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EU Framework Programme: Call for Evidence

In 2009, pharmaceutical companies in the UK spent £4.4 billion on pharmaceutical research and development, an investment of over £12 million every day. In 2009 there was more research and development (R&D) performed by the pharmaceutical industry than any other, contributing 28.4 per cent of all UK industrial R&D spending
. The UK spend is a high proportion of total European investment by pharmaceutical companies, approximately €27,200 m in 2008, which represents 17% of total EU business R&D investment. The pharmaceutical industry employs about 633,000 people in Europe, of whom 113,400 work in R&D.
The UK pharmaceutical industry is currently involved in a limited number of traditional FP7 projects, mainly within the Health “Co-operation” and the Marie Curie “People” programme, although company engagement in FP7 (as well as in FP6 and FP5) is significantly reduced compared to earlier programmes. Pharmaceutical companies are, however, fully engaged in collaborations that are being established through the Innovative Medicines Initiative (IMI) – one of the initial Article 185 (171) Joint Technology Initiatives (JTIs) established under Framework 7. The ABPI and its member companies are members of EFPIA, which, with the European Commission, was the founding member of IMI. The great majority of UK pharmaceutical industry involvement in FP7 will be via IMI, the 4th Call of which is currently being prepared 

High level objectives

We believe that the UK’s high level objectives for FP8 should be to leverage benefit from European research to drive innovation and support key industry sectors, including pharmaceuticals and the SME biopharmaceutical community. The UK should seek to strengthen the UK’s core competencies in areas such as biomedical research, as well as supporting and developing the associated science skills base across the whole of the EU. The UK should consider FP8 as providing an opportunity to enhance collaboration between companies, academics and regulators, stimulating data-sharing and problem-solving activities across key sectors. The European pharmaceutical industry sought to establish IMI as a mechanism to help overcome bottlenecks in pharmaceutical R&D and to enhance access to a mobile talent pool as it considered existing Framework mechanisms were too complex, administratively time-consuming and bureaucratic. There are still a number of significant issues that need to be addressed concerning the management of FP programmes, including JTIs such as IMI. Simplification of FP must remain a high level objective. 

Innovation and economic growth

Framework 8 can help to deliver growth throughout the lifetime of the programme and beyond by investment in core competence areas and the supporting skill bases to develop competitive research capabilities that will attract researchers to the UK.  A well-constructed FP8 would also encourage companies based in the UK to access the academic talent pool of the rest of EU, further stimulating UK’s industrial competitiveness. A focus on collaboration between Member States that will attract researchers to Europe would boost the EU research capability in a similar way.  Looking at ways to enhance collaborations between industry and academia, potentially across different EU member states, would be a key area for focus.  Coupled with effective knowledge transfer systems between industry and the public sector, this is likely to lead to innovative products as well as improved management and motivation, and should result in benefit to the economy as a whole. 

In order to drive innovation in the discovery and development of new medicines there are a number of areas for attention including:

· Focus on research to discover and develop treatments for diseases with unmet medical need, such as diseases of the developing world, obesity and diabetes, cancer, cardiovascular disease and gastrointestinal disorders, respiratory and inflammation, disorders of the Nervous System and infectious diseases.  The challenge here would be to ensure that such research was pre-competitive. IMI is focussed on tools and mechanisms to overcome bottlenecks in pharma R&D.
· Building on current UK initiatives such as health informatics, enabling the research from linked patient databases – as envisaged by the NHS Research Capability Programme and the Strategic Framework for Health Informatics in support of Research developed by the MRC, Wellcome Trust and other research funders.  One example is to use the longitudinal data collected by the NHS over decades to help deliver improved products and services for patients.
· Augmenting the clinical research in these areas and working to progress the informatics and knowledge management projects within the Innovative Medicines Initiative.
Life sciences and, in particular, the pharmaceutical industry is highly innovative.  Supporting the science and skills base in areas important to the pharmaceutical industry would provide support for UK innovation and make a strong positive contribution to the UK economy.
Structure of the Framework programme
It is recognised that efficiencies are vital in the current economic climate.  We suggest that through a review of the funding, and ensuring that funding is focussed on areas that are complimentary rather than duplicative, would allow identification of where efficiency savings could be made. 

It is possible that the current inconsistency in the funding of overheads (indirect costs) within the Framework Programme may be disincentivising participation from top class universities from the UK.  This is particularly the case for IMI, which until recently only allowed for a flat rate of 20% of direct costs. Because of the rigid adherence of many UK universities to previous UK Government policies on Full Economic Costing (FEC), the UK was considered to be one of the more expensive countries in which to carry out collaborative research in the EU.  The same philosophy and the current economic climate affecting the UK HEI sector will make it even more difficult for UK universities to participate in some FP programmes, albeit of strategic relevance.  The UK and other EU Member States need to agree on a consistent approach to overhead costs and maintaining the sustainability of the academic base- this argument has gone on far too long.

In response to your question on whether FP8 should move towards funding research and development which addresses grand challenges; we suggest that funding should build on key initiatives and priorities identified by the biomedical community for our sector.  This would have the effect of maximising the possibility of discovering, developing and delivering new medicines to patients. The thematic areas of health and biomedical research should continue to be included in the priorities.
In general terms, whilst we are supportive of research being focussed on Grand Challenges; it is important that their relevance to the needs of European citizens and of the competitiveness of the key industrial sectors is continually assessed.  There must be some flexibility Most Grand Challenges - e.g healthcare, energy, environment etc will require global solutions involving global partnerships.  New approaches within FP to supporting collaborative arrangements between EU academic and industrial scientists, and those from outside the EU (and FP-associated countries) must be sought. 

Typically EU has allowed participation from non-European states and this should continue.  Global pharmaceutical companies have research laboratories across the world and often focus all research on one disease area in a single site, which may not in the EU but they may wish to participate.
There are a number of enabling technologies that are important to biomedical research, such as health information technology and biomedical imaging.  It is important that any thematic area includes research into prioritised enabling technologies relevant to that sector.
Knowledge Transfer Networks such as those set up by the UK Research Councils have proved to be an effective mechanism to promote knowledge exchange between private and public sectors; these could be used by the European Research Council.

Mobility of researchers is an important topic and should be given serious consideration.  There is a need to ensure that the EU continues to attract and retain the best scientists and engineers.  Ensuring that the research, facilities and infrastructure are well supported and the research environment allows mobility of researchers will be important.  There are a number of mechanisms, including Marie Curie Fellowships and Doctoral Training Centres, that work well.  We recommend the re-introduction of Industry Host Fellowships used under the 5th Framework Programme. These Marie Curie Fellowships were useful tools to give young researchers – particularly those without previous research experience in business – the opportunity to receive international industrial research training in companies.
The Innovative Medicines Initiative under FP7 is an example of a successful JTI.  It would be valuable to ensure that such instruments are available in the new programme.  However many lessons have been learnt in establishing such public-private partnerships and it is to be hoped that the outcome of the JTI Sherpas’ Group report and the Commission’s interim review of IMI will be fully considered in maintaining or establishing such instruments in FP8.  
Companies have recognised the significant value that collaboration within IMI can bring to their pre-competitive research projects and education & training programmes.  It has also been recognised that the ability of the EFPIA companies to define the scientific priorities and call topics (thereby ensuring the relevance of the projects for pharmaceutical R&D) is a highly positive aspect of this JTI.  UK based pharmaceutical companies are involved in (and in many cases are leading) a wide range of projects despite some recognised challenges to participation, which are mainly focussed on the need for companies to provide relevant in-kind contributions over the life-time of each of the projects.  One of the most significant barriers at present is the long-term nature (5-7 years) of the necessary commitment to collaboration in individual projects.  There is also a lack of recognition of the time spent by the industrial or academic partners in setting up, and having peer-reviewed, a consortium which is not currently counted towards the company’s in-kind contribution.  
Companies need to initiate and engage with projects that meet their core business aims – but these may change during the lifetime of a project, or the research might be moved to outside of Europe.  The research of UK-based companies that is not carried out within the EU cannot, at present, be used to secure matching funding from the EC for the collaborating EU academic and SME partners. 
Amongst the positive outcomes from participation in IMI are:

· An increase in additional pre-competitive collaborations
· Increased willingness of companies to share pre-competitive data and know-how
· Increased knowledge transfer, including moves towards the development of a large cohort of ‘industry aware’ PhD scientists

· Linking of PhD students through education and training projects

Outcomes and impacts
We have concerns over the bureaucratic process that has to be gone through to participate in a Framework Programme, particularly for a partner who is the project lead.  Any steps that could be taken to reduce this would be welcome and may lead to increased rates of participation, particularly amongst SMEs.
An agreed process of communication and dissemination drawn up by the partners of a consortium should be developed to help to address concerns over wide dissemination and exploitation of the knowledge gained from FP8 funded projects.

The Technology Strategy Board could have a more substantial role in the promotion of the Framework Programme, and JTIs such as IMI, to the SME and non-pharma community in the UK.  The MRC played an active role, initially, in promoting IMI to the academic community – but in light of the importance of knowledge and information management within such large public private partnerships a greater involvement of other Research Councils, such as EPSRC, would be expected if IMI were to continue.  Much of the engagement from BIS with the SME community over FP7 and IMI to date appears to have been focussed on the challenges of participation - more communication will be needed on the benefits of involvement.
The Association of the British Pharmaceutical Industry represents more than 70 companies in the United Kingdom producing prescription medicines.  Its member companies are involved in all aspects of research, development and manufacture, supplying more than 80 per cent of the medicines prescribed through the National Health Service.  The ABPI also represents companies engaged solely in the research and/or development of medicines for human use. In addition, there is general affiliate membership for all other organisations with an interest in the pharmaceutical industry in the United Kingdom.








� ONS Statistical bulletin, UK Business Enterprise Research and Development 2009







