UK BIS FP8 Q.s

How to respond 
1. When responding please state whether you are responding as an individual or representing the views of an organisation. 

As a group of international product development partnerships (PDPs) aiming to accelerate the development and availability of products for poverty related and neglected diseases we welcome the opportunity to provide input into the UK’s public consultation on the future of the FP8.   
The PDPs who have jointly answered various questions of this consultation are:
AERAS (Global TB Vaccine Foundation)
DNDi (Drugs for Neglected Diseases initiative)
FIND (Foundation for Innovative New Diagnostics)
IAVI (International AIDS Vaccine Initiative)
IPM (International Partnership for Microbicides)
MMV (Medicines for Malaria Venture)
MVI (PATH Malaria Vaccine Initiative)
PATH
TB Alliance (Global Alliance for TB Drug Development)


2. If you are responding on behalf of an organisation please make it clear who the organisation represents and, where applicable, how the views of members were assembled. 

All the organisations listed above have contributed to this BIS questionnaire, our replies are in bold.

3. You can provide evidence using the form in annex 4. 
4. This call for evidence presents a series of questions on key topics. Responses which provide an overall response to the document or which focus on only a limited range of questions are most welcome alongside broader responses. 
5. You can also join in an on-line discussion via the Technology Strategy Board _connect platform on https://ktn.innovateuk.org/web/guest and register for the FP7 UK network and then the FP8 consultation group. 
6. Alternatively, you can download a Word document of the questions from the website www.bis.gov.uk/fp8-call-for-evidence. If you decide to respond in this way the form can be submitted by letter or email to: 

Amy Ackroyd 
International Science and Innovation Unit 
Department for Business, Innovation and Skills 
1 Victoria Street 
London SW1H 0ET 
Tel: 020 7215 1211 
Email: Amy.Ackroyd@bis.gsi.gov.uk

Question 1: What should the UK’s high-level objectives be for FP8? 

Question 2: How can FP8 help deliver economic growth throughout the life of the programme and beyond? 

Europe, and particularly the UK, has a vibrant biomedical research sector, active in a range of therapeutic areas, including for diseases of the developing world.  Investments in global health research allow Europe to benefit economically while at the same time utilizing the tremendous expertise and scientific capacity of its research institutions to benefit developing countries. 
New health technologies for diseases of the developing world could contribute to healthier, more stable economies around the world that are better placed to become trade and industry partners.  Growth can be accelerated by reducing disease burdens, which are primary barriers to economic progress, poverty reduction, and human development.
Historically, global health tools have contributed significantly to human and economic development by reducing disease incidence, mortality and severity. For example, a vaccine eradicated smallpox in 1979, saving approximately US $1.35 billion a year in global treatment and prevention expenditures and averting an estimated 10-15 million annual infections.
Question 3: How should FP8 support the wider European context including Europe 2020 and the European Research Area? 

Question 4: The study Impact of the EU RTD Framework Programme on the UK has indicated a number of broad benefits to the UK of the programme. Are these benefits identified appropriately and there other impacts that should be considered in addition? 

Question 5: How can FP8 make a positive contribution to the UK economy – and the low-carbon economy in particular? 

Question 6: How can FP8 support innovation in the UK?
The UK has been an early and strong supporter of PDPs.  Expanding support for PDPs under FP8 would allow researchers to capitalise on the assets of both public and private partners and leverage the UK’s significant investments in this proven model. British based biotechnology companies and academic institutions have been keen to collaborate with PDPs.  
For example: 
IAVI’s past and current collaborators include: Glaxo SmithKline (GSK); biotechnology companies: Biovex, Cobra and Lipoxen; academic partners Imperial College, the Medical Research Council, St George’s University, St Stephen’s AIDS trust and the University of Oxford.”
PATH and its programmes, including MVI, work closely with UK large corporate partners such as GlaxoSmith Kline and small biotechs such as Arecor, as well as medical device companies such as Star Syringe, and academic partners such as the University of Oxford, Imperial College and the London School of Tropical Hygiene and Medicine. Aeras Global TB Vaccine Foundation works with the University of Oxford and the UK-based Oxford-Emergent Tuberculosis Consortium to move the most advanced new TB vaccine candidate through proof-of-concept clinical trials.  Aeras also works with industry partners such as GlaxoSmithKline to develop and advance TB vaccine candidates. FP support could give an added boost to UK based industry and institutions conducting valuable research into life saving technologies.
TB Alliance have a contract with the Liverpool School of Tropical Medicine (LSTM) to study the impact of TB treatment on the lives of patients, which will help build the evidence base for adoption of new, shorter TB regimens. In addition the Principle Investigator of a lead compound (moxifloxacin) in clinical trials is a professor at University College London's Medical School.  The TB Alliance and Bayer are the sponsors of the trial and UCL provides the PI. This trial is also being co-funded through a grant from EDCTP to UCL for capacity building at several of the trial sites in Africa. The British Medical Research Council has also been involved in the management of the trial. 
IPM’s UK scientific partners include: Queens University Belfast, St. George's University, and Huntington Life Sciences.
FIND has a number of commercial, research and academic partners in the United Kingdom, focused on the development of diagnostic tools. These include among others the London School of Hygiene and Tropical Medicine, the Hospital for Tropical Diseases in London, the University of Cambridge, and companies such as 42 Technologies, Microsens Medtech and Scensive Technologies Ltd.

Question 7: What are your views on the split of the FP7 budget between these specific programmes? Should this change in FP8? 

Under FP7 the EC’s overall contribution to health Research and Development (R&D) is €6.1 billion of which only 4%, or €250 million, is dedicated for research into AIDS, TB and malaria, and even less for other neglected diseases. We would ask the UK to support us in asking for a substantial increase in funding for R&D into neglected and poverty related diseases.  

Question 8: Which areas of Framework Programme funding provide the most EU added-value (see paragraph 6 above)? And which the least? 

European collaborative research has become an established instrument for thousands of researchers in Europe. Such collaboration among research institutions has demonstrated success, in particular, in sharing knowledge and different research methods, and it is exceedingly in demand (see “Research for Europe, a selection of EU success stories” http://ec.europa.eu/research/research-for-europe/index_en.html) Therefore, we believe that collaborative research should continue to be supported by the EC Framework Programmes. However, the current FP has been more successful in funding networks and basic research rather than translational research. The FP could have more impact in the area of poverty-related diseases by funding specific product development programmes that are focused on producing tangible health products for diseases of the developing world, rather than knowledge sharing. One proven model for translating knowledge into products is product development partnerships (PDPs). In the last 10 years, PDPs have produced 12 health products and account for 46% of registered technologies for neglected diseases. These not-for-profit entities have been shown to achieve better outcomes than either the public or private sectors working alone. Product development partnerships (PDPs) combine public and private forces in not-for profit enterprises to develop new tools for diagnosis, prevention and treatment of poverty related and neglected diseases. PDPs are helping to fill the 10/90 gap – the situation where only 10% of the world’s health research funding is targeted toward diseases that account for 90% of the global disease burden. In doing so, PDPs share costs and share the risks of product development with partners, as well as develop robust product portfolios.
Question 9: Can efficiencies be found in the Framework Programme because of overlaps between different areas of funding?

Question 10: What are the arguments for and against FP8 moving towards funding research and development which addresses grand challenges? 
More than 35,000 people die every day from infectious diseases such as AIDS, tuberculosis, malaria and other neglected diseases. Mostly affecting people in developing countries, these illnesses perpetuate poverty and cause tremendous suffering. Yet industry is discouraged from engaging in research in this area, due to the high risks and low returns involved.
The European Union and Member States have made firm commitments to combat poverty related diseases and to promote effective and fair financing of research that benefits the health of all in the 2010 Council conclusions on the EU role in Global Health; the Programme for Action to Confront HIV/AIDS, Malaria and Tuberculosis through External Action (2007-2011) and the Communication on Combating HIV/AIDS in the European Union and neighbouring countries for 2009-2013. Yet, as stated above, under FP7 only €250 million is dedicated for research into AIDS, TB and malaria, and even less for other neglected diseases.
Question 11: Which grand challenges (see above) are best tackled on an EU-wide rather than a national level? Within these areas which particular aspects would benefit from an interdisciplinary focus? 

We believe that researching and developing global health tools against neglected and poverty related diseases require national, regional and international efforts. It is important for national and European research to link to international and global efforts, and to find synergies and opportunities for collaboration. The UK can leverage its bilateral investments in R&D by ensuring that global health is prioritised by other European donors through the FP.


Question 12: How should FP8 engage with countries outside the EU or associated to the Framework Programme in addressing global challenges?

Global challenges will best be solved by global partnerships (see above); therefore European R&D efforts should better coordinate with efforts that are made at the international level. This is particularly true in the field of R&D to tackle poverty-related diseases where the link with clinical trials in the countries that are most affected by the pandemic is crucial. Special measures of international cooperation should be included even more strongly into the thematic priorities of FP8. PDPs work globally and in close partnership with governments, academia, scientists and health workers in both developed and developing countries. 
PDPs provide collaboration opportunities for private industry and investors from developed countries who often have only limited experience and knowledge of developing country markets. PDPs can provide information on local science, technology and innovation capacity, and on regulatory, legal and policy frameworks. 

Question 13: Should FP8 still provide some thematic focus e.g. in areas such as space and transport? Should any of the current themes be re-visited over the course of FP8 – and if so, how? 

It is essential to continue funding health research, including research on communicable diseases and health conditions of the poor. Indeed, much more needs to be done in this area, since investment in health pays worldwide dividends. 

Question 14: What should be the role of key enabling technologies e.g. ICT and nanotechnology in FP8? 

Question 15: Services form a crucial part of the UK economy. Should research into services be addressed specifically in the Framework Programme, and if so, how?

Question 16: What are your views on how the Framework Programme allocation for collaborative research should be apportioned between themes; enabling technologies and underpinning areas of research e.g. social sciences and humanities?

Question 17: To what extent should ERC funding focus on supporting frontier research? Are there other areas in which ERC could add value? 

Question 18: Should ERC’s current emphasis on funding a single investigator continue into FP8? 

Question 19: Are there any options that could better link ERC activities with private sector interests?

Question 20: What priority should researcher mobility and skills development have in FP8? What is the best way to address this?

Question 21: The capacities specific programme currently covers several policy initiatives relating to capacity-building. Which of these are of most value? Are there other areas which would merit funding?

Question 22: What should the relative priority be for the Joint Research Centre under FP8? On which activities should it focus? 

Question 23: Please comment on the COST framework and its links with the Framework Programme
Question 24: Should FP8 directly support activities aimed at integrating the three sides of the knowledge triangle e.g. KICs?
Question 25: Which instruments (e.g. JTIs, article 185 initiatives) should be retained for FP8? Are any new instruments required? 

Re. the article 185 initiative: the European and Developing Countries Clinical trials Partnership (EDCTP). We recognise and appreciate the important role the EDCTP has played in promoting international research collaboration among African and European scientists and in building the clinical trial capacity of African researchers and regulators. EDCTP’s current mandate is “to accelerate the development of new or improved drugs, vaccines and microbicides against HIV/AIDS, malaria and tuberculosis, with a focus on phase II and III clinical trials in sub-Saharan Africa.“ In the seven years since EDCTP was created, the initiative has worked toward sustainable product development for HIV/AIDS, tuberculosis and malaria; it has increased the number of participating African countries, and has supported a significant number of clinical trials with a wide variety of capacity building activities.
It is our hope that the EDCTP can build upon its past successes, for instance by streamlining co-funding mechanisms, supporting larger, integrated product development efforts, and engaging further with international product development pipelines and priorities. This would enable EDCTP to contribute to substantive product outputs as well as ensure that new medical technologies for neglected diseases are implemented as quickly as possible for the benefit of the most vulnerable populations who need them the most.

Question 26: Please comment on the Risk Sharing Finance Facility. Should a scheme of this kind be included within FP8? 

Question 27: What should the balance be between funding large-scale programmes e.g. the article 185 programmes above and smaller projects individually administered by the Commission? 

Question 28: What should be the role of public-private partnerships in FP8?
Product development partnerships are a class of public–private partnerships that focus on pharmaceutical product development for diseases of the developing world. These include preventive medicines such as vaccines and microbicides, as well as diagnostics and treatments for neglected diseases of the developing world. 
PDPs work internationally to accelerate research and development of pharmaceutical products for underserved populations that are not profitable for private companies. They plan for access and availability of the products to ensure that any product developed will be quickly manufactured and distributed in developing countries. 
Publicly financed, with access clauses granted by pharmaceutical or medical device industry partners for specific markets, PDPs are able to focus on achieving their missions rather than concerns about recouping development costs through the profitability of the products being developed.
As not-for-profit organisations PDPs bridge public- and private-sector interests, with a view toward resolving the specific incentive and financial barriers to increased industry involvement in the development of safe and effective pharmaceutical products for use in developing countries. 
Since the early 1990s when many were first established, PDPs have developed a robust product pipeline of global health tools.
The annual rate of new product approvals for neglected diseases increased from an average of 1.8 between 1975 and 1999 to 2.6 between 2000 and 2009.
During the same period, PDPs accounted for a growing share of all regulatory approvals to treat neglected diseases, from 15% to 46%. To date PDPs have developed and licensed 12 products to combat sleeping sickness, cholera, Japanese encephalitis, visceral leishmaniasis, TB and meningitis
In 2009, PDPs had nearly 150 biopharmaceutical, diagnostic and vector control candidates in various stages of development, including 32 in late-stage clinical trials. 
The United Kingdom and other European member states (including Sweden, Denmark, Germany, France, Spain, the Netherlands and Ireland) provide important financial support of PDPs thereby accelerating the research and development of global health technologies. And whilst the European Commission’s DG Development has provided funding in the past PDPs have had difficulty accessing Framework Programme funding.
Question 29: What lessons from evaluations of previous framework programmes can help with the development of FP8? 

Question 30: What steps could be taken to ensure that knowledge gained from FP8 is disseminated and exploited – and remains easily accessible over time? 

Knowledge generated through FP8 can be disseminated and fully utilised through partnerships with entities such as PDPs. In the past, PDPs have served as a mechanism to share knowledge through research consortia. IAVI has sponsored several joint research efforts. These include the Neutralizing Antibody Consortium, the Control of HIV Infection/Live Attenuated Consortium, and the Vector Consortium. These consortia comprise academic institutions and research institutes working collaboratively to address key challenges facing the AIDS vaccine field. Consortia members share information, data and materials, and work together to coordinate IP management. Each member contributing to an invention participates in the ownership of the resulting patents. What’s more, members share revenues generated by technologies that emerge from the consortia that are used in the field of AIDS vaccine R&D, which provides an added incentive for collaboration. IAVI retains licensing rights to further develop and commercialise those technologies so that we can ensure they are made accessible to poorer countries.  Through partnerships with PDPs such as this one, EC-funded research can be connected to global research initiatives. 

In addition to building research networks, PDPs work with developing country research centres as part of their R&D activities.  Such partnerships entail sharing of knowledge and skills through regular training programs for clinical and laboratory staff members as well as through the provision of state-of-the-art laboratory equipment and the technical assistance needed to use them.  The partnerships have resulted in greater capacity for developing countries to conduct world-class research, with some facilities meeting Good Clinical Practice and Good Clinical Laboratory Practice standards for the first time. 
In the field of malaria vaccines, for example, the PATH Malaria Vaccine Initiative (MVI) supported the establishment of the Clinical Trials Partnership Committee, which is currently conducting the world’s first large-scale Phase 3 trial of a malaria vaccine candidate and which brings together 11 research centers in seven African countries, their Northern partners, MVI, and GlaxoSmithKline Biologicals.  
   
PDPs are acutely aware of the need to deliver health solutions to areas where the need is greatest.  Most PDPs therefore include global access strategies in all their partnership agreements. The International Partnership for Microbicides (IPM), for example, has obtained several non-exclusive royalty-free licenses from pharmaceutical companies to develop, manufacture and distribute antiretroviral compounds such as microbicides in developing countries. IPM and CONRAD have an agreement with Gilead to develop tenofovir, an antiretroviral (ARV) drug, as a topical microbicide for use by women in the developing world. The agreement allows IPM and CONRAD full rights to distribute an eventual microbicide product at no or low cost, making the fruits of research accessible to all. 

PATH has developed an Enabling Platform (EP) to support the development of rotavirus vaccines. The EP is a group of organizations, consultants and PATH experts that share technologies and know-how to support vaccine manufacturers in Brazil, China and India in their development efforts.  PATH has convened annual meetings since 2007 to discuss product development, clinical trials and regulatory issues.  

The Aeras Global TB Vaccine Foundation, in partnership with the European and Developing Countries Clinical Trials Partnership (EDCTP) and the KNCV Tuberculosis Foundation, have fostered South-South collaboration and networking between new and established clinical trial field sites involved in TB vaccine trials in Africa and Asia through a program called the Tuberculosis Vaccine Trial Sites Network (TBVACSIN).  The aim of the TBVACSIN consortium is the sharing of expertise, skills and experiences among sites hosting epidemiology studies and trials, encompassing such issues diagnostic procedures, surveillance systems, database systems, regulatory and ethical issues, and microbiological and immunological laboratory issues.
                                                                                                                                                      

Question 31: Would any proactive effort to alter the current balance of funding between universities, research organisations and businesses be appropriate or effective? If so, what might be involved? 

EC Framework Programmes should take into consideration existing high pressure on universities to generate IP revenues that reduces incentives for exploring high risk applications for health. Since innovation and early stages of product development take place primarily in university labs and biotechnology companies, new incentives should be directed at these links in the R&D chain. 
In 2005 the European Programme for Action to Confront HIV/AIDS, Malaria and Tuberculosis through External Action (2007-2011) proposed that the EU encourage “pull incentives”, unfortunately we have not seen any progress on this. We would urge FP8 to take a lead.
Question 32: What could be done at EU level to encourage more businesses – especially SMEs - to apply?
Question 33: What could the Commission do to reduce bureaucracy of FP8 over and above the current simplification proposals (including changes to the Financial Regulations and Implementing Rules)?  

· Large consortia structure requirement is an obstacle to implementing successful adaptive product development programmes. EC research funding has often focused on investigator-led research consortia that link numerous institutions and countries. While this approach suits basic research, it is not sufficiently flexible to support portfolio-based approaches to product development efforts that will yield tangible health benefits. The portfolio approach constantly reprioritises the best and most viable candidates for clinical testing in and with developing countries This model succeeds when it has the flexibility to contract with partners based on needs that emerge during the product development process. 
· Europe can both contribute to and benefit from scientific collaborations with global partners. Current nationality requirements of the FP restrict the organic and optimized establishment of research partnerships. European participation in high-impact International collaborations will require a more flexible approach to nationality requirements in order to take full advantage of the opportunities that participation in global partnerships and structures can offer.

Question 34: Is there a role for a two-stage applications process analogous to that used by the Technology Strategy Board? 

Question 35: Should the programme move away from a cost/input-based funding model to one based more on results/outcomes/performance

Question 36: Should the rules on intellectual property in FP7 be changed for FP8?

Intellectual property rights, which serve today as a primary incentive to conduct research and stimulate industry engagement, need to be used as a tool for collaboration among partners through patent pools or similar schemes. Much can be done to effectively manage such rights so as to ensure that the resulting products are accessible to people in developing countries.

Question 37: Is the proportion of overheads funded by FP7 appropriate? Should this be adapted in FP8 to create more consistency with other sources of funding?
Question 38: Within the current UK public expenditure constraints24, could the UK do more on a cost-neutral basis to encourage participation in FP generally? 

Question 39: How effective are the current UK support services? 

Question 40: What could be done at UK level to encourage more businesses – especially SMEs – to apply? 

Question 41: Are there any lessons from other countries that could help raise UK participation? 

Question 42: Please add additional comments here in relation to UK interests in the Framework Programme.
PDPs also balance the burden of risk incurred by public donors, who must review broad portfolios of R&D activities and cannot specialise in any one, by developing specific areas of expertise to support investment strategies in individual research areas. The PDP model allows donors to invest in an entire portfolio of candidates, thereby increasing chances of success.
Sustaining the momentum of R&D efforts to tackle the major poverty-related and neglected diseases now and in the future is critical.  It will help achieve better outcomes for both developing and developed countries. With adequate political and financial support, PDPs can continue to forge unique partnerships with private industry, academia, donors and developing countries to develop new health technologies and to support innovative practices to ensure appropriate access to those who need the tools most.
The European Union has a crucial role to play in the fight against diseases of the developing world. Commitment to the better use of tools for prevention, detection,  treatment and care currently available must be matched by a dedication to the development of better tools for use by those in greatest need. Future generations depend on it.
Global Product Development Partnerships therefore ask the FP8 to
i)  substantially increase funding for Research & Development into neglected and poverty related diseases 
· creating a specific budget line for AIDS, Tuberculosis, Malaria and Neglected Diseases similar to that which existed in FP6;

ii)  adapt the research FP to encompass portfolio approaches focusing on needs-based and results-oriented innovation for health 
· establishing a specific funding mechanism to support PDPs, requiring smaller more flexible consortia, and providing long-term, sufficient and predictable financial support. 
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