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---------------------------------------------------------------------------------------------------

A Roundtable entitled ‘Health in the 7th EU Framework on research and development’ was organised by The Centre of Health and Ethics in Society (CHES)
 on 28 March 2006.

The background for this event was the current Commission proposal in relation to the future 7th Framework Programme on Research and Development (FP7), which addresses health as one of its themes, and which will greatly support health research across the EU over the coming years. Optimising health care delivery is one of the proposed themes in relation to health research and the Roundtable intended to address this theme. The Roundtable objectives were:

· to  inform stakeholders of the content of the Commission’s proposals in relation to EU health research,

· to analyse the scope and planned activities of this initiative, also in relation to other current EU health initiatives (e.g. the future public health action programme), and,

· to exchange views and ideas in relation to the themes, priorities and actions of future EU research in the health arena.

Since the R&D proposals are currently being developed and debated, the Roundtable provided an informal and open occasion for exchange and debate, feeding into the current EU level deliberations.

Michael Rogers (Member of the CHES Steering Committee and former Adviser, Science and Ethics, to the European Commission) opened the meeting, stating his intention to orchestrate proceedings and to actively involve participants in the meeting. He introduced CHES as an independent forum seeking to inform and discuss decisions and policies that affect the health and well being of European citizens. CHES facilitates discussion by bringing together leading experts from the EU institutions, academic, advocacy, corporate, government, medical and scientific organisations in a series of Roundtables. He went on to underline that, in his opinion, the theme of this Roundtable concerned the interface between science and health, i.e. “translational” research.  Typical ‘interface activities’ would include:

· the utilisation of advanced imaging technologies for improved treatment, and

· the utilisation of advanced diagnosis technologies for improved health outcomes.

Thus, the FP7 “translational” research theme is concerned with health needs rather than with technology drives.

Michael noted that, while this Roundtable focused on the actual health proposals in FP7, it should not be forgotten that health issues are also being addressed under at least five other themes in the FP7 proposal, i.e. Food, Agriculture and Biotechnology, ICT, Nanotechnology, and Environment.

Another important interface should be taken into account, namely that between advanced health procedures and regulation. For instance, the Commission has proposed a Regulation on advanced therapies, which is well worth studying since it emphasises health care outcomes rather than technologies per se. 

John Richardson (Director General, Madariaga European Foundation) welcomed participants and speakers, underlining the importance that his Foundation attaches to working in the health arena. CHES and EDCON (the European Dementia Consensus Network) are clear examples of this strong engagement. The Johnson & Johnson sponsorship has facilitated this health involvement, which continues to develop: both the WHO as well as the European Foundation Centre (EFC) have approached the Madariaga European Foundation to support some of their specific global health activities (e.g. to help EFC to put together a European Platform for Global Health). The Foundation is also looking to develop a special programme on health and foreign policy.

Key note speaker Kevin McCarthy (Head of Sector Public Health Research, DG Research, European Commission) started his presentation with informing the audience of the history of health research within the various consecutive EU R&D Framework Programmes (FP’s).

Some 12 years ago, a science driven approach characterized FP4, with a focus on biotechnology and biomedicine. Research focused on pharmaceuticals, the human genome, biomedical technology and engineering, occupational, environmental health and public health and, on the brain, ageing, rare diseases and cancer.

Four years later, FP5 explicitly addressed European economic and social objectives and took a problem-solving approach. Public health explicitly featured in two of the FP’s key actions : infectious diseases and ageing, as well as in generic activities part that included chronic and degenerative diseases, cancer, diabetes, CVD, and rare diseases, genetics, neurosciences, the human genome, research relating to disabled people, bioethics and socio-economic evaluation of life sciences. 

Its successor, the current FP6, the public health component was based on yet another approach. This activity is policy oriented, driven by policy demand and intended to be responsive to policy requirements, which brings EU sponsored research more in line with the policy priorities and initiatives of the various parts of the Commission. In the case of health, several Commission DG’s are the ‘clients’ (e.g. DG Sanco, DG Employment and Social Affairs, DG Environment, DG Economic and Financial Affairs and DG Enterprise). In terms of health, FP6 focuses on genomes and biotechnology for health, information society technologies (eHealth), nanotechnologies and nanosciences, food quality and safety, and on citizens and governance in a knowledge-based society. 

Examples of FP6 financed projects can be found in the areas of 

· methodologies for comparing costs of health services

· key factors driving health expenditures with particular reference to ageing

· the patient and health care systems

· different quality strategies and their potential use in patients’ mobility

· population projections, health care services and pension systems

· impact of key determinants on Europe’s cancer burden

· investigation into cancer, chronic diseases, nutrition and lifestyle. 

Other concrete examples relate to surveillance of communicable diseases, research capacity building, strengthening public health decision making, research capacity on rare diseases and procedures concerning the screening of blood, organ and substances of human origin.

Lastly, research is being sponsored on social participation and social inclusion issues, measurement of types and prevalence of impairments, service organisation and evaluation on quality of care and quality assurance.

As part of the last FP6 call researchers were invited to come forward with projects investigating cost effectiveness in health care, best practice, care and treatment in mental health, public health intervention research and the impact of new technologies on health care systems.

FP6 is designed to maintain a certain flexibility, in order to ensure that emerging research needs can be met – a current example can be found in the call for projects specifically addressing Avian Influenza.

Turning to the priorities and the budget for FP7, Kevin underlined that the current situation is complicated. A detailed proposal has been tabled; however, due to the unresolved situation regarding the EU’s Financial Perspective for the period 2007-2013, it is unclear what the outcome of the discussions will be. It is self evident, however, that delays in the onset of the programme (planned for 2007) can be expected. Also, it is likely that the budget for health research will be cut by some 30%.

In terms of content, the key word for FP7 is health collaborative research, with three main objectives:

· improving the health of European citizens

· increasing the competitiveness of European health-related industries and businesses

· addressing global health issues including emerging epidemics

Translational research (translation of basic discoveries into clinical applications) on a multidisciplinary basis will be part of these activities. Likewise, the focus will be on clinical research (by means of international multi-centre trials) and health policy-driven research (comparisons of national models and data). Strong EU-based biomedical and research is needed to strengthen the competitiveness of large industries (pharma) as well as SMEs (healthcare biotechnology and medical technology); trans-national cooperation is essential to face worldwide competition in this respect.

As far as health collaborative research is concerned, the Commission is proposing three complementary pillars:

· biotechnology, generic tools and technologies for human health

· translating research for human health

· optimising the delivery of health care to European citizens

In line with the aims of the meeting, Kevin mainly focused on the third pillar, which will focus on enhanced health promotion and disease prevention, translating clinical research into clinical practice and quality, solidarity and sustainability of health systems.

In terms of enhanced health promotion and disease prevention, FP7 will aim to build the evidence-base for best public health measures in terms of life style interventions, with an eye on the wider determinants of health and how they interact at both individual as well as  community level (e.g. diet, stress, tobacco, physical activity, nutrition, inequalities). Mental health will be addressed in a life-course perspective.

Translating clinical research into clinical practice will focus on better use of medicines, behavioural and organisational interventions and health technology, also regarding patient safety and fostering evidence-based medicine and patient empowerment.

Lastly, the outcome of research carried out as part of the strand on quality, solidarity and sustainability of health systems should provide a basis for countries to adapt their health systems taking into account national contexts and population characteristics, paying special attention to investment issues and human resources.

  

Two underlying strategic issues will be addressed across all activities, i.e. the health of children and the health of the ageing population.

Following Kevin, representatives of four health advocacy organisations took the floor, having been asked to focus on their organisation’s views of the current proposals, and on what suggestions can be made for the most effective implementation of the programme. 

The first speaker, Philip Berman (Director, European Health Management Association) outlined 

EHMA’s views. On the positive side, the health part of FP7 seems to be broadly defined at a relatively high level, allowing flexibility (“emerging needs” and “unforeseen policy needs”). Health policy-driven research, in particular the public health dimension has been strongly reinforced, and this is to be welcomed. EHMA also welcomes the emphasis on funding dissemination as an essential component of policy research. On the negative side, however, health policy research always seems to appear last in the proposal, while plans for biomedical research seem to dominate.  In circumstances when budgets are being cut, vigilance will be required to ensure that funding for health policy research is not lost to biomedical research.

EHMA is pleased to see the all-encompassing nature of health research, focusing on quality, solidarity and sustainability of health systems as well as the emphasis on the complex needs of the ageing population. However, questions remain as to whether the emphasis on systems includes services in relation to specific diseases, e.g. management of cancer services, management of chronic diseases. Also, the focus is on national systems; healthcare systems, however, are increasingly defined and implemented at regional level.

Several issues seem to be missing, such as the explicit link between health and social inclusion (as part of the Lisbon agenda), and the effects of health systems financing on poverty. Innovations and integrated care provision – health and social care – for older people also do not seem to feature on the agenda. Furthermore, indicators should be developed in relation to access to services, quality of long-term care and quality of integrated care. 

In relation to mental health, research should also focus on access, quality and sustainability of mental health services. Equally, the issue of access and quality of mainstream services for those with mental health problems should also be addressed.

Healthcare services for black and ethnic minorities should also be part of the research programme, as should the “health is wealth” debate (i.e. the contribution of good health to the economy and society as a whole and the link between (un)employment and health).
In conclusion, Philip welcomed DG RTD’s intention to simplify the procedures for participation in the programme, and stressed the need to ensure that evaluation criteria as well as the composition of bids assessment teams should recognise the validity of the relatively ‘soft’ social sciences bids and that they do not lose out against the ‘harder’ scientific ones. 
Rodney Elgie (GAMIAN, European Patients Forum) then took the floor, focusing on the patient perspective. He stated that research should be part of the dialogue between society and science. The need for therapeutic advances in all clinical areas should be accepted, especially in the face of an ageing population and a declining birth rate, giving rise to more brain diseases and infertility problems.        

Over 25% of the population is currently affected by brain diseases, constituting a huge – and increasing - economic burden. Research should help find solutions to this key challenge.
Another challenge is the fact that governments across the EU focus on acute conditions rather than on chronic ones. Budgets to address chronic conditions differ from country to country, but seem to be generally lower than the budget to address acute conditions.  
Prevention of disease and educating patients are crucial and should be considered long term initiatives; all too often governments focus on short term (electoral) gains. 
Likewise, funds spent on health are generally viewed as a cost rather than an investment. 
This political perspective needs to be changed: there should be a move from a focus on diagnose and treatment towards a focus on prediction and prevention. Advanced scanning techniques, though maybe costly in the short term, may contribute to preventing illness and expensive treatment in the longer term. Well -educated and informed patients could also make a vast contribution to this paradigm shift. Health information on its own is not enough, as can be seen from the failure of many large scale health promotion campaigns to effectively change unhealthy behaviours. Education is crucial in this respect. Finite resources need to be put to better use. Better diagnoses will lead to better, earlier and more appropriate treatment, which in turn can lead to improved compliance. The relationship between physician and patient should be a partnership. An educated and informed patient will use health services more effectively and more efficiently, and will counter the $30 billion worth of drugs wasted each year. If the focus shifts to the value of self-management and self responsibility, then the delivery of health care will be optimised.
If health is considered expensive, try ill health!
Rodney was followed by Lara Garrido-Herrero (Secretary General of the European Public Health Alliance), who first introduced her organization as a network of 100 non governmental and not-for-profit organisations across Europe working on health and health-related issues. Its mission is to improve the health of European citizens and to increase their participation in EU policy-making.

In linking EU research and policy needs, there is a need to involve civil society organisations (CSO’s) in research. However, there seems to be a “war of evidence": it is very difficult for CSO’s to find sound and authoritative evidence; therefore, when it comes to research bids, they cannot compete with the scientific community. This means that many crucial socially related health issues are not being addressed. It is time to review the role of CSO’s in the definition and dissemination of scientific data; the social dimension should not be forgotten. In this respect Lara suggested no less than five important roles for civil society organisations:
· as observers

· as participants in evaluating projects

· as a stakeholder in setting the research agenda

· as social researchers
· as stakeholders commissioning research
Involving CSO’s will strengthen the social dimension as well as the implementation of research results.
The last speaker in this session was Prof. Jean Pierre Baeyens (European Union Geriatric Medicine Society), who focused on the challenges and perspectives of an ageing society and health economics. From the evidence, it is clear that people are living longer in better health. 
It is often assumed that the ageing of the population will have a strong effect on the health budget in terms of medical expenses. However, costs relating to the ageing of society are related to the need to provide chronic care, rather than to the costs of medical and therapeutic interventions.
In Belgium, policymakers have made continuous efforts to decrease the cost of chronic care, in many instances without much effect. However, with the arrival of specialists in internal medicine, with special competence in geriatric medicine (from 1986 onwards), geriatricians can be found in almost every general hospital. Last year, geriatric medicine was granted full recognition as autonomous medical specialisation. Geriatricians are now active in the medical faculties of the 7 Belgian universities.

Jean Pierre underlined the persistent nature of ageism and age discrimination, particularly in relation to employment and pensions. 
In relation to care, 50 % of patients are currently staying in (much more costly) non-geriatric wards. An increase in available geriatric facilities would be a sound economic investment: it has been calculated that an increase in geriatric beds from 5 to 6 % for 65+ people would lead to a cost saving of 14.000.000 euro per year. This is because geriatric patients staying in geriatric units make 25% lesser use of expensive medical technology.
In relation to home care, Jean Pierre pointed out a chronic shortage of staff, a lack of coordination and lack of systematic follow-up. As far as nursing home care is concerned, admission still occurs without a comprehensive geriatric assessment. Waiting lists can be long, and admission is based on chronology of first enrolment rather than on the degree of urgency.
However, there are some positive signs. Many young doctors and nurses are currently attracted to geriatric medicine. Geriatricians are better paid, which also helps to make the profession more attractive. Ambulatory comprehensive geriatric assessment is now available on request of the GP, with a multidisciplinary team and validated instruments. Specific care programmes for geriatric patients are being defined and, hopefully, implemented in the near future soon. 
After the break, representatives of the European institutions made their contributions to the debate. 
The first speaker, Claudia Sedlmeier (Austrian Ministry for Health and Women) provided the Austrian perspective on the proposal for FP7. Health related research seems to feature under a number of proposed themes and this broader approach is very welcome. It is clear that the proposal recognises public health as a research issue, and does not only focus on biomedical and clinical research. Health is high on the policy agenda in all Member States and the increased funds towards health research is a positive sign. In terms of the content of the proposed health research, the proposal seems sound, with the three pillars being equally important. It will generate knowledge, support effective and evidence-based decision making and will benefit policy development in the public health arena. 
Research with a focus on optimising health delivery, the third pillar of the health theme, will provide the basis for informed policy decisions on health systems and more effective strategies for health promotion, prevention, diagnosis and treatment. In other words, there will be an opportunity for translating knowledge into concrete policy. As far as the development and implementation of the Programme is concerned, close contacts with DG SANCO and DG Research will be crucial. Also, Health Ministries at national level should play an active role, and these bodies should be represented on the Programme Committee.
It is unfortunate that the timetable for the implementation of FP7 is unclear at this point, due to the delays in inter institutional agreement on the Financial Perspective for the period 2007-2013. A 1st call for proposals was planned for November 2006; however, this will in all probability not appear before 2007.
Claudia was followed by Arto Koho (Health Attaché, Permanent representation of Finland), who started his presentation with a quote from a recent presentation by Finnish Prime Minister Vanhanen (European Council, 23/03/06): ‘Investments in knowledge and innovation are a key factor in improving competitiveness in Europe. It is important to set targets for R&D expenditure but Europe needs much more than that. Three additional elements that are crucial in creating an Innovative Europe: 1) mobility of resources, 2) proper regulatory framework and 3) markets for innovations. He also referred to a report by Esko Aho , entitled ”Creating an Innovative Europe”, (January 2006) which lists eHealth, pharmaceuticals, transport and logistics, environment, digital content industry as strategic areas for action. eHealth is estimated to account for 5 % of the total Member States’ health budget by 2010 due to high administrative costs, coping with an ageing society, higher level and more costly technology and distance care. 
In relation to pharmaceuticals, in 1992 six out of the ten top selling pharmaceuticals were produced by European companies. However, by 2002 this figure had dropped to two out of ten. It is obvious that there is room for improvement in this area. Other research opportunities can be found in genomics and their combination with other technologies.

Arto listed some of the ‘good trends’ in relation to health in the subsequent FP’s, such as the trend to increase funding for health research over the years. In other words, the health profile seems to have developed positively. Another positive feature is the policy-oriented nature of research as a key element, with inbuilt flexibility to address unforeseen policy needs, like new epidemics, emerging concerns in food safety and actions of societal solidarity.
The objectives of the health theme are comprehensive, covering methods for health promotion and prevention, new therapies, diagnostic tools, medical technologies and sustainable and effective health care systems. 
However, health policy as such is not mentioned; the need to address health inequalities or mental health is not sufficiently recognised. 

Optimising health care delivery to European citizens is one of the main activities in the FP7, and the planned activities listed are impressive. However, many of the outcomes will depend on whether a multidisciplinary and holistic approach is adopted: the health of the population can be improved by multiple approaches at many levels. Health policies, prevention, promotion and services ought to be developed simultaneously. Health in other policies and broad determinants of health are of particular importance when developing health research activities. 

The final speaker, Jerzy Buzek MEP (Rapporteur for FP7), first outlined the structure of the proposed programme, focusing on the ‘Cooperation’ strand.
Two issues should be noted in this respect: first, FP7 will represent a continuation of ongoing research, building on previous programmes. The other important issue is the emphasis on translational research. Other positive notions are the focus on improvement of the health of European citizens, increasing European health-related competitiveness, development and validation of new therapies, creation of sustainable and efficient healthcare systems and an emphasis on health promotion and prevention.

According to Mr. Buzek, particularly relevant specific activities can be found in translational research with respect to major diseases, such as cancer, cardiovascular disease, diabetes and obesity, rare and chronic diseases. These activities should take a holistic approach and take into account the development of patient-oriented strategies, prevention, diagnosis, treatment and clinical research.
Research in relation to quality, efficiency and solidarity of health systems, including transitional health systems should address translating effective interventions into management decisions, ensuring an adequate supply of human resources and analyzing factors influencing equity of access to high-quality health care.
Enhanced disease prevention and better use of medicines, another welcome part of the proposal, should encompass the development of efficient public health interventions addressing determinants of health (e.g. stress or diet), health promotion and building health awareness in society. As possible specific fields of action Mr Buzek listed a reduction of mortality rate caused by ischemic heart diseases in Central-Eastern Europe, and transfer of knowledge from the EU to less developed countries within the international cooperation schemes. Potential pan-European research projects could address mastering the risk of cardiovascular diseases: mechanisms and significance or pharmacology and toxicity of nanomaterials in relation to the cardiac system.
In conclusion, Mr. Buzek also emphasized that ‘health is wealth’. Therefore, an appropriate amount of money should be allocated to this area of research. However, the current deliberations on the EU financial perspective do not bode well, with a foreseen cut of 30 % in funding. As a result of the delays in agreement on the EU Financial Perspective for 2007 – 2013, the Parliament will not be able to vote the proposal before its May plenary session. It is hoped that Second Reading of the FP7 proposal will be finished in October – this was originally scheduled for March. The Parliament will not be able to vote the proposal before its June plenary session. It is hoped that Second Reading of the FP7 proposal will be finished in October. According to this optimistic scenario, realistic possibilities of avoiding delays in the implementation of the Programme still remain.
 
Discussion

The various presentations were followed by questions and debate and the main issues are summarized below:
It will be difficult for the proposal to be agreed and put into place as planned, not only because of lack of agreement over the Financial Perspective, but also because of the enormous number of amendments put forward by MEPs. Interestingly, democratic requirements slow down the process.
Looking at the history of the various FP’s, it is clear that health research has gained and is gaining in importance. Not only does health feature as the first thematic theme, the budget allocated is the second largest of all themes. However, the current proposal in relation to the Financial Perspective puts aside considerably less funding for health research, which means that there will be less money for the core elements of proposed health research. Collaborative, translational research remains the number one priority.

The outcomes and results of EU sponsored research projects must be and are being assessed with respect to their effectiveness on a regular basis. For instance, the area of research on ageing has been extensively assessed and the results have been made available. However, the Commission is aware that more could be done and it is intended for FP7 to address this issue in a more comprehensive way.

The cooperation with other DG’s in terms of setting and implementing the research agenda is useful and works very well.  

In terms of the effects of health research on more positive health outcomes, the question remains as to how individuals can be stimulated to exert more healthy behaviours. All too often, health information campaigns, while based on sound evidence, do not have the desired results and do not have an influence on health outcomes.
Applying for EU project funding can be incredibly difficult for (small) NGO’s. In many cases these organizations have a clear view of research needs. However, they do not become involved, since they do not have the time and the resources to put together sound research proposals. Apart from a lack of resources, the administrative burden of putting proposals together is too cumbersome and competing with experienced research institutes is difficult. 
Unclarities about eligible costs are another issue; and retrospective re-funding also represents a strong barrier. It is clear that a capacity building and partnerships will be necessary if NGO’s are to become better involved with EU sponsored research. A good example of a project aiming to better involve NGOs can be found in the UK: the INVOLVE project brings patients into the R&D process and into research projects, benefiting both researchers as well as patients.

Issues remain in terms of the priorities of the programme. Despite its considerable size, there are limits to what can be achieved. The stakeholders ‘shopping list’ however is extensive and it will not be possible for the Commission to address all priorities and wishes on an equal basis. Choices will need to be made.

Questions were raised in relation to the realism of one of the basis premises of FP7, i.e. to promote the EU health industry and make this sector more competitive. However, the EU lags behind the US and Japan when it comes to cash grants for research (8 billion euro in the EU versus 47 billion euro in the US). Given this enormous difference it is difficult to see how this aim can be achieved. Another issue relates to the fact that the health industry invests 30 times more in research than the public sector. Companies do not participate in EU calls for research proposals because the value of participation does not outweigh the administrative efforts to become engaged. So, in addition to the point being made earlier with respect to the difficulties for small organizations and companies, large companies also have problems with the application system.

It was suggested to put in place a different approach to EU funded research, i.e. to instigate highly targeted research projects together with top investors, focusing on therapeutic solutions for specific health problems rather than focus on basic research in a wider sense. 
EU FP on Research and Development can be of great benefit to the new Member States, as these countries often do not have the required research infrastructure and resources. Synergies between the EU Structural Funds and R&D Framework Programmes, however, are needed to maximize the benefits for the ‘Cohesion’ regions.  Collaborative research makes a huge difference, enabling projects to be carried out which would never be possible for individual Member States, creating synergy and cooperation. 
EU funded research has to be closer to the concerns of the citizens. The research that is needed is not laboratory research. Organizational and social research is required and the research agenda needs to be set in close collaboration with the public sector. Public sector investment should benefit the public sector. To this effect, the Commission should be in touch with social Ministries to ensure that social needs and the social agenda become part of the EU research agenda. Furthermore, national Ministries should be more in touch with the research community.
In his response, Kevin McCarthy underlined the useful contributions made by the various speakers, stating that some of the items on the various ‘shopping lists’ could contribute to the way FP7 will be taken forward. In this sense, the FP proposal for FP7 should be seen in perspective: it should be seen at the overall ‘umbrella’, with the Specific Programme as the umbrella’s spokes. The true detail of future research will be defined by the actual work programmes, that then determine the various calls for proposals. Some of the areas proposed clearly need to be developed more and in one way this would be achieved by reaching out to the various health stakeholders; and the process was just starting. However, at the same time priorities will need to be set. Translational research, taking health studies and their outcomes step by step, will also be very useful in further defining and implementing the research agenda. 

In relation to research on ageing, Kevin recognized the need to focus on health and social research in unison, crossing the divide between these two, strongly related, areas. This could be done in cooperation with DG SANCO and its various working groups and committees.

In relation to remarks about whether it would be more useful to structure the programme on the basis of highly targeted, very specific projects, Kevin replied that basic and collaborative research, as currently organized and sponsored by the Commission has a very high quality and does make a strong contribution towards improving health outcomes. In addition, the Commission does not have a say about national research budgets and priorities. The administrative burden has to be recognised but that should also be set in context given the unique contribution that EU coordinated research can make. The Commission remains open to proposed solutions to diminish the administration (and in fact, FP7 is already planning to simplify the procedures).

Lastly, the Commission has recognized the difficulties regarding involvement of civil society into research and ways to strengthen the input of civil society and to better establish their scientific capacity are on FP7’s agenda.

Christine Marking, 13 April 2006
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