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1. INTRODUCTION 

On 2 July 2008 the Commission has adopted, as part of its Renewed Social Agenda, 
the Proposal for a directive on the application of patients' rights in cross-border 
healthcare1 and an accompanying Commission communication2. These proposals set 
out the framework for safe, high-quality and efficient cross-border healthcare in the 
EU that is to a large extent based on the work of the High Level Group until now 
(HLG). As foreseen by the 2007 Report of the High Level Group, the main task for 
the group in 2008 was to consider its future role within this new framework and to 
establish its work plan for the future.  

In addition, working groups of the HLG continued their work in 2008 according to 
their respective work plans. Useful work has been again produced in 2008 in some 
specific areas and is described in more detail in the following Chapter. 

The High Level Group met three times in 2008; in January, July and September. 
The following working groups have been meeting this year: 

- Working group on cross-border healthcare purchasing and provision (including 
patient rights) 

- Working group on patient safety 

- Working group on European reference networks 

- Working group on health workforce (former working group on health 
professionals). 

                                                 
1 COM(414)2008. 

2 COM(415)2008. 
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These working groups reported regularly their work to the full High Level Group 
where all the Member States have been represented. As in previous years, observers 
from the EEA/EFTA states as well as representatives from civil society have been 
also involved in the work.  

In addition to the specific work of the working groups, the HLG has also addressed 
other issues of particular interest. These include: 

- health systems impact assessment - In 2006 an agreement was reached in the 
High Level Group about the developed policy assessment toolbox. The tool was 
transformed into a web application. In 2007 this web-tool was presented to relevant 
stakeholders at a conference on Health Systems Impact Assessment, hosted by the 
Portuguese Presidency in Lisbon. The tool is now publicly available on the 
Commission website at 
http://ec.europa.eu/health/ph_overview/co_operation/high_level/index_en.htm . 
With that achievement the working group fulfilled its mandate and is no longer 
meeting. However, the High Level Group followed also in 2008 further 
development of the tool by the Commission and by the European Observatory on 
Health Systems and Policies. 

- information and e-health - As agreed by the HLG in 2006, the work of this 
working group has been suspended. However, the High Level Group has been 
regularly informed about and discussed recent developments in this area. 

- research in the area of health services and medical care – The HLG discussed 
links of its work with the Framework Research Programmes. A number of projects 
closely linked to or based on the work of the HLG are being funded from the 
Framework Research Programmes recently. 

- health technology assessment - The European health technology assessment 
(EUnetHTA) network has been established on the basis of the High Level Group’s 
2004 recommendation, with financial support from the 2005 Call for proposals 
under the Public Health Programme. The network connects national agencies and 
health ministries, enabling an effective exchange of information on the short- and 
long-term effectiveness of health technologies and thus supporting policy decisions 
by Member States to improve quality of care and efficient use of resources. The 
network has produced a suite of tools to be applied in HTA process and will report 
its current results at a conference in Paris on 20 November 2008, in the report to the 
Commission and journal articles. The recently adopted Proposal for a directive on 
cross-border healthcare will provide a solid basis for further work in this area. In 
2008 it was agreed by the HLG that the Commission as well as Member States 
should reflect on how to provide support to the HTA network between the end of 
the 3-years term of the project by December 2008 and entry into force of the 
Directive on the application of patients' in cross-border healthcare. 

http://ec.europa.eu/health/ph_overview/co_operation/high_level/index_en.htm
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2. WORK UNDERWAY AND RESULTS OF THE WORK IN 2008 

2.1. Cross-border healthcare purchasing and provision (including patient rights) 

2.1.1. Work undertaken 

The working group met on two occasions, in January and in July. At the beginning 
of 2008, the Working Group decided that its work programme would focus on the 
following three topics: 

• assess the degree of implementation of the guidelines for cross-border 
healthcare purchasing, 

• give attention to liability issues, mainly in a cross-border context; and 

• investigate further improvement of exchange of discharge information in 
cross-border settings.  

To implement this work programme, the Working Group at its second meeting 
invited Prof. Herman Nys, from Leuven University, to present how European 
countries deal with harm resulting from care.  Prof. Nys explained that there are 
three clusters of countries: Scandinavian countries with a no-blame system, 
countries implementing some form of mediation/arbitration mechanism and 
countries where the only resort is the judicial system.  The working group reached 
the conclusion that the issue of liability reflects the process of maturity of a health 
system. It is therefore not advisable to introduce in all Member States a uniform no-
blame compensation system. It is important however to remove barriers and 
obstacles for compensation in order to protect the patient and restore confidence of 
the citizen. In that context, it is advisable to look at alternative ways from seeking 
redress through courts, such as some forms of mediation. 

2.1.2. Plans for future work 

During the second meeting, the WG also discussed whether it should proceed 
further with its work programme.  It considered the adoption on 2 July 2008 by the 
Commission of a draft Directive on patients' rights in cross border healthcare as a 
clear signal that the working group has successfully fulfilled its mission.  The group 
could not identify any reason to carry on its work without duplicating discussions 
on the Directive in the Council. It was therefore recommended that it should not 
continue to meet in the present form.  It however noted that neither the Working 
Party on Public Health nor the Working Party on Public health meeting at senior 
level is the appropriate forum to address technical issues.  These two bodies should 
therefore look into mechanisms required to seek technical information that they will 
need as the discussion on the Directive progresses. 

The other topics of the agreed Work Programme for 2008: implementation of the 
guidelines and the exchange of discharge information have not been properly 
addressed in light of the WG decision not to meet any longer considering the 
adoption of the proposal for a directive on the application of patients' rights in cross-
border healthcare on 2 July 2008. 
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2.2. European Workforce for Health (formerly Health Professionals) 

2.2.1. Work undertaken 

The working group which brings together many new members met for the first time 
on 9 July 2008. 

One of the Commission's priorities set by the Annual Policy Strategy 2008 is the 
publication of a Green Paper on the European Workforce for Health.  This aims to 
encompass the workforce capacity issues and human resource strategies required to 
address demographic issues and ensure that there is access to high quality health 
care throughout the European Union.   The publication of the Green Paper, planned 
for November 2008 will launch a stakeholder consultation exercise. The task of the 
Working Group will be to support the stakeholder consultation process for the 
Green Paper on the European Workforce for Health and help in gathering data and 
evidence. 

It was clear from the discussion about the proposed Green paper at the meeting on 9 
July that the topic of workforce for health in the EU raised much interest and is 
clearly a subject at the top of Member States' agendas.   Workforce is also seen as 
important to the invited European stakeholders representing health professionals.  
There was recognition that it would help to raise awareness of issues which are of 
high importance to Member States and lead to ways of sharing good practice and 
developing common solutions where appropriate. 

Members called for better data to assist workforce planning and planning for future 
health service demand was a common theme, and said there needed to be awareness 
of the impact of social care policies and workforce planning on the health 
workforce.  A third crucial issue was policy on managing mobility and migration 
more effectively 

2.2.2. Plans for future work 

Since it will be important to ensure the widest possible engagement in the 
consultation, Member States were invited to suggest mechanisms for better 
stakeholder engagement within countries.  The continued involvement of invited 
stakeholders is one way in which wide consultation will be facilitated.  The 
Working Group will not be able to share the Green Paper until after the 
Commission's interservice consultation is completed. 

2.3. European reference networks 

2.3.1. Work undertaken  

After initial reflections on the concept of the European centres of reference (ECR) 
and European Reference Networks (ERN), the working group considered that the 
concept of ERN is more appropriate. One of the key principles agreed is that 
expertise should travel (physically and/or virtually) rather than patients, however, it 
should be possible for patients to travel for healthcare in a fair manner where this is 
necessary. Since 2006 the working group is involved in testing of this agreed 
concept on the pilot projects. In the same the working group continues working on 
the issues that needed further investigation or which have not yet met a consensus. 
The following four priority areas were agreed for 2008: 
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• Follow-up on pilot projects on ERN 

• Developing guidelines for future projects on ERN 

• Exploring other areas beyond rare diseases that can benefit from ERN 

• Addressing financial and legal issues linked to ERN 

In 2008 the working group met three times. Meetings were well attended and 
besides Member States' representatives also other stakeholders were invited to 
participate in the discussions, including leaders of the pilot projects in the area of 
ERN, the Task Force on Rare Diseases (TFRD) of DG SANCO and the European 
Organisation for Rare Diseases (EURORDIS). 

As regards the follow-up on pilot projects, the working group established close 
contacts with leaders of pilot projects selected for funding under the 2006 Call for 
proposals under the Public Health Programme, under the 2007 Call for proposals 
under the Public Health Programme and under the 2007 Call for proposals under 
the 7th Framework Programme for Research. This makes 10 pilot projects in total, 
seven funded from the Public HEALTH Programme and three from the Framework 
Research Programme. The working group developed a questionnaire that was 
distributed to the project leaders, in order to receive structured responses on the 
practical implementation of the concept of the ERN. Provisional responses were 
received from the 2006 pilot projects (these projects, however, started their work 
only in 2007) and summarised in a summary report that will be made available on 
the Commission's website. On the basis of analysis of this summary report the 
working group will re-focus its work for the next year. This exercise will be 
repeated at a later stage when the complete answers to all the questions in the 
questionnaire, based especially on the practical experience gained from the pilot 
projects, should be provided by the project leaders, once they were able to test 
sufficiently their plans and ideas in practice. 

The working group has also decided to develop guidelines, including terms of 
reference, for the future projects in this area. This work should take into account 
the background documents developed by the working group so far, including 
annual reports of the High Level Group and the document "Options for a procedure 
for identification and development of European reference networks" (Annex 1 to 
the 2006 HLG Report) as well as the first outcomes of the pilot projects, based on 
the questionnaire developed by the group and replies of the project leaders 
summarised in the abovementioned summary report. This work has not been 
finished before the adoption of this Report, but will be continued in the near future. 

Another area of work of the working group was exploring other areas beyond rare 
diseases that can benefit from ERN. The members of the working group were 
asked to submit written suggestions for other suitable areas beyond rare diseases to 
apply the concept of ERN. These suggestions are to be discussed at the September 
meeting of the working group and the outcomes will be reflected in the working 
group's workplan for the future.  

Finally, many of the legal issues related to ERN have been addressed by the 
Proposal for a Directive on the application of patients' right in cross-border 
healthcare COM(2008)414 adopted by the Commission this year. Article 15 of the 
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proposal is dealing with the issue of ERN in particular. The provisions of the 
proposal regarding ERN were largely built on the work of the HLG. The working 
group should now await the outcomes of the co-decision procedure on that 
proposal. Furthermore, one of the key issues for further development of ERN is 
their long-term financial sustainability. The working group should try to identify 
options for securing financial stability of the networks, building in particular on the 
experience of pilot projects. These issues need to be followed-up in the future. 

Work of the HLG on ERN has also fed into the upcoming initiative of the 
Commission on rare diseases, namely to the work on the Commission 
Communication and a proposal for Council Recommendation on a European action 
in the field of rare diseases to be adopted later this year. 

2.3.2. Plans for future work 

It was agreed by the High Level Group that there is still an added value in 
continuous work of the working group on ERN. This working group should 
therefore continue working even in the absence of meetings of the HLG plenary, at 
least until the new Committee for implementation of the Directive on the 
application of patients' rights in cross-border healthcare is established.  

As outlined above, next year the working group should continue its work on the 
outstanding issues. This includes, in particular: 

•  To continue following closely development of the pilot projects on 
European reference networks and on that basis to identify the issues where 
more clarity is still needed for successful application of the concept of ERN 
in practice. The pilot projects will be asked in particular to test and study in 
more detail feasibility of physical mobility of patients as well as health 
professionals as far as the nature of their projects allows this. 

• To set up a framework for development of guidelines, including terms of 
reference, for the future projects in this area. These guidelines might be also 
a useful guidance for the Commission when preparing future calls for 
proposals. 

• To launch a discussion in order to identify some key indicators (quantitative 
as well as qualitative) to enable monitoring and analysis of the impact of the 
ERN. 

• To identify options for securing the sustainability of the networks, building 
in particular on the experience of pilot projects. 

• To continue to explore whether there are other suitable areas beyond rare 
diseases to apply the concept of ERN there in the future. 

Results of the work of the working group on ERN should be published on the 
Commission's website so that all relevant stakeholders have access to them. 
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2.4. Patient safety and quality of care (formerly Patient safety)  

2.4.1. Work undertaken 

The patient safety working group met three times in 2008, in March, June and 
September Early in the year, it was confirmed that the patient safety 
recommendation, drafted by the working group and sent to the High Level Group at 
the end of 2007, had been endorsed by all Member States. The recommendation set 
out all key areas where progress needs to be made and proposed concrete actions by 
the Member States and the Commission. 

Included in the working group's recommendation was the need to establish an EU 
patient safety network. Many members of the working group were partners in a 
proposal submitted in May 2007 under the Public Health Programme to set up and 
manage such a network. It was confirmed in early 2008 that the project was 
successful in securing Community co-funding. The European Union Network for 
Patient Safety (EUNetPaS) officially commenced its work on 1 February 2008 and 
will run for 30 months. The project lead, Dr Jean Bacou of the Haute Autorité de 
Santé (France) provided a project update to the working group at all working group 
meetings in 2008. 

A very important strand of work on patient safety at the EU level in 2008 was the 
continuing development of the Commission's high level priority initiative on patient 
safety and healthcare-associated infections, as part of its 2008 Legislative and Work 
Programme. That work included developing a public consultation document on 
systemic patient safety issues, an impact assessment and drafting a Communication 
and proposal for Council Recommendation. 

The patient safety working group contributed considerably to the Commission's key 
papers and thinking in relation to this initiative through members' reactions to, and 
comments on, presentations and non-papers tabled by the Commission at each 
meeting in 2008. 

The working group was also able to hear about initiatives in patient safety led by 
other Commission services and outside organisations during its 2008 meetings. For 
example, presentations were received from the Commission on plans to revise the 
EU pharmacovigilance legislation and a possible 'recast' of the EU medical devices 
legislation. The group were also kept up-to-date regarding developments on patient 
safety research and e-health at the EU level. The World Alliance for Patient Safety, 
part of WHO, presented on its International Classification for Patient Safety at the 
March meeting. 

2.4.2. Plans for future work 

It is planned that the Communication and proposal for a Council Recommendation 
will be adopted by the Commission by the end of November 2008. This brings into 
question the continuation of the patient safety working group in its current format. 
With the growing emphasis on wider healthcare quality issues at the EU level being 
brought to the attention of the Commission, especially in light of the proposed 
Directive on Patients' Rights in Cross-Border Healthcare, it is intended to widen the 
remit of this group and re-name it the Patient Safety and Quality of Care Working 
Group. The working group would provide advice, whilst fully respecting the 
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competence of Member States for their healthcare systems, including the setting of 
standards for patient safety and wider healthcare quality. 

The Commission Secretariat will liaise closely with Member States and stakeholder 
organisations regarding terms of reference, membership, chairmanship and meeting 
dates, as well as its relationship with the new Council mechanism. 

3. ORIENTATIONS FOR FUTURE WORK 

The Council adopted in 2008 Council Conclusions on a cooperation mechanism 
between the Council and the Commission for the implementation of the EU Health 
Strategy3. According to those Council conclusions, the Council and the Member 
States should closely cooperate with the Commission in order to achieve a strategic 
approach and to move the EU health agenda forward. This could be done through 
“strategic cooperation” between the Commission and the Council using existing 
Council structures. The Council Working Party on Public Health convened at senior 
level could, after reformulating its existing working practices and activities, perform 
well-defined tasks and assist the Council in exercising its strategic role in 
addressing, defining and oversight of EU health-related issues. 

In addition, many issues dealt with until now by the HLG have been covered by the 
recently adopted proposal for a directive on the application of patients' rights in 
cross-border healthcare. It is therefore desirable that discussions on these issues now 
move to the appropriate forum, which is the Council. 

On that basis, the following orientations for the future have been agreed by the High 
Level Group: plenary meetings of the High Level Group will be suspended. The 
general and strategic issues currently being addressed by the HLG Plenary should 
be from now on addressed by the appropriate Council structures as outlined above. 
The Commission or a Member State may suggest a meeting of the HLG if they 
envisage added value from such a meeting in the future. 

Some working groups that have so far reported to the HLG, however, should 
continue their work, with the working arrangements currently in place of a national 
chair and Commission secretariat.  It was agreed by the HLG that there is still added 
value in continuing of the working group on patient safety, working group on 
European reference networks and the working group on health workforce. Meetings 
of these working groups would be convened by the Commission as at present, in 
order to bring efficiently forward their work. These working groups should work on 
the basis of a clear work plan and deliverables for 2009. The Commission will 
report to the Council about their activities, in particular through the abovementioned 
Council Working Party on Public Health convened at senior level. Extension of 
work beyond the end of 2009 will be subject to a future recommendation from the 
Commission, based on discussion in the working group. 

                                                 
3 Available at http://www.eu2008.si/en/News_and_Documents/Council_Conclusions/June/0609_EPSCO-

Health_Strategy.pdf . 

http://www.eu2008.si/en/News_and_Documents/Council_Conclusions/June/0609_EPSCO-Health_Strategy.pdf
http://www.eu2008.si/en/News_and_Documents/Council_Conclusions/June/0609_EPSCO-Health_Strategy.pdf
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By contrast, it was recognised that the working group on cross border healthcare has 
successfully fulfilled its mission in providing a good basis for the development of 
the new EU framework for cross-border healthcare and no longer needs to meet.  

The existence of informal expert working groups of Member States, particularly on 
such issues as cross-border healthcare, reference networks, patient safety and the 
health workforce, has been of real value to the Commission in improving its 
understanding of subjects within its work programme. It should stand as a proven 
best practice to convene such expert networks in future areas of the Health Work 
Programme, too, to ensure a cost-effective and equitable approach to provide the 
fullest possible input to the Commission, upstream of its formal exercise of the right 
of initiative. 

 

-     -     - 
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