st
2009 – 3 years
Total Cost: 2.022.625 €
Co Funding from the Commission: 1.193.800 €
Leader Organization: Hospital Clínic de Barcelona
Contact person: Prof. J.L Vives Corrons
Website: www.enerca.org
Other Partners: 24 associated partners and 24
collaborating partners

Coordinated by:

Objectives
• Creation of a European Reference Network (ERN)
of Expert Centres in Rare Anaemias
• Harmonization of procedures & Epidemiological
surveillance
• Continuous medical education & public awareness
• Promotion of relationships with patients’
associations
• Promotion of experts research and cooperation
• Consolidation of the ENERCA web site services

Conclusion
The consolidation of a ERN of Experts Centres
in Rare Anaemias is a crucial step to improve
the services for clinical management of these
diseases. The opportunities to undertake
innovative and useful actions based on the
ERN are enormous. After 10 years of work,
ENERCA offers a solid platform to develop
multidisciplinary initiatives for tackling rare
anaemias.

WP Coordination
• Project management, quality assurance
and assessment of progress and results.
• To guarantee the compliance with the work
plan and to achieve the real coordination.

WP Dissemination
• To get the critical mass of interest
necessary for the project success.
• To organize two European Symposiums on
Rare Anaemias.
• Promotion of ENERCA website services.

WP Evaluation
• Monitoring the general Project’s
management and evaluating its progress.
• Evaluation programme for detecting partial
progress failures or weak points in order to
implement corrective measures.

The achievement of objectives, outcomes and
impact of the project is very satisfactory.

Methodology
Core Work Package
WP1 Networking of expert centers
WP2 Quality of patient care
WP3 Education and training

Public health issues / management of patients
with:
WP4 Sickle Cell Disorders
WP5 Thalassaemia
WP6 Very Rare Anaemias

Horizontal Work Package
WP7 Project Evaluation
WP8 Project Dissemination
WP9 Project Coordination

Results
• Publication of a White Book for the recognition of centres of
expertise and creation of a ERN on rare anaemias
• Production of a catalogue for External Quality Assessment
schemes available in Europe and implementation of new ones
• Contribution with the ICD 11 classification of rare anaemias
• Creation of up to 62 rare anaemias’ card including definition,
diagnosis, treatment and inheritance in seven languages,
ORPHA, MIM and ICD codes.
• Inventory of centres, health professionals and patients’
associations through Europe
• Publication of ENERCA recommendations on diagnosis and/or
therapeutic procedures in rare anaemias
• Organization of three European and two national training
courses on specific rare anaemias diagnosis and management.
• Celebration of two European symposium on rare anaemias
co organized with national patients’ associations (Spain and
Bulgaria)
• Creation of educational material: video on
haemoglobinopathies, comics
• Creation of a Intranet with collaborative diagnostic tools for
the project partners

Management
Executive Agency for Health and

Consumers

Coordination (Hospital Clínic of Barcelona)

Executive Committee (Work Package
leaders)

Steering Committee (all partners)









DETERMINE builds on and stimulates action on the social determinants of health and on health inequalities in the EU 
and its Member States, by bringing together a Consortium of over fi fty bodies within the EU.  The Consortium advances EU 

work on Health Equity and on Health in All Policies (HiAP).

The Consortium’s activities are undertaken in the context of seven work packages (WP), led by different organisations. 
Overall work is coordinated by EuroHealthNet and the Czech National Institute of Public Health (contract holder), 

in collaboration with an executive group of WP leaders.

4

DETERMINE Consortium - WP 4 
OBJECTIVES

To establish a Consortium comprised of governments, health bodies, 
organisations and institutions from 25 countries, to gather evidence and apply 
what works to improve health through a SDH approach.

OUTCOMES

The DETERMINE Consortium: a sustainable, multi stakeholder partnership that 
has met three times in EU Presidency countries, and an annual report series on 
“Addressing socio-economic determinants of health in the EU”.

Evidence Transferability and 
Cost Effectiveness - WP5 
OBJECTIVES

To develop the current evidence-base on policies which address the socio-
economic determinants of health inequalities, by drawing on expertise of the 
Consortium partners. 

OUTCOMES

A working document on EU governments’ experiences with cross-sectoral 
collaboration to address the social determinants of health inequalities.

A working document on economic arguments that have been used in the EU to 
incorporate a socio-economic determinants of health perspective

Innovative Approaches - WP 6
OBJECTIVES

To identify innovative approaches to change health-related behaviours amongst 
socio-economically vulnerable groups, involving social marketing and public-
private partnerships. 

To promote and reward innovative cross-sector approaches by supporting three 
small-scale pilot projects that take them forward.

OUTCOMES

A working document on social marketing, private/public partnerships and other 
innovative approaches that address the socio-economic determinants for health.

Three innovative pilot actions with potential transferable benefi ts.

Dissemination - WP 2
OBJECTIVES

To further develop a web-based resource of knowledge and tools in the EU 
context on the wider health determinants that will support policy making in 
public health and other policy sectors. 

OUTCOMES

www.health-inequalities.eu  

Widespread dissemination of Consortium outcomes in appropriate media and 
at relevant events.  

Awareness and Capacity Building - WP 7 
OBJECTIVES

To advocate and raise awareness of approaches that address socio-economic 
determinants in health and other relevant policy sectors at the local, national, 
EU and global level and to build the capacity of Consortium members and 
other stakeholders to take action in this fi eld. 

OUTCOMES

An analysis of target audiences based on interviews with policy makers.

Capacity building and awareness raising activities in participating countries 
integrating the project outcomes.

A Final Conference in Brussels (March 2010), bringing together Consortium 
partners and wider stakeholders from various policy sectors.

Evaluation WP 3
OBJECTIVES and OUTCOMES

Ongoing process evaluation of the Consortium’s work, using the principles 
of Action Research (participation in all activities and continuous feedback).

Output evaluation to assess the added value of the Consortium, and the uptake 
of DETERMINE’s outcomes.

Evidence
Transferability

Cost-effectiveness
IPH IE/NI

Innovative
Approaches

3 Pilots
NSMC UK

DETERMINE
Consortium

EuroHealthNet

Dissemination
BZgA DE

Evaluation
Centre for HP FI

Awareness
Capacity building

EuroHealthNet 
IUHPE

Coordination
NIPH CZ

In all EU countries with available data, differences in life expectancy typically 
amount to fi ve years or more and differences in healthy life expectancy 
to ten years or more between people with higher and lower educational, 
occupational or income levels. (EuroThine, 2007). In addition, a systematic 
correlation between health status and social class has been identifi ed in all 
European countries with available data. 

This means that even in relatively wealthy EU countries, a large portion of 
society does not enjoy the right to the highest attainable standard of physical 
and mental health.

Summary pathway and 
mechanisms of social 
determinants of health 
inequalities. Developed 
by: WHO Commission 
on the Social 
Determinants of Health 

The conditions in which people live and work can help to create or destroy 
their health – lack of income, inappropriate housing, unsafe workplaces and 
lack of access to health systems are some of the main social determinants 
of health leading to inequalities within and between countries. (WHO 
Commission on the Social Determinants of Health, 2006.) 

All policy areas, not just the health sector, are responsible for health and 
health equity. This calls for a collaborative approach.

The WHO Commission on Social 
Determinants of Health (2005-2008) 
brings together evidence on policies that 
improve health by addressing the social 
conditions in which people live and work. 
It is chaired by Sir Michael Marmot and is 
comprised of twenty leading scientists and 
practitioners throughout the world. Amongst 
the goals of the CSDH is to help build a 
sustainable global movement for action on 
health equity and social determinants. 

www.health–inequalities.eu

DETERMINE 
Consortium Members

Interested in learning more about 
DETERMINE and its outcomes? See: 

Total cost: Subsidy from the Commission: 907,359.00
Leader Organisation: Contact Persons: Ingrid Stegeman (i.stegeman@eurohealthnet.eu) and Dr. Hana Janatova (janatova@szu.cz)

The project has received funding from 
the European Commission.

Governance
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EUROPEAN LIVING DONOR PSYCHOSOCIAL FOLLOW-UP
ELIPSY PROJECT

Manyalich, M.; Menjivar, A.; Yucetin, L.; Dias, L.; Legendre, C.; Hiesse, C.; Papachristou, C.; 
Fehrman-Ekholm, I.; Kvarnström, N.; Ballesté, C.; Paredes, D.; Revuelta, I.; Diekmann, F.; 

Peri, J.M.; Torres, X.; Rimola, A., Fondevila, C. 

Hospital Clinic of Barcelona, Spain;  Centro Hospitalar do Porto, 
Portugal; Hôpital Necker Enfants Malades, Paris, France; Charité
University Hospital Berlin, Germany; Sahlgrenska University Hospital,
Göteborg, Sweden. 
Collaborative partner: Medical Park Antalya Hospital Complex, 

Turkey; 

To contribute guaranteeing a high quality of living organ donation 
programs by creating an assessment/follow-up model for the LD’s
psychosocial well-being and quality of life, including the impact of 
the recipient’s outcome on the donor and the donor’s perception of 
the process.

ELIPSY is a project co-funded by EU  Public Health Programme 
which aim is to contribute guaranteeing high quality of living organ 
donation programs by creating an assessment model for the Living
donor ´s (LD) psychosocial well-being and quality of life, including 
the impact of the recipient’s outcome on the donor and the donor’s
perception of the process.

The harmonisation of LD psychosocial follow-up among Europe 
will guarantee a high quality model for living donation programs.

INTRODUCTIONINTRODUCTION

RESULTSRESULTS

METHODSMETHODS

Current psychosocial 
follow-up practices

Donor Follow-upRecipient Follow-up

METHODOLOGY OF THE WORK

Current psychosocial 
follow-up practices

Donor Follow-upRecipient Follow-up

METHODOLOGY OF THE WORK

Prospective study
Compare the psychosocial well-
being and quality of life of the 
donors before and 1 year after 
donation. 

The impact of donation, 
including the impact of the 
recipient's outcome on the living 
donor well-being. 

Retrospective study 
o Assessing the long-term impact of 

donation and the impact of the 
recipient’s outcome on the donor. 

o Psychosocial well-being, quality of 
life and impact of recipient’s 
outcome data will be collected to 
the donors who donated one, three 
and five years ago.

Project co financed from the EU Public Health Programme 2008-2013. Starting date  December, 2009. Duration of the project  30
months. 
Total cost : € 498.835,00. Co-founding from  the Commission € 299.188,00. 
Lider organization: Hospital Clinic of Barcelona, Spain.  Contact person: Marti Manyalich.          Website: www.eulivingdonor. eu

WP DISSEMINATIONWP DISSEMINATION

WP EVALUATIONWP EVALUATION

WP COORDINACIONWP COORDINACION

Regular communication with the partners
Build up working plans and define deadline
Organize meetings

DIRECTED TO MEDICAL AND SCIENTIFIC COMMUNITY

OPEN PUBLIC AND MASS MEDIA

DISSEMINATION MEANS:  International Congress
International Journals
Web page
Mass Media activities

Manual/Guide for the internal evaluation 
Evaluation criteria : Efficacy 

Impact
Transferability
Lessons learned
Conclusions and recommendations 

Design and creation of the tools 

Survey about current psychosocial assessment practices
Questionnaire for the preoperative psychosocial assessment 
Questionnaire for the post-operative psychosocial follow-up
Survey of recipient follow-up  to correlate the recipients outcome   

with the psychosocial wellbeing of the donor

Development and standardization of the methodology to be  
used  for the e LD psychosocial follow-up

CONCLUSIONCONCLUSION



Project co financed by the EU Public Health Programme 2003-2008

Starting date and duration of project: March 1st 2008, 36 months Leader organisation: Sanquin Blood Supply Foundation
Total cost: € 862,073 Contact Person: e.wagenmans@sanquin.nl
Subsidy from the Commission: € 500,000 Web site: www.domaine-europe.eu

European project

DOMAINE is a European project, focusing on good blood donor management. It is carried out by blood 
establishments from 18 European countries, the Thalassaemia International Federation and the South-eastern 
Europe Health Network and is coordinated by Sanquin Blood Bank South East Region in the Netherlands. 

The most efficient and secure way of creating a safe and sufficient donor population is the development and 
adoption of European good practice and cooperation between blood establishments and professionals at European 
level. DOMAINE aims to achieve good practice in donor management. 

* Austria, Belgium, Cyprus, England, Estonia, Finland, France, Germany, Hungary, Ireland, Malta, the Netherlands, Northern Ireland, Portugal, 
Scotland, Slovenia, Switzerland, Wales    ** Thalassaemia International Federation

Comparing and recommending good donor management practice
W.L.A.M. de Kort, I.J.T. Veldhuizen, E.T. Wagenmans

Rationale

- European population is ageing
- Demand for blood products is growing
- Number of potential donors is decreasing
- Large group of multi-gallon recipients
- Need for adequate blood donor management

Method

• Performing a Survey on current practice in European 
blood establishments, including practices geared to 
promoting voluntary unpaid donations

• Developing a Donor Management Manual in several 
European languages, identifying and recommending 
good European practice for donor management with 
respect to:
1. donor recruitment
2. donor retention
3. donation procedures, including deferral policy
4. patients requiring long-term transfusion therapy

• Developing a Training Programme which will assist 
blood establishments within each EU member state to 
implement Good Donor Management

Current project phase: Final Reporting

The Donor Management Manual was published 
in June 2010. It was launched during the XXXIst

International Congress of the International 
Society of Blood Transfusion in Berlin on June 
26th. It is available on the DOMAINE website 
(www.domaine-europe.eu). 

The project is at its final stage. A training 
programme that will disseminate the manual’s 
information to professionals in blood 
establishments throughout Europe has been 
developed. This training programme (TP) aims at 
executive staff in donor management. The first 
TP has been very successfully presented at the 
XXIst Regional ISBT Congress 2011 in Lisbon 
(P). More TPs have been scheduled already and 
will be scheduled on a regular basis.

Every year in Europe

For 509,000,000 inhabitants
- 3,800,000 patients requiring blood products
- 10,700,000 blood donors
- 19,000,000 blood donations

Training ProgrammeSurvey

2008 2009

Manual

2010

Current phase



The COORENOR project
Coor  a European n a ve a on  Na ona  
Or an za on  for OR an Tran p anta on
C. Carella, P. Di Ciaccio, A. Nanni Costa, Italian onal Transplant Centre, Italy

MANAGEMENT & COORDINATION
All the Associated partners met every 4 months to
review progress in all o he work packages. The
coordin ng partner, CNT, maintained contact with
partners mainly through emails and provided
technical suppor o all work packages for the
circul on o he surveys through the 27 European
Competent Authori es for organ and for the
administr ve management o heir budgets and

g requirements.

SUMMARY
COORENOR is a 30 months project (from June
2010 – to December 2012). The general aim of
this projec s to establish a coordinated
network between nal programmes
exi ng in the p ci ng European Member
States in the eld of organ transplan on,
taking into account some major issues such as
cadaveric d on, living d on and cross
border organ exchange.

RESULTS
1. Overview of onal/ onal/

regional/ local transplant programmes in 
EU and analysis of organi onal 
systems: recommenda ons on further 
ini ves and future work.

2. Overview on the deceased don on and 
public campaigns within the EU member 
states.

3. Common strategy for enhancing Living 
Kidney Don on within the EU member 
states.

4. S ng up of an IT web portal for the 
cross border organ exchange.DISSEMINATION

The outputs of the project were disseminated in a 
number of ways: 
- The project website
- Prese  at intern l ngs
- n of the project 

brochure to all EU 
Competent Authori es
for organs

- Prese  at local 
events and
congresses

OBJECTIVES
The projec s coordina ng the e orts of
organi ons based in countries which joined
the European Union during the las en years
with those of organ don on and
transplan on bodies that have a
consolidated experience in cooper
together in this speci c eld. A main objec e
is the de ni on of shared and feasible best
prac ces and guidelines in the eld of organ
transplan on. In countries in which organ
transplan on is already a well-established
and organized ity, the c n of
best possible strategies will have a posi ve
e ect on quality and coordina on, whereas for
those where some programmes are not yet
fully developed the project served as catalyzer
of e g ve synergies.

METHODOLOGY
An overview of g ons was
performed under erent WPs: legal and
clinical co s for death diagnosis and
organ don on, parameters for clinical
evalua n o iving donors and existence of
follow-up registries, current volumes of cross
border organ exchanges. Recommen ons
have been dra ed on each single topic,
whereas a country pro le was drawn up under
the WP on exis ng transplant programs.

CONCLUSION
The history of c n among the EU
member states goes back to European
Transplant Network ac v es and ALLIANCE-O
projects.
Star g from the membership o hese
previous projects, COORENOR enlarged its
border establishing not only a network
between onal transplant Organiza on but
becoming itself a bridge between the past
experiences and the future networking of
Competent Authori es in the Joint on.

ACKNOWLEDGEMENTS
The Project partners are very grateful to the
European Commission for providing nancial
support and for using the project outputs as
the basis for developing further ini ves.

EVALUATION
All the project aspects were evaluated.
Qu onnaire were also circulated during the
me ng by the evalu ng partner in order to
inves gate the level of s sfac on of each partner.

version o nal deliverable were provided to
the evaluators who gave sugge n during each
me ng. Final deliverable will be evaluated by the
advisory board and shared through the scien c
community.

Project co- nanced by the EU Public Health
Programme 2008 - 2013
Star ng date: June 2010. Dur n 30 months.
Total costs: 1.424.215,95
Subsidy from the Commission: 799.145,08 

Leader organiza on: Italian l Transplant 
Centre – Italian l Ins tute of Health 
(CNT-ISS), Italy
Contact persons: Alessandro Nanni Costa, Paola 
Di Ciaccio

Other partners: 
Országos Vérellátó Szolgálat - Hungary
Agence de la Biomédecine - France
Medical University of Warsaw - Poland 
Koordinacni Stredisko Transplantaci - Czech 
Republic
Poltransplant  - Poland
Eurotransplant

Pauls Stradins Clinical University Hospital, Latvia 
Transplant on Center - Latvia
Lithuanian l Transplant Bureau -
Lithuania
Fundeni Clinical Ins tute - Romania
Univerzitna Nemocnica n - Slovakia 



Phase 1: Exploration Phase II: Reports and Guidance Phase III: Dissemination and Training

EU logo
Improving Vigilance of Tissues and Cells applied to Patients in the

European Union : the SOHO V&S Project

Summary
The EU funded project ‘Vigilance and Surveillance of Substances of Human Origin (SOHO
V&S)’ was launched in March 2010 and will finish at the end of February 2014. Co
ordinated by the Italian National Transplant Centre, it is supporting EU Member States in
the development of vigilance systems for tissues and cells that are applied to humans in a
wide range of treatments. The scope includes transplanted bone marrow and cord blood,
skin and bone used in burns treatment and orthopaedic surgery, gametes and embryos
used in the treatment of infertility and corneas, heart valves and vessels used in
transplantation. It has surveyed the situation regarding vigilance in this field in the EU and
has developed specific guidance for the field of assisted reproduction and suspected illegal
activity. Guidance documents on vigilance investigation are under development. Training
courses are being provided to EU tissue and cell Vigilance Officers.

Objectives
The key objective is to develop a shared view of how serious adverse events and reactions
associated with tissue and cell donation or human application should be reported, evaluated
and investigated within the EU. A series of work packages address specific areas of concern:
vigilance in assisted reproduction, vigilance for living donors, how investigation of adverse
incidents such as suspected virus or malignancy transmissions should be carried out, how
best to encourage clinical users to notify adverse outcomes that might be associated with
the quality or safety of the tissues or cells and how regulators should detect and prevent
illegal and fraudulent activity in the field. The project aims to facilitate harmonisation of
terminology and documentation and consensus on how information should be exchanged
between EU Member States, the European Commission and third countries.

Evaluation
All project deliverables have been reviewed and evaluated by an internal evaluation committee
composed of individuals who are not directly involved in the work of the project. Events and
training courses are evaluated by the participants. Two external peer reviewers also review
and evaluate each deliverable. Structured questionnaires are used for all evaluation activities
and the results are analysed and reported by the work package leader, Donor Action.

Conclusions
The application of human tissues and cells in transplantation and assisted reproduction
brings enormous benefits to patients across the EU. Adverse reactions and events are rare
but they need to be detected, investigated and reported so that patients can be protected
and repetition can be avoided. This project is supporting MS in the development of their
vigilance systems, drawing on existing experience and agreeing common principles of best
practice.

WP5 Vigilance of Gametes and Embryos
Gametes and embryos are within the scope of the EU tissue and cell legislation but vigilance issues can be quite
different compared with other fields of tissues and cells. An exploratory workshop with participants from Competent
Authorities the European Society for Human Reproduction and Embryology identified the key issues for vigilance in
this field. A working group then developed a guidance document that explores the types of adverse reactions and
events that should be reported and investigated. The most important ones are mix ups of gametes or embryos
(wrong embryo implanted, ooctyes fertilized with sperm from a different couple, etc.), events involving loss of
embryos due to equipment failure or media defects , genetic transmissions by gamete donation and reactions
associated with oocyte donation. This work was led by the Biomedicines Agency in France.

A new area of the Eurocet Platform
(www.eurocet.eu) has been developed to make
information on tissue and cell vigilance more
easily available to the public

Length of time that EU V&S Systems for
Tissues and Cells have been in place

WP 4 Survey of EU MS
A survey was conducted by the Spanish National Transplant Organisation in all EU MS and showed that vigilance
systems for tissues and cells in the European Union are generally at an early stage of development. There was a need
for guidance and training of Competent Authority personnel, particularly in the investigation of serious adverse
events and reactions. Many MS required reporting of adverse incidents that goes beyond the requirements of the
Directives particularly in relation to donor reactions that do not influence the quality and safety of the procured
tissues or cells.

A Vigilance Manual
for EU Competent
Authorities

Chapters on
• Detection and
Reporting of Serious
Adverse Events and
Reactions
•Investigation of
Serious Adverse
Events and Reactions
•Communication of
Serious Adverse
Events and Reactions

Incorporating
guidance from other
work packages

Consultation ongoing with EU
Competent Authorities during
Summer of 2012

Training Course 1: Ireland June 2012

Vigilance officers from 16
Member States participated
in a 4 week e learning
module and a 2 day
interactive residential course
organised by workpackage 8
leader, the Irish Medicines
Board.

WP 6: Detection and Management of Illegal and Fraudulent Activity
Up to now, most EU Competent Authorities for tissues and cells have focused their efforts on putting in place systems and
procedures to implement the regulatory functions that are required by the tissues and cells Directives, notably inspection,
authorisation and vigilance. Many, however, lack experience and training, as well as procedures to follow, for the investigation of
cases where illegal or fraudulent activity is suspected. A SOHO V&S work package led by the French Agency for the Safety of Health
Products gathered information from MS on cases that have been investigated and concluded, in some cases with enforcement
action. The work package has developed guidance, including tools and recommendations, to support all Member States in this
particular area of work.

The project
has been
presented at
professional
conferences
and described
in many
publications in
Europe and the
USA

The training course
will be repeated in
October 2012 in
Italy for a second set
of Vigilance officers

Final Conference
The Human Tissue Authority in
the UK will host a global vigilance
conference in the last month the
project where the project outputs
will be presented and future
priorities for maintaining and
improving vigilance will be
discussed.

WP 5 Adverse Reactions in Donors
There are different practices in MS regarding the notification of adverse reactions in living donors of tissues and
cells, with some following the Directives very precisely and requiring donor reactions to be reported only where
quality or safety of procured tissues has been influenced and others requiring, or at least accepting, reports of any
donor reactions, regardless of whether tissue or cell quality or safety was impacted. This report summarises the
situation and makes recommendations for a common approach to this issue.

GCSF AT: Reactions to GCSF in autologous patients
GCSF AL: Reactions to GCSF in allogeneic donors
PBSC AT: Toxicity during PBSC collection in autologous donors
PBSC AL: Toxicity during of PBSC collection in allogeneic donors

WP 7: Investigating Serious Adverse Events and Reactions
In 2010, WP7 joined forces with the World Health Organization (WHO) and the Italian National Transplant Centre (CNT) to organise a
major global initiative aimed at raising the profile of V&S of substances of human origin; the initiative was called Project NOTIFY. Ten
international expert groups worked collaboratively on a Google site where over 100 participants (regulators, clinicians, professional
society representatives, scientific experts) inserted and reviewed documented cases of reactions and events across the scope of the
substances under consideration, using published articles and vigilance system reports as their sources. Over 1,500 published
references were inserted on the site. The cases were used as the basis for developing draft guidance on detection and confirmation
of reactions and events, with an emphasis on the key role of the treating physician. Key elements of this guidance are incorporated
in the Deliverable 8 of this project.

Guidance for
Vigilance in

Assisted
Reproduction in

the EU

Tissue and Cell
Vigilance

Manual for
Competent
Authorities

Guidance for the
Detection and

Prevention of Illegal
and Fraudulent

Activities

Vigilance Guidance
for Clinical Users of
Tissues and Cells in

the EU

Vigilance Guidance for
hospitals and clinics
that apply tissues and
cells to their patients.

This document will be
provided to MS for
translation and
distribution to their
hospitals as they wish.

WP 9: Engaging Clinical Users
This work package, led by the Polish partner, addresses
the critical role of the clinical user of tissues and cells in
ensuring traceability at the hospital level and in the
detection and investigation of suspected adverse
reactions. The 4 major professional societies in the field
are collaborating with the project partners to develop
this guidance which will be released at the end of the
project.







European Network for Highly Infectious Diseases

EuroNHID National Institute for Infectious 
Diseases

IRCCS Lazzaro Spallanzani
Rome – Italy

Project Contacts

giuseppe.ippolito@inmi.it

francescomaria.fusco@inmi.it

EuroNHID project Summary
The European Network for Highly Infectious Disease (EuroNHID) is an
network of European experts in the management of patients with
Highly Infectious Diseases.

The main aims of EuroNHID are to enhance and maintain co operation,
communication, and exchange of data and good practices on highly
infectious diseases (HIDs) among infectious disease clinicians,
epidemiologists and public health experts, and to enhance
preparedness and response within Europe to these health threats.

HIDs are transmissible from person to person, cause life threatening
illness, and represent a serious hazard in health care setting and in the
community, requiring specific control measures. These diseases/agents
are: human to human transmissible Viral Haemorrhagic Fevers
(Marburg, Ebola, Crimean Congo, Lassa and South American
Haemorrhagic fever); SARS Co V; Emerging highly pathogenic strains of
influenza virus; Smallpox and other orthopox infections (eg
monkeypox); XDR Tuberculosis; other emerging highly pathogenic
agents, including agents of deliberate release (eg pneumonic plague).

Objectives of the project
The main aim of the project is to conduct an on the field
assessment of current capabilities in isolation, infection control
and HCWs safety in the hospitals designed, in participating
countries, to give care to HID patients.

Specific Objectives:Specific Objectives:

•• Development of specifically designed checklists for hospital
assessment in participating countries;

• Checklist based survey of capabilities and policy in participating
countries. Only High Level Isolation Units/Referral Centres
identified/designed for HID management have been surveyed;

• Identification and assessment of critical points as emerged from
the survey and proposal for affordable improvements

Methodology
During the 42 months, many methodologies have been used in order
to achieve the deliverables of the project.

EuroNHID included 15 EU countries, plus Norway who participated to
the activities of the last year (see map)

For all objectives and activities, a networking approach has been used.
The Coordination Team, helped by a Steering Committee including
partners from 4 countries, developed drafts and proposals, that were
disseminated to and discussed with all project partners. Final
agreements on all issues were reached during extensive discussions at
the general meetings

Coordination Team
The Coordination Team is based in Rome, Italy, at the National Institute for Infectious Diseases
“Lazzaro Spallanzani”, the Italian national referral centre for infectious disease emergencies and
bioterrorism related pathogens. The Coordination tean was helped by a Steering Committee,
nominated at the beginning of the project, including project partners from France, Germany,
Greece and UK, selected on the basis of their experience in the management of HIDs and/or high
level isolation units

Dissemination of the project results
The EuroNHID consortium:

• published 7 articles on scientific, peer reviewed journals , while other papers are currently in
preparations;

• presented 11 oral communications and 9 posters at national and international congresses and
meetings;

• disseminated the results through the project web site

(www.eunid.eu, see “Documents”, registration required)

Main project results
During the first year of project activities, three specific checklists (about hospital resources, infection
control procedures and HCWs’ safety) have been developed as shared and standardized tools for the
assessment of hospital capabilities in dealing with HIDs.

During the second year, the surveys have been performed in the selected isolation units/referral
centres. Totally, 47 facilities have been selected. Data are available from all facilities, 44 of them have
been personally visited by the Project Coordinator, in order to collect standardized data. From 3
facilities, only self fulfilled checklists are available.

During the third and last year a specific feedback has been developed and sent to each surveyed
facilities, in order to identify strengths and weaknesses of each one, to disseminate good practices, and
to suggest affordable solutions for the improvement of the facility.

Moreover, a general Manual on the good management of infection control and HCWs safety in case of
HIDs has been produced, starting from partners’ experiences and expertise and from data emerged
during the surveys. This Manual presents the current European situation and provide expert
recommendations for a safe and appropriate management of these patients in isolation settings

Countries participating in the EuroNHID project

Project evaluation
The final project results comply with all indicators developed at the beginning of the project

Conclusion
The project gives, for the first time, an on the field evaluation
of European resources and capabilities in the management of
HIDs patients. The project identified the main existing gaps,
also.

Imported cases of HIDs are considered very rare events.
Several specific aspects, such as the management of clinical
waste or the policies for hygiene and disinfection are very
rarely described in the scientific papers. For this reason, a
network is essential for the sharing of experiences and the
dissemination of good practices about the management of
HID patients.

The EuroNHID Manual, in our intention, wants to fill an
existing gap in scientific literature. Indeed, some clinical
guidelines for the management of HIDs exist, but few of them
specifically face the isolation, infection control, and HCWs
safety issues. A set of recommendations, based on the large
experience gathered during the survey, on these issues are
still lacking, and thus EuroNHID Manual may become an
important tool for the safe and appropriate management of
these patients.

Project co financed from the EU Public Health
Programme 2008 2013

Start date: July 01, 2007
Duration of project: 42 months
Total cost: 622.093,00 EUR
Co funding from the Commission: 361.970,16 EUR
(58%)
Leader Organisation: National Institute for Infectious
Diseases “L. Spallanzani”, Rome, Italy
Contact Person: Giuseppe Ippolito, MD
Web site: www.eunid.eu
Other Partners:
•Norbert Vetter, Austria;
•Mira Kojouharova, Bulgaria;
•Peter Skinhoj, Denmark;
•Heli Siikamaki, Finland;
•Christian Perronne, France;
•Philippe Brouqui , France;
•Hans Reinhard Brodt and Stefan Schilling, Germany;
•Helena Maltezou, Greece;
•John Lambert, Ireland;
•Robert Hemmer, Luxembourg;
•Michael Borg, Malta;
•Andrzej Horban, Poland;
•Franc Strle, Slovenia;
•Antoni Trilla, Spain;
•Barbara Bannister and Gail Thomson, UK.



Establishment of Quality Assurances for Detection of Highly Pathogenic Bacteria 
of Potential Bioterrorism Risk (EQADeBa)

Summary: 
EQADeBa was a project funded by the 
European Commission on the topic of 
“Establishment of Quality Assurances for 
Detection of Highly Pathogenic Bacteria of 
Potential Bioterrorism Risk“, coordinated by 
the Robert Koch-Institut (RKI), Germany, and 
carried out in cooperation with, originally, 23 
partners from 21 European countries. The 
project started in May 2008 and ran for 36 
months (+3 months prolongation). 

External Quality Assurance Exercises (EQAEs) 
turned out to be an essential tool of any 
quality management ensuring external quality 
control beyond the internal quality control of 
each laboratory. They revealed not only the 
state of knowledge and weak points in 
diagnostics but also directed improvement 
wherever needed or confirmed an existing 
high quality standard.

In this context, a supportive European 
Network for Highly Pathogenic Bacteria 
(ENHPB), capable of identifying  very rapidly 
potential natural or bioterrorism threats, has 
been established.

Ursula Sauer, Daniela Jacob, Anna-Maria Rohleder and Roland Grunow

Management:
Coordinator:        Robert Koch-Institut
Advisory Board = Steering Committee

Objectives 
The general objective of the project was to 
provide the infrastructure for networking and 
to design, organize and manage three External 
Quality Assurance Exercises (EQAEs) for high 
pathogenic bacteria. 
Several meetings mostly combined with 
scientific workshops, training offers between 
network partners, the set up of a repository 
and of working groups on relevant topics 
served as further tools to strengthen the 
network. 

WP Coordination:
The management structure and 
responsibilities were agreed in a 
Consortium Agreement.
The General Assembly was the decision-
making body of the Consortium and 
consisted of one representative of each 
partner:

WP Dissemination: 
The following dissemination means were 
used:

- Interim and final report to EAHC
- Presentations on scientific 

conferences
- Publications in scientific journals
- Website with public and restricted 

domains “RKI EQADeBa”
- Implementation of the EQAE 

experiences into national laboratory 
networks in various countries

WP Evaluation: 
The process was continuously evaluated 
by achievements of milestones, 
performance of meetings including 
agreed protocols, performance of EQAEs
and training.

Results of 3 EQAEs helped to assess the 
current laboratory capabilities. More 
detailed analyses and trouble shooting 
revealed the baseline for individual 
recommendations, correct positive and 
negative results and the speed of 
diagnostics. These data of the exercises 
were compared to evaluate improvement 
and best practices. 

Results: 
•A clear improvement of correct positive and 
correct negative results could be observed 
over the course of the project.

•The speed of diagnostics during the three 
exercises could considerably be improved.

•The major impact, however, has been given by 
personal troubleshooting tailored to the 
partners’ results. Further important factors were 
the exchange of best practices and  
approaches among the partner institutes and 
training offered and made use of within the 
network whenever appropriate.

•Development of a common detection 
strategy as a “Gold Standard” for the 
identification of high threat bacteria.

•Proficiency tests for diagnostics of highly 
pathogenic bacteria were recommended as a
continuous process.

Conclusions: 
The project has collected experiences on 

biosafety, biosecurity, and transportation
issues throughout Europe.

A repository for reference material of 
highly pathogenic bacteria has been set up and 
should be maintained on a long-term basis.

A network of laboratories responsible for 
the diagnostic of highly pathogenic bacteria is 
required in the long run as these bacteria also 
occur naturally with often unknown 
and/or underestimated prevalence.

The network should also be linked with other 
networks, e.g. on viruses and toxins.

The impact of the project in the participating 
countries sets out the future prospects for 
European Reference Laboratories which 
organize and perform quality assurance 
exercises regularly and provide appropriate 
reference materials for validation of diagnostic 
methods and instruments.

Acknowledgements
We would especially like to thank the EAHC for funding and thus 
realizing EQADeBa, but also all partners for their cooperation and 
for the external support of the project by ECDC, SANCO C3, DG 
ENTR, WHO and EUROPOL.

Disclaimer: This presentation has been produced with the
support of the European Commission's Executive Agency for
Health and Consumers (EAHC). Its content is the sole
responsibility of Robert Koch-Institut, Centre for Biological
Security, and can in no way be taken to reflect  the views of
the EAHC or any other body of the European Union. 

Methodology
The detection range of high threat bacteria 
included

Bacillus anthracis
Yersinia pestis
Francisella tularensis ssp. tularensis
Francisella tularensis ssp holarctica
Burkholderia mallei
Burkholderia pseudomallei
Brucella melitensis
Brucella abortus
Coxiella burnetii

Three EQAEs were performed with increasing 
level of difficulty and in a way to identify 
improvements. 
Results of the EQAEs were analysed with 
regard to 

speed,
sensitivity and
specificity of applied methods.

Start date: 1st May 2008
Duration of project: 3 years (+3 months)
Leader Organization:       Robert Koch-Institut, Germany

RKI Germany
AGES Austria 
VAR Belgium
FLI Germany
ISS Italy
SMI Sweden
HPA United Kingdom 
THL Finland
NKUA Greece
NCEBACT Hungary 
NPHSL Lithuania
LNS Luxembourg
NIPH Norway
PZH Poland
BIOEF Spain
RIVM The Netherlands
IZSPB Italy
NCIPD Bulgaria
IMBBw Germany
INSA Portugal
SUJCHBO Czech Republic

Contact person: PD Dr. R. Grunow
E-mail: GrunowR@rki.de

Website: www.rki.de/EN/Content/Prevention/EQADeBa/EQADeBa_node.html

Total cost: 1.999.747,60 €
EC co-funding: 1.199.848,51 € (60%)
(originally calculated budget)

Improvement of partners’ performances in the course of the 3 exerciseso some prevent others 
from growing

o some  grow very 
close together

Growth 
variation in 
mixed cultures
(Examples of the 
second exercise) 

o some do not disturb 
each other

Burkholderia mallei
(blue dart, non-

haemolytic growth) 
and Streptococcus 
equi zooepidermicus

Brucella melitensis
and Aeromonas
hydrophila

Francisella tularensis
ssp. holarctica (LVS) 
and Escherichia coli 
(+metabolites of toxical
concern preventing LVS 
from growing)

Final distribution of the 
inactivated samples

Transport of the living  and inactivated samples in a VIP 
(Vacuum Insulation Packaging) box with temperature logger

100 % correct 
results

Lab- 
Code DNA Inactivated 

samples
Living samples Inactivated 

samples
Living samples Inactivated 

samples

1 100 % (Interpretation 
of results uncertain) 73% 100% 100% 100% 93% (1x cont.)

2 93% 100% 100 % (3x unconf.) 87% (Sensitivity!) 100% (1x unconf.) 100%
3 100% 100% 100 % (1x unconf.) 67% 100% 100%
4 87% 93% 73% 87% 93 % (1xf.p.) 87 % (no det. B.m.)

5 100% 100%  93% / no culture 100 % (1x species 
level)

100% no culture 100%

6 No performance 100 % (1x unconf.) 100% 100% 100%
7 No performance 100% 100% No performance
8 100% 100% 80% 87% 100% 100%
9 100% 100% 100% 100% 100% 93% (1xcont)

10 100% 100% 100 % (1x unconf.) 100% 100% 100%

11 93% 80% 93%
100 % (1x species- 

level)
100% (1x species 
level, 2x unconf.)

100 % (1x species- 
level)

12 100 % (1x spec. 
level)

60%
1. performance!   

73%
73%

100 % (1x species- 
level)

93 % (sensitiv.!, 1x 
species level)

13 93% 80% (no Y.p.) 100% 100% 100% 100%
14 100% 100% 100 % (2x not det.) 100% 100 % (2x not det.) 87 % (s. mixed up)
15 93% 47% (cont.) 20% 80% 93 % (1xf.p., no cult 87% (2x cont.)

16 100% 100%
100 % (1x unconf.   
2x species level)

100 % (2x species 
level)

100% 100%

17 67% 87% 60% 87% 87% 100%

18 100% 100% 100 % (1x unconf.)
93% % (1x species 

level)
100% 93 % (1x sens!, 1x 

species level)

19 No performance 100% 100% No performance

20 67% No performance 100 % (1x unconf.) 87% (1x species 
level)

100% 93 % (1x cont.)

21 100% 80 % (pla!) 73% 93% 100% 87 % (2x sens.!)

22 93% 100% No performance 87% 100% no culture??, 
2x species level) 87 % (2x sens.!)

23 93% 100% No BSL-3-lab 100% No BSL-3-lab 100%

24 67% (no Burkh., 
Bruc., Cox.)

100% (no Burkh., 
Bruc.)

No BSL-3-lab 
87% (no Burkh., 

Bruc.)
1. performance!   
87 % (2x f.neg.)

73% (all target 
bacteria)

25 67% 60 % (cont.!) No BSL-3-lab No performance 
1. performance!  
80 % (s. mixed up, 
1x f.neg.)

100%

26 87% No performance No performance No performance No performance No performance 

First exercise Second exerecise Third exercise

93 % correct 
results, one fault 
out of 15 samples
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