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I.
FOCUSING AND INTEGRATING COMMUNITY RESEARCH

THEMATIC PRIORITY AREA  1:  
Life sciences, genomics and biotechnology for health 
1.1
INTRODUCTION

This third main update to the Work Programme for Thematic Priority 1, covers calls for proposals with closing dates in 2004.  It defines the priorities for the call for proposals, the implementation plan and the criteria that will be used for evaluating proposals responding to these calls.  

It should be recalled that the overall aim of the theme is to build on the sequencing of the human genome and many other genomes with the result of improving human health and to stimulate industrial and economic activity. In making its contribution to realising these benefits, this theme will focus on integrating post-genomic research, including research on related molecular mechanisms, into the more established biomedical and biotechnological approaches, and will facilitate the integration of research capacities (both public and private) across Europe to increase coherence and achieve critical mass. Integrated multidisciplinary research, which enables a strong interaction between technology and biology, is vital in this theme for translating genome data into practical applications. In addition, an essential element will be to involve key stakeholders, for example, as appropriate industry, healthcare providers and physicians, policy makers, regulatory authorities, patient associations, and experts on ethical matters, etc in implementing the theme. Furthermore, attention will be paid to childhood diseases and related treatments whenever appropriate, and gender aspects in the research will be taken into account
.

This thematic priority will stimulate and sustain multidisciplinary basic research to exploit the full potential of genome information to underpin applications to human health. In the field of applications, the emphasis will be put on research aimed at bringing basic knowledge through to the application stage (“translational” approach), to enable real and consistent and coordinated progress at European level in medicine and improve the quality of life. This research may also have implications for research on areas such as agriculture and environment, which are addressed under other thematic priorities; such implications should be duly taken into account in the course of the implementation of the thematic priorities concerned. 

This edition of the Work Programme sets out activities envisaged for 2004 and 2005.

1.2
OBJECTIVES, STRUCTURE, AND OVERALL APPROACH

The content of this updated Work Programme and the research topics selected for this call reflects the input received from the Advisory Group for Theme 1, the Programme Committee, the response to the Expressions of Interest exercise 2002, various scientific conferences and workshops in the sector.  In addition the Work Programme also takes into account the results of the first call announced in 2002, the budget limitations, the urgency of the scientific actions and the possible overlaps between research topics. 

The Work Programme will be implemented through a range of instruments as specified in the topic descriptions.  In addition some activities may be taken forward through public procurement procedures (calls for tenders).  These will help the Commission prepare new initiatives in a targeted manner that will complement the more “bottom” up approach offered by call for proposals.  Calls for tender are clearly distinguished from calls for proposals in the Work Programme.
In preparing proposals, applicants should consider the horizontal issues mentioned in the general introduction
 and the following issues which are specifically relevant to this theme:

Gender aspects in research

Gender aspects in research have a particular relevance to this theme as risk factors, biological mechanisms, clinical, manifestation, causes, consequences for disease and disorders may differ in men and women.  The possibility of gender/sex differences
 must therefore be considered in all areas of health research, unless it can be demonstrated that gender/sex is inappropriate, with respect to the health of the subjects or the objectives of the research.  Gender/sex issues should be considered in:

· the formulation of research hypotheses, in the development of research protocols, choice of research methodologies and in the analysis of results

· biological, pre-clinical and epidemiological, behavioural research/studies on both human and animal subjects

· the use of cells, tissues and other specimen, where appropriate

· the choice for a particular study population that should be thoroughly justified and the sex of the participants described in full.

These aspects will be taken into account in the evaluation process
. 

Innovation aspects and SME participation 

Life sciences and biotechnology, as frontier technologies, can contribute significantly to the Lisbon objective of Europe becoming the most competitive knowledge based economy in the world by 2010
. This thematic priority emphasises the importance of innovation and the integration of SMEs in order to reach the Lisbon goal by ensuring that new knowledge is disseminated and translated into new therapies and clinical practice.  Although the inclusion of “high-tech” SMEs is particularly encouraged, SMEs providing a service e.g.  management, intellectual property expertise are also eligible to participate.  

As 15% of the budget for Thematic Priority 1 is reserved for SME participation, all proposal consortia should aim at having at least 15% of the budget allocated to SMEs.  For the new instruments, it is possible to reserve part of the budget for inclusion of SMEs at a later stage, however the activities must be clearly defined in the original proposal.  

In addition, for some topics the level of SME involvement is expected to be significantly higher than 15% of budget.  These topics are identified by the inclusion of a specific reference in the topic title “especially orientated towards involvement of SMEs”.
Child health

Attention should be paid to childhood disease, whenever appropriate.    Research on children has so far been very limited because children cannot give consent, which is a basic requirement for all research involving human beings. Providing appropriate ethical requirements are taken into consideration, research involving children should be taken into account.

Clinical research and clinical trials
Since the development of applications towards human health and the improvement of patient-oriented strategies will be important to the success of this priority, clinical research is expected to be a major tool used by the applicants to meet these objectives
. This clinical research may include clinical trials.  Community contribution will however only be available for Phase I and II clinical trials.  Within the context of the European and Developing Countries Clinical Trials Partnership, EDCTP, funding may be considered for Phase II and Phase III trials.  In implementing a clinical research project consortia are encouraged to include small and medium sized enterprises (SMEs) wherever appropriate.

Causes, clinical manifestation, consequences and treatment of disease and disorders often differ between women, men and children.  Therefore, all activities funded within this thematic priority must take the possibility of such differences into account in their research protocols, methodologies and analysis of results, in particular when conducting clinical research.

Integration of ethical, social, legal and wider cultural aspects

Ethics has a special relevance in thematic priority 1. Ethical issues such as research with human beings (clinical trials in adults and children), use of human embryonic stem cells, use of biological materials of human origin and research with animals will be dealt with in this priority.  Experts in ethics, law and social sciences are encouraged to participate actively in research projects. Transdisciplinary collaboration between all stakeholders should ensure that due account is taken of the ethical and societal concerns, our obligations towards future generations and the rest of the world.  It should also allow for mutual education and dialogue, and ensure that ethicists have the means to continuously assess the societal relevance and adequacy of their analysis and evaluation. 

Fostering ethical awareness in research and foresight attention in research

All applicants will be requested to address, in the application form, the potential ethical aspects of the proposed research regarding its objectives, the methodology and the possible implications of the results. This should justify the research design,  explain how ethical requirements will be fulfilled and indicate the relevant national legal and/or regulations of the country(ies) where the research takes place. 
 
International Cooperation

International co-operation is welcomed in all areas within the thematic priority. Project consortia are in particular encouraged to include organisations from the INCO target countries (see list of countries in Annex 3) and from countries with Scientific and Technological cooperation agreements
 according to the participation rules
. Funding will be provided to participants from the INCO target countries. Funding for organisations from other third countries may be provided on a case by case basis if considered essential for carrying out the project.    

Within the theme, the area 'Confronting the major communicable diseases linked to poverty' places a particular emphasis on involving groups and organisations from developing countries. 

Support to policies

This thematic priority will also contribute to the action plan of the Communication from the Commission entitled "Life sciences and biotechnology - A strategy for Europe" 
, which is a follow-up of the March 2001 Stockholm European Council.

This thematic priority area will also foster the implementation and development of the health strategy of the European Community.

1.3  
TECHNICAL CONTENT
i)
Advanced genomics and its applications for health 

a)
Fundamental knowledge and basic tools for functional genomics in all organisms
The strategic objective of this line is to foster the basic understanding of genomic information, by developing the knowledge base, tools and resources needed to decipher the function of genes and gene products relevant to human health and to explore their interactions with each other and with their environment.  The involvement of SMEs is encouraged in this area.   Research actions will encompass the following:

· Gene expression and proteomics 

The objectives are to enable researchers to better decipher the functions of genes and gene products as well as to define the complex regulatory networks that control fundamental biological processes.

Topics for third call, deadline 16 November 2004 

LSH-2004-1.1.1-1:  Temporal and spatial proteomics in the cell – INTEGRATED PROJECT:  The project should focus on designing technologies for analysing the temporal and spatial organisation of proteins within the cell, including a systems approach to gather quantitative gene expression data in a whole cell.

LSH-2004-1.1.1-2:  Gene regulatory systems at the level of chromatin structure and nuclear organisation – INTEGRATED PROJECT:  The project should focus on building high through-put technologies to study histone modifications and regulatory systems associated with   chromatin structure and nuclear organisation. The work should use a concerted effort on particular, well-defined cellular systems and include studies on context effects.

· Structural genomics  

The objective is to enable researchers to determine, more effectively and at a higher rate than is currently feasible, the 3-D structure of proteins and other macromolecules which is important for elucidating protein function and is essential for drug design.   

Topics for third call, deadline 16 November 2004:

LSH-2004-1.1.2-1:  Structural genomics interdisciplinary initiative – INTEGRATED PROJECT: The objective should be the high-throughput determination of the three-dimensional structure of macromolecules in an interdisciplinary effort, with special emphasis on the development of the necessary technologies to achieve this, in particular for new folds or for proteins presenting particular difficulties for structural determination. The project should be organised around a common theme in terms of target selection.

· Comparative genomics and population genetics 

The objectives are to enable researchers to use well-characterised model organisms for predicting and testing gene function and to take full advantage of specific population cohorts available in Europe to determine the relationship between gene function and health or disease. 

Topics for third call, deadline 16 November 2004
LSH-2004-1.1.3-1:  Integrated tools for functional genomics of the rat model – INTEGRATED PROJECT:  The focus should be on strengthening the research effort to develop and use high throughput tools, technologies and approaches in rat models for harvesting large data sets on gene functions in health and disease.

LSH-2004-1.1.3-2:  Genome-wide mutagenesis in mouse – INTEGRATED PROJECT:  This topic will enable European researchers to become part of a world wide initiative (to be launched towards in the end of 2004) aimed at producing mutations in each of the 23,000 annotated mouse genes using a variety of different mutagenesis approaches, including gene trap, transposon and gene targeting approaches. The project should deliver a freely accessible repository of mutated mouse embryonic stem cells. 

· Bioinformatics 

The objectives are to enable researchers to access efficient tools for managing and interpreting the ever-increasing quantities of genome data and for making it available to the research community in an accessible and usable form.  

Topics for third call, deadline 16 November 2004
LSH-2004-1.1.4-1:  Development of a European-wide package for creating and integrating relevant databases and analysis software to enable systems-level interpretation of complex experimental data in functional genomics - NETWORK OF EXCELLENCE:  European biology databases related to genome information require uniform standards to allow for transparent access to applications and heterogeneous distributed resources. Information necessary to go to the next stage of understanding of complex biological systems includes genome information, gene function, pathway, and interaction data.  The focus should be on networking research institutions by generating a widely applicable and accessible communication and analysis layer as well as database analysis and service development to enable the exploitation of a wide range of biomolecular information.

· Multidisciplinary  functional genomics approaches to basic biological processes 

The objectives are to enable researchers to study fundamental biological processes by integrating the above innovative approaches.

Research will focus on the study of fundamental biological processes relevant to human health (including studies on microorganisms, plants and animals where appropriate). This research will be of a multidisciplinary nature, involving the different disciplines of functional genomics: gene expression and proteomics, structural genomics, comparative genomics and population genetics and bioinformatics. 

Topics for third call, deadline 16 November 2004
LSH-2004-1.1.5-1:  Unravelling the mechanisms and functions of post-translational modifications of proteins – INTEGRATED PROJECT or NETWORK OF EXCELLENCE: The focus should be on using innovative and high throughput functional genomics approaches to decipher the functions of genes and gene products involved in the pathways of post-translational modifications of proteins (e.g. ubiquitin-proteasome pathways, glycosylation/deglycosylation).

LSH-2004-1.1.5-2:  The intracellular routes of polypeptide growth factor signalling - INTEGRATED PROJECT: The focus should be on using multidisciplinary approaches of functional genomics in both animal and cellular models to investigate how intracellular transport governs the signalling activity and spatial reconfiguration of polypeptide growth factor receptor complexes.

LSH-2004-1.1.5-3:  Functional genomics approaches for studying alternative RNA splicing - NETWORK OF EXCELLENCE:  The focus should be on integrating different expertise, model organisms and functional genomics approaches to identify the functional differences of splice variants and characterise the regulatory components mediating tissue and differentiation specific alternative splicing.

LSH-2004-1.1.5-4:  Molecular analysis of the circadian clock in different model organisms - NETWORK OF EXCELLENCE or INTEGRATED PROJECT:  The focus should be on using functional genomics approaches in cells and in different model organisms, including humans, in combination with functional phenomics to decipher the molecular mechanisms controlling the circadian clock. 

LSH-2004-1.1.5-5:  Functional genomics of human embryonic stem cell differentiation – INTEGRATED PROJECT. The focus should be on using functional genomics approaches to understand the basic biological processes underlying differentiation and lineage commitment of human embryonic stem cells. Special attention should be given to the dissemination of the knowledge generated to the wider scientific community. 

Research areas for the third call utilising STREP/CA/SSA, deadline 16 November 2004
LSH-2004-1.1.0-1:  For Specific Targeted Research Projects (STREP), research should focus on multidisciplinary fundamental genomics approaches in all organisms to study the following eligible topics: the biological role of non coding genomic information (including antisense RNA); metabolomics (identifying the correlations of biochemical information with genetic and/or molecular data for gaining better insight into the functions of gene or systems response to external and internal stimuli), systems biology of complex cellular pathways or transcriptional networks, epigenetic mechanisms in human disease (clinical epigenetics), de-differentiation of terminally differentiated cells into pluripotent cells.  Proposals addressing genetic variation in different human populations especially with respect to genes known to be involved in health and disease will also be considered.  Proposals concerned with the development of new and improvement of technologies/methodologies for mass spectrometry,  structural genomics (e.g.  NMR, X-ray, protein production etc.), model organisms, metabolomics, chemical genomics and for cellular and protein arrays are also encouraged.  The involvement of SMEs is highly encouraged in all topics in this area.  
Topics already addressed in this call for Integrated Projects and Networks of Excellence will not be eligible for STREP.

LSH-2004-1.1.0-2:  Coordination Action (CA) proposals should aim at: - developing a coherent strategy for the maintenance and sustainability of essential European database resources for all model organisms important in functional genomics research, - or structuring systems biology research in Europe with particular emphasis on the collaboration between different expertises in life sciences research, - or developing a European public-private partnership to solve current bottlenecks in the production of eukaryotic proteins in quantities and quality required by structural genomics and proteomics programmes, - or improving European coordination of efforts to develop NMR methods for structural genomics, - collaboration between human sample biobanks in epidemiological research.

LSH-2004-1.1.0-3:  Proposals are invited for Specific Support Actions (SSA) in the following topics:

· Collaboration between the EU and certain third country regions (e.g. within Latin America; Indian peninsula; South-East Asia). Actions  to take place in the corresponding regions, should focus on identifying fundamental genomics areas of mutual benefit. 
· Preparing the ground for EU actions in the field of chemical genomics; a study on the current status and future developments. 
· Actions to promote human population genetics in Europe, building synergies between national and international projects in the field. 
· Workshop on comparative genomics of primates.
· Workshop on future opportunities of RNA biology for structuring and integrating European research in the area. 

· A policy-oriented forum for European structural genomics to assess infrastructures and set a strategic research agenda.

b) Application of knowledge and technologies in the field of genomics and biotechnology for health 

The strategic objective of this line is to foster the competitiveness of Europe’s biotechnology industry by exploiting the wealth of biological data produced by genomics and advances in biotechnology. Research actions will encompass the following:

· Technological platforms
 for the developments in the fields of new diagnostic, prevention and therapeutic tools: In the context of preventing and treating diseases, the objectives are to foster academic and industrial collaboration through technological platforms where multidisciplinary approaches using cutting edge technologies arising from genomic research may contribute to health care progress and cost reduction through more precise diagnosis, individualised treatment and more efficient development pathways for new drugs and therapies (such as the selection of new drug candidates), and other novel products of the new technologies.

Support will be aimed in particular towards innovative research in genomic start-ups and research-based SMEs to strengthen Europe’s biotechnology industry. The incorporation of SMEs and, where appropriate, large industries must be an integral part of projects and reflected in the consortia. All project consortia should aim at having at least 15 % of the budget allocated to SMEs, either for named SMEs and/or a budget reserved for inclusion of SMEs at a later stage. The innovation aspects within the projects and the technological platforms need to be visible through clear dissemination and exploitation plans. 
With a view to ensuring socially responsible choices, public acceptance and an efficient development pathway for these new technologies, an active and early involvement in the above activities of regulators, experts on ethics, patients and society at large will be necessary.

· Rational and accelerated development of new, safer, more effective drugs including pharmacogenomics approaches

The emphasis shall be on the use and translation of the knowledge and methods derived from genomics into concrete applications for drug design and development, involving e.g. combinatorial biosynthesis, therapeutic targeting, rational drug design. The innovative design and development of new, safer and more effective drugs, based on genomics information is the focus of this area.

Topics for third call, deadline 16 November 2004 

LSH-2004-1.2.1-1:  New approaches for accelerated development of new, safe and more effective medicines - INTEGRATED PROJECT.  The focus of this topic is to propose a new comprehensive approach to drug development utilising recent and emerging scientific accomplishments. Bottlenecks/barriers in the current drug development process must be identified and solutions elaborated to overcome them.  The project should contain two components:

1. To deliver a comprehensive strategy with a detailed roadmap to reduce the drug development time, encompassing the whole path from discovery of a new drug target to the validation and approval stages of new drug compound, ensuring high levels of drug safety and efficacy as well as fast availability of innovative medicines to the patients. 

2. To conduct, in support of the strategy, exploratory and demonstrative research activities within one or two of the major chronic progressive disorders, where novel concepts for accelerated drug development can be tested and evaluated. The research must address key areas, which are linked to the bottlenecks in drug development and include regulatory aspects.  

The consortium should involve all relevant stakeholders (e.g.  academia, clinicians, patient organisations, large industry, SMEs, regulatory and ethics specialists etc.). 
LSH-2004-1.2.1-2:  Pharmacogenomics for individualised medicines – INTEGRATED PROJECT. The research objective is to increase the specificity and to improve the risk/benefit ratio of new drugs
, by using pharmacogenomic methods. Research should focus on the interaction of drugs with their receptors, transporters and metabolising enzymes. The deliverables are the development of in vitro and in vivo models to predict inter-individual variations in drug absorption, distribution, metabolism, elimination and clinical effects. This necessitates a close integration of clinical, epidemiological, biophysiological, regulatory, ethical, economic and industrial aspects, as well as those related to public perception. This expertise must equally be reflected in the consortium composition, including partners representing all relevant disciplines, and, in particular, ethical, regulatory and patients’ issues.  
LSH-2004-1.2.1-3:  Exploring the potential of stem cells and/or primary cells, for the understanding of monogenic rare diseases and the development of new drugs for their treatment – INTEGRATED PROJECT. Mutated stem cells and/or primary cells can be a powerful analytical tool to better understand the molecular and cellular mechanisms of monogenic rare diseases, especially using genomics, physiomics and proteomics knowledge. This project aims to develop accurate cellular models for studying the diseases, to explore the capacity of stem cells differentiation for understanding the development of these diseases, and to explore the potential of these cells as screening tools for lead compound identification and/or drug targeting validation, using high-throughput and high-content technologies.

LSH-2004-1.2.1-4:  Standardised assays for determining immunogenicity of biopharmaceuticals – STREP.   The aim of this topic is to improve and standardise the detection and prediction of immune reactions. Deliverables are the development and standardisation of assays (e.g. antibody assays) and reference preparations to allow for inter-laboratory comparisons, so as to predict and thereby avoid such complications arising from the use of biopharmaceuticals.  This implies a close co-operation of all relevant disciplines, including ethical and regulatory specialists, SMEs and the pharmaceutical industry.

LSH-2004-1.2.1-5:  'Microdosing' studies to gain enhanced absorption, distribution, metabolism, excretion (ADME) - parameters for biopharmaceuticals (especially orientated towards involvement of SMEs) – STREP.  The focus of this topic is the development of technologies enabling the conduct and evaluation of ‘microdosing’ studies in humans as a means to obtain basic pharmacological data on biopharmaceuticals. This includes the set-up of clinical trials for administration of sub-pharmacological doses to humans and its comparison to existing data on pharmacological doses.

LSH-2004-1.2.1-6:  Targeted delivery of protein-based drugs (especially orientated towards involvement of SMEs)  - STREP.  This topic focuses on research addressing the barriers involved in delivering protein-based drugs to their molecular receptor. The deliverable is a better understanding of the inter- and intracellular transport of protein-based drugs leading to specialised drug-delivery systems.

LSH-2004-1.2.1-7:   Interdisciplinary educational approaches on the biological responses to new biopharmaceuticals ( e.g.  training events, workshops) - SSA

· Development of new diagnostics

New diagnostic tests and development of new tools and non-invasive methods for early diagnosis, monitoring of disease progression and interpretation of in-vivo data so as to increase the possibilities and effectiveness of the existing therapies.

Topics for third call, deadline 16 November 2004: 

LSH-2004-1.2.2-1:  New Screening techniques and strategies in the early diagnosis of solid tumors – INTEGRATED PROJECT.  By making full use of modern genomics, proteomics, nanotechnologies and biotechnological approaches, the activities should exclusively concentrate on the molecular characterization and metabolic monitoring of tumors, leading to the development of new and advanced tools necessary for tumor prevention and diagnosis. Proposals should address ethical and regulatory issues as well as opportunities for industrial exploitation.  Therefore the consortium should include partners with relevant expertise, patient associations and industry, particularly SMEs.
LSH-2004-1.2.2-2:  Highly sensitive tests for the assessment of haematological malignancies (especially orientated towards involvement of SMEs) - STREP.  Deliverables are the development and the standardisation of highly sensitive tests for diagnosis and follow-up.

LSH-2004-1.2.2-3:  Genetic and molecular diagnostic markers of alcoholic liver diseases (especially orientated towards involvement of SMEs) – STREP.  Deliverables are the identification of diagnostic markers for the development of tests which display clear advantages over currently available tests. 

LSH-2004-1.2.2-4:  New diagnostic tools for human and animal prion associated diseases (especially orientated towards involvement of SMEs) – STREP.  Ante mortem TSE diagnostic tests will be developed which display clear advantages over currently available technologies, and which provide enhanced protection of public health. The tests must be appropriate to the requirements of the end user. 

LSH-2004-1.2.2-5:  Workshop on the monitoring of safety of human blood origin products – SSA.  Populations dependant on blood transfusion or organ transplantation must be guaranteed that human blood origin products are free of infectious agents. The workshop should aim at identifying key issues in quality control. Proposals should include plans for disseminating the findings of the workshop to relevant and interested organisations.
LSH-2004-1.2.2-6:  Workshop on ethical issues raised by new diagnostic methods – SSA.  The workshop should help identifying ethical issues raised by new and emerging diagnostic methods and make suggestions to handle these matters in the frame of research funding.
LSH-2004-1.2.2-7:  Workshop on trends and perspective in new diagnostics – SSA.  The workshop should concentrate on new and innovative diagnostic methods/technologies and analyse limitations and expectations. 
· Development of new in vitro tests to replace animal experimentation

This area will focus on the development of alternatives that will replace the need for animal experiments, reduce the number of animals required, or reduce significantly experimental animal suffering, according to the definition of "The Three Rs" of Russell and Burch (The Principles of Humane Experimental Technique, (1959) London, Methuen). 
  
The topics considered will have to contribute directly to the aims of Directive 86/609/EEC  regarding the protection of animals used for experimental and other scientific purposes, and to be in line with the protocol annexed to the Treaty of Amsterdam on the welfare requirements regarding the formulation and implementation of Community policies including research.  Priority will be given to the development of those alternative methods that will reach the level of maturity for formal validation according to international standards for subsequent international regulatory acceptance and finally for world-wide application in industry, regulatory establishments and elsewhere.

In vitro methods will play a major role under the new chemicals system of the Community on the registration, evaluation and authorisation of chemicals. In vitro methods should accelerate testing and render it more efficient. The challenge is therefore to develop robust and effective in vitro methods that will withstand the requirements of international validation.

Topics for third call, deadline 16 November 2004:
LSH-2004-1.2.3-1:  Cell systems as a means to enhance toxicity testing - INTEGRATED PROJECT. Cell-based model systems will be developed for testing the toxicity of biologicals, pharmaceuticals, chemical compounds, directly related to human health. Research is expected to make use of the opportunities offered by functional genomics and cell biology to deliver faster tools with proven potential for multiple applications in relevant industrial sectors and to make a substantial contribution to the "Three Rs" (replacement, reduction and refinement of animal experiments, cfr. introduction). The involvement of SMEs is expected in all aspects of the research programme. The development stages could include the use of array technology, organotypic models derived from cultured human cells, the demonstration and validation ones will make use of the already existing (toxicological) data, thus avoiding unnecessary experiments. 

LSH-2004-1.2.3-2:  Optimization and pre-validation of in-vitro models for the study of drug absorption, modification and detoxification in the liver and in the intestinal epithelium (especially orientated towards involvement of SMEs) – STREP.  Research in this STREP will contribute to the various phases of a fully integrated drug development programme. In vitro screening techniques represent a significant market opportunity, and growth is predicted in this market segment. Studying the absorption by the intestine, the distribution to the organism, and the metabolism by the liver will provide supportive information to augment the interpretation of toxicology findings, reinforcing drug efficacy. 
LSH-2004-1.2.3-3:  Socio-economic impact on the "Three Rs" of the portfolio of the 5 research contracts in the "Cell Factory" 5th Framework Programme, area 3.1.4 – SSA. Further information on the projects concerned can be found on CORDIS (http://www.cordis.lu/life/src/projects.htm)
LSH-2004-1.2.3-4:  Workshop: how to integrate and make optimal use of animal data, non-animal data and predictions from computer-based modelling in assessing the risk of chemical compounds. – SSA.
LSH-2004-1.2.3-5:  Mini-pigs as models for toxicity testing of new drugs and chemicals: impact assessment – SSA. 
· Development and testing of new preventive and therapeutic tools, such as somatic gene and cell therapies (in particular stem cell therapies, for example those on neurological and neuromuscular disorders) and immunotherapies. 
Cell and tissue engineering, including stem cell therapy, have the potential to meet the challenges posed by many diseases, increased human longevity and the concomitant public health challenges facing European society. The integration of different research activities in areas as diverse as genetics, fundamental and clinical research and ethics, will provide standardised research materials such as stem cell banks, clinical research protocols and novel preventive and therapeutic instruments at a European level. Collectively these will offer new solutions for diseases such as diabetes mellitus, Alzheimer's disease and haemopoietic disorders, which impose considerable significant impairments to citizens’ quality of life, as well as burdens on health care services in Europe.

Topics for third call, deadline 16 November 2004:

LSH-2004-1.2.4-1:  Overcoming the limitations of stem cell therapy for solid tumours – INTEGRATED PROJECT. The project should focus on the development of technologies for allogeneic haematopoietic stem cell transplantation for solid tumours based on better understanding of immunological mechanisms of Graft vs Tumour effect and aiming to overcome the current limitations of this therapeutic intervention, thus increasing the selectivity of the antitumour effect and reducing Graft vs Host disease. The consortium should integrate partners  with clinical, scientific and regulatory expertise  as well as industry, including SMEs.

LSH-2004-1.2.4-2:  Chemokines: A new therapeutic approach for chronic inflammation and autoimmune diseases – INTEGRATED PROJECT.   The capacity of chemokines to control activation and movement of inflammatory cells suggests that chemokines and their receptors might provide novel targets for therapeutic intervention. This research project should aim to develop novel therapies for chronic inflammation and autoimmune diseases based on the modulation of the activities of the chemokine network. To this end, the project should create an effective collaboration between the scientific and industrial community to achieve a better understanding of chemokine receptors, and undertake molecular modelling of receptor-small molecule interactions and clinical development of low molecular weight antagonists.
LSH-2004-1.2.4-3:  Quality and safety standards for clinical gene transfer – NETWORK OF EXCELLENCE.  Many European labs are working on novel gene therapies. The approaches (vector category and system, transgene, mode of transfection, etc) vary considerably and involve specific and complex manufacturing processes. In order to carry out clinical trials conforming to GCP and deliver products for clinical use, addressing quality and safety issues and ensuring public health, common standards and practical clinical protocols need to be developed. To this end, the network should mobilise research, clinical and industrial expertise in the field together with GMP vector production facilities and regulatory bodies. The fast-moving nature of scientific advance in this area will need to be taken into account. The network should cooperate internationally as appropriate with public, non-profit and commercial efforts.

LSH-2004-1.2.4-4:  Development of new non-viral gene delivery technologies for ex vivo gene-based therapies (especially orientated towards involvement of SMEs) – STREP.  The objective of this project is to apply ex vivo gene therapies to diseases with high unmet medical need. It should mobilise industrial and academic know-how to develop new and efficient technologies for non-viral gene delivery which will circumvent the toxicity and immunogenicity problems raised by viral delivery systems.  

LSH-2004-1.2.4-5:  Human stem cells for spinal cord injury repair – STREP.  This project would compare the potential of different stem cell sources and incorporate tissue engineering technologies to develop a transplant product for clinical use.  
LSH-2004-1.2.4-6:  Exploring the potential of human umbilical cord blood stem cells for application other than allogeneic haematopoietic transplantations -  STREP. This research should develop for scale-up and production, high quality and well characterised stem cell lines having a potential for clinical application in repair of diseased or damaged tissues. The research should include a comparison of the potential of the derived cord blood stem cells with that of other human stem cells especially from adult and/or embryonic sources. Quality and safety of the cell lines should also be assessed (e.g. immunological compatibility, survival and toxicity). Studies in animal models should be used as appropriate. 

LSH-2004-1.2.4-7:  Oncolytic virus vectors for cancer virotherapy (especially orientated towards involvement of SMEs)  – STREP.  The project should aim to engineer optimised oncolytic viruses with the ability to target and replicate selectively in neoplastic cells, and spread within the tumour. The project should also include assessment of this new therapeutic tool for safety and non pathogenic effects in normal tissue and for efficacy in animal models. 

LSH-2004-1.2.4-8:  Workshop on use of stem cells as a tool for gene therapy – SSA.  The workshop should explore applications of Si RNA technology as a new approach to understand the genetic basis of growth and differentiation of embryonic stem cells and consider their potential in clinical gene therapy.

· Innovative research in post-genomics, which has high potential for application
The objective is to use cutting edge technologies in a multidisciplinary approach to address areas of research that will benefit from the developments resulting from genomics.  The incorporation of industry and in particular SMEs, wherever appropriate, must be an integral part of projects and should be reflected in the consortia.
Topics for third call, deadline 16 November 2004: 

LSH-2004-1.2.5-1:  Post genomic approaches to understand the molecular basis of asthma aiming at a preventive or therapeutic control – INTEGRATED PROJECT. The research should focus on analysis of the interaction of genetic and environmental factors causing the disease. The aim is to provide a basis for understanding how environmental or other factors interact with susceptible genotypes to initiate and consolidate asthma. Results should lead to the development of novel preventive approaches, diagnostics and therapeutics, by providing a large dataset of these interactions at the molecular level. To ensure exploitation of the results, the consortium should involve industrial partners, particularly SMEs.
LSH-2004-1.2.5-2:  Post genomic approaches for inflammatory rheumatic disease, leading to the development of improved therapy – INTEGRATED PROJECT. Therapeutic approaches are at various levels of development, especially regarding severe clinical situations that are presently difficult to predict. An understanding of the multiparametric pattern could lead to diagnostic characteristics, prediction of clinical outcome, prediction of response to therapy and adaptation of therapies to the various clinical stages or foreseeable outcome of the disease.  A multidisciplinary approach is needed, including genetic data, clinical parameters, epidemiology, genomics, post-genomics, cellular and molecular immunology, bioinformatics, biostatistics and economic evaluation, and leading to the development of therapies and therapeutic decision analysis tools.  To ensure exploitation of the results, the consortium should involve industrial partners, particularly SMEs.  
LSH-2004-1.2.5-3:  Post-genomic approaches to a human pandemic influenza vaccine – INTEGRATED PROJECT. The research should focus on setting up post genomic techniques and approaches to a vaccine development system adapted to meet a future influenza pandemic. The system must allow for rapid design of safe and efficient vaccines.  It must also allow for robust scale-up of vaccine production by circumventing the shortcomings posed by embryonated chicken eggs and other currently available alternative approaches. The project should also address development of improved adjuvants, standardisation of animal models, technologies for rapid scale-up and strategies for multi-centre clinical vaccine evaluation in man.  To ensure exploitation of the results, the consortium should include industrial partners, particularly SMEs. In addition, proposals should take account of research already supported under previous Framework Programmes.  
LSH-2004-1.2.5-4:  Post genomic approaches for tackling complex multifactorial diseases (except Cancer) (especially orientated towards involvement of SMEs) – STREP. The research should exploit genomic data and develop molecular models and tools for understanding the basic mechanisms for multifactorial diseases. A successful project should present case studies to be used for an eventual gene mapping, identification of risk factors and their interactions, leading to diagnosis and prevention. 

ii)
Combating major diseases

a)
Application-orientated genomic approaches to medical knowledge and technologies 

The strategic objective of this line is to develop improved strategies for the prevention and management – using also advanced technologies for health - of human disease and for living and ageing healthily. It will concentrate exclusively on integrating a genomic approach through all relevant organisms into more established medical approaches for investigating disease and health determinants. The emphasis will be on translational research aimed at bringing basic knowledge through to clinical application. The involvement of SMEs is highly encouraged in all topics in this area.  
Research actions will focus on the following:

Topics for third call, deadline 16 November 2004:

General

LSH-2004-2.1.0-1:  Workshops on  collaboration between the EU and certain third country regions (e.g. within Latin America; Indian peninsula; South-east Asia), to be held in the corresponding regions – SSA.  These workshops should focus on identifying research activities of mutual benefit in the field of Combating Major Diseases, including cancer. 

· Combating, cardiovascular disease, diabetes and rare diseases

The objectives are to improve the prevention and management of important causes of mortality and ill health in Europe and to pool Europe’s research resources for tackling rare diseases.

Topics for third call, deadline 16 November 2004:

LSH-2004-2.1.1-1:  Genomics of cardiomyocyte signalling relevant to heart failure - INTEGRATED PROJECT.  The project should focus on genomics of signalling mechanisms with respect to heart failure.  This will include translational research on existing pharmacological interventions.  The aim is the development of improved approaches for the treatment of this syndrome.  Achieving this aim should be ensured by the involvement of industry and especially SMEs in the consortium.

LSH-2004-2.1.1-2:  Heart repair and cardiac plasticity - INTEGRATED PROJECT. This project should aim at investigating the genomics of cardiac development and repair.  This research will lead to an improved understanding of the pathophysiology of heart disease and advance the development of cellular replacement therapies. Research on bone marrow differentiation into heart specific cells is excluded.  
LSH-2004-2.1.1-3:  Functional genomics of vascular remodelling - INTEGRATED PROJECT.  Research on the genomics of the molecular basis of vascular remodelling will be supported.  Different aspects of these remodelling processes should be analysed taking into account the interactions between different cell types (systems biology approach).  Research may address atherosclerosis. 
LSH-2004-2.1.1-4:  Arrhythmia and ion channels – STREP.  The project should investigate the genomics of ion channels implicated in atrial or ventricular arrhythmias with the aim of improved therapies.  The focus may be on one or several classes of channels.

LSH-2004-2.1.1-5:  Functional genomics and molecular markers for prevention of type 1 diabetes - INTEGRATED PROJECT.  The project should elucidate the mechanistic relationships of genetic determinants (e.g. immune-genetic determinants such as certain HLA haplotypes) in the development of type 1 diabetes with the view to help designing better strategies for the prevention of the disease. 

LSH-2004-2.1.1-6:  Functional genomics of pancreatic beta cells and of tissues involved in control of the endocrine pancreas for prevention and treatment of type 2 diabetes - INTEGRATED PROJECT.  The project should clarify key pathophysiological  mechanisms and sites that are responsible for the dysfunctional insulin secretion in type 2 diabetes. It should identify and assess potential targets for prevention and treatment.
LSH-2004-2.1.1-7:  Adipose tissue and liver dysfunction in the metabolic syndrome - INTEGRATED PROJECT.  The project should clarify the relationships between dysfunction of lipid metabolism, insulin signalling and regulation of glucose level. The integrated project shall provide advances to combat the metabolic syndrome, with a particular emphasis on adipose tissue and liver.

  
LSH-2004-2.1.1-8:  Genomics of diabetes complications – STREP.  The project should analyse the genomics of the pathophysiological basis of diabetes complications such as vascular and nerve damage which lead to the severe consequences of diabetes (e.g. kidney failure, blindness, diabetic neuropathy, poorly healing ulcers).  The results should lead to better markers of these syndromes and to approaches for intervention.  SMEs should therefore be involved in the project consortium.

  

LSH-2004-2.1.1-9:  Rare disorders of nuclear organisation – STREP.  Rare diseases of nuclear organisation (e.g. defects of nuclear envelope proteins) should be studied to reveal molecular mechanisms of the diseases. Combined basic and clinical research should aim at accelerating the development of treatments for these diseases. 
  
LSH-2004-2.1.1-10:  Pharmacogenomics related to drug targets of “Designated orphan medicinal products” 
 – STREP.  Animal models and human studies should be developed to elucidate the pharmacogenomics of one or two designated orphan medicinal product(s), whose clinical response can be related to sequence variants in drug targets. Given the potential for developing new treatments for rare disorders, industry particularly SMEs are encouraged to participate in projects. Projects addressing more general aspects of pharmacogenomics or which do not focus on designated orphan medical products will not be considered here.
   
LSH-2004-2.1.1-11:  Co-ordination of European activities in the area of cystic fibrosis – CA.  This action aims at the co-ordination of fundamental and clinical research in the area of cystic fibrosis and related diseases, taking animal models into consideration. It is expected that good practices to facilitate the management of these diseases be disseminated at the European level.
 
LSH-2004-2.1.1-12:  Methodological challenges of early clinical trials in rare diseases – CA/ SSA.  This action should help tackling the methodological specificities of clinical trials in the general field of rare diseases. The focus should not be on one single disease. The involvement of relevant authorities should ensure the appropriate project impact. 

· Combating resistance to antibiotics and other drugs

The objectives are to confront the major threat to public health caused by drug resistant pathogens. Research exclusively devoted to development or use of antimicrobials in the context of animal health without attention to human health will not be considered in this sub area 

Topics for the third call, deadline 16 November 2004:

LSH-2004-2.1.2-1:  Management of lower respiratory tract infections – NETWORK OF EXCELLENCE.  The focus should be to address current fragmentation by integrating microbial and human genomics with clinical research and cost-benefit/cost-effectiveness studies towards a common understanding of an improved evidence-based management of lower respiratory tract infections with the aim of reducing antibiotic resistance. The network should take into account validation and implementation of novel treatment, prevention and diagnostic approaches for various bacterial and viral respiratory pathogens. The network may focus on community-acquired infections, nosocomial infections or both. Tuberculosis may be included, but should not constitute the main thrust of the work.  Involvement of SMEs, especially for the development of diagnostic tests, is encouraged.  

 
LSH-2004-2.1.2-2:  The role of mobile genetic elements in the generation of antimicrobial resistance – STREP.  The focus should be the molecular mechanisms, including those encoded by the host, behind different types of mobile genetic elements mediating antimicrobial resistance, such as integrons. 

 
LSH-2004-2.1.2-3:  Improved understanding of ecological factors with impact on the genetic and molecular determinants of fitness and virulence of resistant bacterial pathogens – STREP.  The focus should be on the clonal spread of drug resistant pathogenic bacterial strains in Europe. Research should include evolution and fitness of resistant clones at bacterial level, clonal dynamics/expansion, phenotypical detection/characterisation, micro- and macro- determinants and epidemiology of clonality. 

 
LSH-2004-2.1.2-4:  Control of anti-fungal drug resistance (especially orientated towards involvement of SMEs)  – STREP.   The focus should be a genomics based integrated approach to address anti-fungal resistance through development of new therapeutic approaches, diagnostic tests, surveillance of pathogen / incidence / prevalence / resistance, setting up European standards for definition of resistance, elucidating mechanisms of resistance as well as validating intervention strategies to minimise resistance.  Involvement of SME, especially for the development of diagnostic tests, is encouraged.
  

LSH-2004-2.1.2-5:  Workshop on the translation of results emerging from research on antimicrobial resistance into clinical practice - SSA.  The objective should be to assess the success so far and to develop strategies for future approaches to strengthen translational research (from genomics to clinical research) in the area of antimicrobial resistance. 

 
LSH-2004-2.1.2-6:  Workshop on the setting up of a centrally supported system for annotation of microbial genomics – SSA.  The objective should be to address the current problem of nucleotide sequence errors in microbial genome databases and to draw up recommendations for a systematic and continuous centrally supported system for genome annotation with information about gene products and functions of microbial genomics.  The proposal should ensure the active involvement of SMEs in the workshop.  

· Studying the brain and combating diseases of the nervous system

The objectives are to use genome information to understand better the functioning and dysfunctioning of the brain, in order to gain new insight into mental processes, to combat neurological disorders and diseases, and to improve brain repair. 

Topics for third call, deadline 16 November 2004
LSH-2004-2.1.3-1:  Neural molecular mechanisms of synaptic information processing – INTEGRATED PROJECT.  The aim of this project should be to understand and model signal transduction from neurotransmitter and gene regulation level to synaptic processing and plasticity. This common effort should provide the link between those basic mechanisms and complex brain functions as well as dysfunction as occurring in many brain disorders.

 

LSH-2004-2.1.3-2:  Neuroimmune disorders: from basic to clinical research – INTEGRATED PROJECT.  This project should investigate the cause and mechanisms of neuroimmune disorders, such as multiple sclerosis, linking basic with clinical research. The project will identify genetic and environmental risk factors causing these diseases. Further focus will be on neuronal/axonal and glial damage, neuroinflammation, neuroprotection and animal models. The project should lead to a better understanding of the pathophysiology of neuroimmune disorders, to the identification of new biomarkers for earlier diagnosis, and novel therapeutic strategies, providing  opportunities for SMEs.
 
LSH-2004-2.1.3-3:  Neurobiology of dyslexia– STREP/CA.   This project should combine studies on identification of genetic and environmental factors leading to development of dyslexia, together with more functional brain studies. The project should have a clear impact on early diagnosis and therapy in children. 

 

LSH-2004-2.1.3-4:  Genetics and neurobiology of sleep and sleep disorders – STREP.  This project should address the basic mechanisms of sleep and sleep disorders with an interdisciplinary approach including genetic, molecular and cellular neurobiology, neurophysiology and neuroimaging.  Participation of SMEs is strongly encouraged.
 
LSH-2004-2.1.3-5:  Strengthening neuroscience research in Europe – CA/SSA.  This action should focus on networking of outstanding neuroscience centres in Europe by sharing of human resources, expertise and material, organising common meetings, workshops and courses. It should also provide new opportunities for young promising principal investigators. All these activities will be carefully supervised and co-ordinated by a scientific steering committee.  

 
LSH-2004-2.1.3-6:  Workshop on neuroimaging in brain research – SSA.  This workshop should gather leading researchers and stakeholders in the field of neuroimaging to discuss and delineate the scope of this key technology, analyse the impact of genomics, the future perspectives and the needs for brain research of neuroimaging. 

 
LSH-2004-2.1.3-7:  Organisation of a workshop on databasing the brain– SSA.  This workshop should address the basic needs of this emerging field, such as database concepts, data standardisation, data sharing, role of scientific journals, or intellectual property rights. Speakers and attendees can be scientists from academia or industry, database organisers, journal editors. It is important that this workshop also includes some non-European participants (e.g.  US, Japan). 

 
LSH-2004-2.1.3-8:  Consensus document on future European brain research - SSA.  The aim is to promote the European Research Area by developing a consensus document on European brain research that includes input from basic science, clinical science, patients and industry. It should span from molecule to man and give equal weight to understanding normal brain functions as well as dysfunction due to diseases. 

· Studying human development and the ageing process

The objective is to better understand human development, with special emphasis on the ageing process, in order to develop the evidence base for improving public health strategies to promote healthy living and healthy ageing.

Topics for third call, deadline 16 November 2004
LSH-2004-2.1.4-1:  Functional and proteomic analysis of ageing - INTEGRATED PROJECT.  The aim of the project is to investigate changes in protein concentration, protein-protein interactions, and post-translational modifications of proteins during ageing in humans and model systems. The focus should be on the ageing process per se and not on age-related diseases. 

 

LSH-2004-2.1.4-2:  Functions of nuclear receptors in development and ageing - INTEGRATED PROJECT.  The goal is to use genomic and postgenomic approaches to study processes in development and ageing that are mediated by nuclear receptors such as steroid or orphan receptors. 

 

LSH-2004-2.1.4-3:  Ageing of elastic tissue (especially orientated towards involvement of SMEs) - STREP.  The objective is to investigate the mechanisms of homeostasis and degradation of elastic tissues (e.g. skin,  blood vessels and the lung). Of particular importance will be understanding the relationship between altered structure of elastic tissues seen with age in relation to tissue function

 

LSH-2004-2.1.4-4:  Risk assessment of hormone replacement therapy in the menopause - STREP. Growing evidence suggests that estrogenic substances exert their effects in most body cells. The aim of the project is to assess the suitability of known and yet to be identified estrogenic substances for hormone replacement therapy in a combination of cell biological and animal models.  Risks and benefits should be studied with a public health perspective. 

 

LSH-2004-2.1.4-5:  European research on ageing – SSA.  The aim is to provide support for the organization of a conference on the state of the art and future perspectives of European ageing research, with respect to genomics.  
b)
Combating Cancer 

The objective is to combat cancer by developing improved patient-oriented strategies, from prevention to more effective and earlier diagnosis and better treatment with minimal side effects. The research will therefore concentrate on translating the knowledge being created by genomics and other fields of basic research into applications that improve clinical practice and public health.  The involvement of SMEs is highly encouraged in all topics in this area.  
The patient-oriented approach will include four interlinked components. Research will focus on:

· Establishing facilities and developing initiatives for the exploitation of research on cancer in Europe; encouraging the development of evidence-based guidelines for good clinical practice and improved public health strategies by accelerating the translation of existing research results into applications.
· Supporting clinical research, particularly clinical trials, aimed at validating new and improved interventions.
· Supporting translational research aimed at bringing basic knowledge through to applications in clinical practice and public health. 

· Other issues related to cancer, such as ageing and cancer, regional differences, psycho-social aspects, palliative care and guidance to support groups.
Topics for second call in this area,  deadline of 16 November 2004:
LSH-2004-2.2.0-1:  Development of European networks to promote research into uncommon cancers in adults and children – NETWORK OF EXCELLENCE.  The focus should be on innovative research enabling the efficient integration and optimised use of valuable cancer data, samples, specimen resources, and epidemiological data in support of the research, disease management and assessment of treatment of uncommon cancers.

 

LSH-2004-2.2.0-2:  Relevant models for pre-clinical tests and evaluation of new therapies – INTEGRATED PROJECT.  Focus should be placed on collaborative efforts to generate and validate either in vitro or genetic-based animal models accurately reproducing human cancers (both in terms of lesions and mechanisms). In conjunction with genomic technologies, this should deepen the comprehension of disease mechanisms, leading to development of cell-based assays and target validation.

 

LSH-2004-2.2.0-3:  Research on tumours associated with infectious agents – INTEGRATED PROJECT.  The focus should be on enhancing the knowledge of the biological and molecular mechanisms of tumours associated with several infectious agents, providing new insights into the prevention and treatment of such tumours as well as exploring possible therapeutic strategies based on the specific targeting of viral and bacterial genes. 

 
LSH-2004-2.2.0-4:  Prevention of cancer in high risk populations – NETWORK OF EXCELLENCE.   Multidisciplinary research should be undertaken in order to identify gene-environment interactions involved in the development of cancer in high-risk populations and defining prevention strategies. Chemo-prevention trials will not be the subject of this topic.

 

LSH-2004-2.2.0-5:  Research into immune control of tumours for prevention and therapy – INTEGRATED PROJECT.  The programme will aim at studying the molecular machinery and mechanisms as well as functional approaches towards the elucidation of immune evasion, activation and targeting of the host immune system, optimisation of T-cell mediated and humoral immune response, and generation and validation of tumour vaccines and antineoplastic agents for immunotherapy. 

LSH-2004-2.2.0-6:  Prevention, detection and treatment of familial cancers, such as cancer of the prostate, ovary, breast, colon and skin– STREP.  The objective will be to integrate multidisciplinary research in order to further characterise known susceptibility genes and/or identify new genes, identify their molecular signatures and develop models for early detection, diagnosis and risk prediction of two or more familial cancers, such as breast, ovary, prostate, colon and skin.

 

LSH-2004-2.2.0-7:  Molecular-oriented detection and treatment of minimal disease – STREP.  The focus should be on the understanding of the molecular mechanisms and "signatures" that signal the presence of tumour cells and applying this knowledge to the early detection of minimal residual disease, micro-metastases and precursor lesions.  Haematological cancers are not covered by this topic.  Participation of SMEs is strongly encouraged.
 
LSH-2004-2.2.0-8 :  Tumour-host interactions – STREP.  Combined efforts should be directed towards fundamental and translational mechanisms to develop and apply state-of-the-art animal models that are relevant for difficult-to-cure human cancers.  Participants may target inflammation and local immune response, invasive growth, cell-stroma interactions, and tumour-microenvironment interactions using gene therapy, RNAi, or other drug-targeting approaches that have a major impact on cancer.  Participation of SMEs is strongly encouraged. 

 

Topics for second call in this area, deadline 9  September 2004:

LSH-2004-2.2.0-9:  Feasibility study for the coordination of national cancer research activities - CA/SSA  The 6 Framework Programme offers the possibility to the Community to participate in research programmes undertaken jointly by several Member States, including participation in the structures created for the execution of national programmes.  In this context, the objective of the proposed CA/SSA would be, in the field of cancer research,  to define the existing needs,  to identify the potential benefits and added value of such a coordination initiative and to address its feasibility. The CA/SSA should address potential areas in which the structuring of EU research capacity in cancer may have a significant impact such as platforms for (molecular) epidemiology, bio-informatics, networking of research on cancer registration and surveillance strategies. 
c)
Confronting the major communicable diseases linked to poverty 

The strategic objective of this line is to confront the global emergency caused by the three major communicable diseases – HIV/AIDS, malaria and tuberculosis – through the development of effective disease interventions, particularly for use in developing countries. It is envisaged that developing countries will be significant partners in the implementation of this line and, as appropriate, participate directly in specific activities within it, in particular through the clinical trials programme.

Research will focus on: developing promising candidate interventions (vaccines, therapies, and microbicides) against the target diseases by sponsoring research over the full spectrum from basic molecular research, taking advantage of microbial genomics, through to pre-clinical testing and proof-of-principle; establishing a clinical trials programme to unite and support Europe’s clinical trials activities specifically targeted at interventions for use in developing countries; establishing an AIDS Therapy Trials Network in Europe to improve the coherence and complementarity of clinical trials of AIDS therapies for human use.

· Developing new promising candidate vaccines and therapies

New effective interventions have to be developed through to pre-clinical and early human testing (phase I clinical trials) using the integration of different disciplines and approaches, while pursuing rational and systematic concepts and comparative evaluation procedures. Training activities are an important component of these projects and should be included in Network of Excellence and Integrated Projects. The involvement of SMEs and relevant research groups from developing countries is highly encouraged in all topics in this area.
Topics for third call, deadline 16 November 2004:
LSH-2004-2.3.0-1:  Development of new HIV/AIDS vaccine approaches - INTEGRATED PROJECT/NETWORK OF EXCELLENCE.  Projects should aim at developing new HIV/AIDS vaccine candidates to fight the HIV/AIDS pandemic in the most affected countries. Proposals should include discovery, antigen engineering and delivery, GMP production, as well as animal testing of the most promising vaccine candidates.  Plans for formal preclinical and early clinical testing in Europe and/or developing countries should also be outlined.

LSH-2004-2.3.0-2:  Development of new drugs or drug combinations for the treatment of malaria - INTEGRATED PROJECT.  Recent knowledge about the molecular pathology of malaria must be exploited to identify new drug targets and corresponding drug candidates. Existing genomic and proteomic data shall be integrated with complementary skills in drug development, including industrial competence in process development and early clinical studies. Significant efforts should also be dedicated to understanding the mechanisms of rapid acquisition of drug resistance, and on ways to overcome this problem. Participation of groups from malaria-endemic countries is strongly suggested.

LSH-2004-2.3.0-3:  Malaria vaccine development – INTEGRATED PROJECT/NETWORK OF EXCELLENCE.  European research efforts shall be unified to exploit synergies and follow a more systematic approach of malaria vaccine development. Comparative and continuous evaluation of vaccine candidates must be combined with effective decision-making processes to select and promote the development of the best candidate(s). The consortium should cover the entire development pipeline reaching from antigen discovery to early proof-of-principle, but should also address process development aspects and validation of new surrogate markers for protective immunity. Participation of groups from developing countries with strong immunological background should be essential partners.

LSH-2004-2.3.0-4:  Development of new drugs for the treatment of tuberculosis – INTEGRATED PROJECT.  The potential new drugs should constitute a significant improvement to existing TB drugs with respect to efficacy, duration-of-treatment and frequency of dosing.  Long treatment duration is a major obstacle to TB control, while drug resistant TB is increasing around the world. New faster-acting and more efficacious anti-TB drugs are urgently needed. Taking full advantage of genomic information and new technical tools, and with the participation of researchers with complementary skills in the drug development process, projects should focus on pre-clinical and early clinical development as well as establishment of production technologies for  lead compounds for new anti-TB drugs. 
LSH-2004-2.3.0-5:  Neonatal immunity – STREP.  The aim of projects should be to elucidate the mechanisms of immunity in  neonatals  and identify methods to effectively induce a protective immune response in young children. Recent scientific and methodological advances in genomics and proteomics should be integrated with complementary skills in classical vaccine development with a view to develop new immunisation technologies that may induce protection against HIV, malaria and/or tuberculosis in the neonatal period.
LSH-2004-2.3.0-6:  Immunological consequences of concurrent infections – STREP.  Support will be given to immuno-epidemiological studies on concurrent infections by HIV, malaria and/or tuberculosis  with a view  to assess the impact on efficacy of new vaccines against the three diseases. Comparative studies of clinical samples should be used to  characterise the immunological  difference between individuals with one or multiple infections. The project should further   aim at identifying and validating robust immunological parameters that can be used in clinical trials as markers for disease protection in individuals with multiple infections. Researchers from endemic countries are expected to play a significant role in the project. 

LSH-2004-2.3.0-7:  Research in poverty-related diseases by SMEs - STREP.  SMEs are encouraged to establish or participate in research projects aiming at identifying  new drugs or vaccine candidates for HIV/AIDS, malaria or tuberculosis. Supported projects may include testing of the new therapeutic interventions  in vitro and in vivo, lead optimasation, safety- and toxicology testing to GLP as well as pilot-scale production of new chemical entities and biologicals. Preference is given to projects that are coordinated by SMEs. 

LSH-2004-2.3.0-8:  European network of HIV/AIDS cohort studies - CA. Proposal(s) should aim at coordinating at European and international level clinical research on HIV/AIDS. The funded proposal(s) should establish a self-sustainable database of HIV/AIDS cases that may be used for the surveillance and follow-up of HIV/AIDS treatment, morbidity and mortality, interventions to reduce mother-to-child transmission, and/or control of the HIV drug resistance. Involvement of partners from Eastern Europe is highly encouraged.
LSH-2004-2.3.0-9:  Coordination of activities in poverty-related diseases between the European biotech industry, bioincubators and biotech investors – CA. Support will be given to establish  a network between the European pharmaceutical industry, SMEs, bioincubators,  venture capitalists and other stakeholders in poverty related diseases. The objective should be to obtain a critical mass of know-how and funding to support new research activities by SMEs  in the field of PRD. The network should further aim at developing ideas and concepts that may inspire new policies or public interventions in the field of PRD. 

· Establishing a programme for advanced clinical trials

The second component of this action line is the implementation of the European and Developing Countries Clinical Trials Partnership (EDCTP)
. The EDCTP focuses to support phase II and phase III clinical trials of promising vaccine and drug candidates in Sub-Saharan Africa. While the EDCTP is part of the overall strategy of this action line and is funded under FP6, activities supported by the EDCTP are not part of this call. The EDCTP operates instead as a separate legal entity with its own guidelines, including calls for proposals and appropriate selection and evaluation procedures
. Information is available under webpage www.edctp.org.

Other actions across thematic priority 1 

Specific Support Actions

As described in the “General Introduction”
 to the Work Programme, and in addition to the SSAs identified in the individual research areas of the theme, the objectives of specific support actions under this priority are to help implement the ERA.  Only proposals that contribute to the strategic objectives of the thematic priority 1 as a whole, will be considered for support.  
For each horizontal objective, a number of strategic actions are detailed and proposals addressing these actions will be given high priority for support:  
· LSH-2004-3-1:  Promoting Collaboration between SMEs and Academia  

- Accelerating technology transfer
· LSH-2004-3-2:  Stimulating international co-operation
 

-Networking events with countries having S & T cooperation agreements with EU, to explore common research priorities
· LSH-2004-3-3:  Promotion of cooperation with Associated Candidate Countries (ACC) 
 
- Stimulation, encouragement and facilitation of the participation of organisations from the Associated Candidate Countries (Romania, Turkey and Bulgaria)

· LSH-2004-3-4:  Realising ERA objectives
· LSH-2004-3-5:  Life sciences and biotechnology – A strategy for Europe
- Initiative to improve and facilitate the science communication process
- Activities to promote public perception

- Pilot study on the feasibility of a Europe wide, publicly available, database on new therapies 
· LSH-2004-3-6:  Supporting policy development
- Conferences linked to Presidency activities.

- Impact assessment of past programme activities, particularly relating to public health aspects.

In addition some specific SSAs have also been detailed:  
LSH-2004-3-7:  1-day Conference on the state of the art of stem cell research, focusing on the potential and limitations for curing severe diseases, aimed at patients – SSA.  The main objective is the dissemination of up to date and accurate scientific information to a wide range of representatives of society with a focus on patients. Dialogue between the speakers and the audience will be essential. The program should include scientific reports as well as other related topics of interest, including ethical issues. The event should ensure free participation for an audience of over 500 from the countries participating in FP6. To ensure the widest possible access to the conference, additional media tools should be considered (e.g. on line internet coverage / web casting). Related events such as a television and/or a radio programme(s) (translated in several languages in order to be used in different countries) as well as publication(s) should be explored in order to maximise the impact of this event.         

LSH-2004-3-8:  European human embryonic stem cell registry  - SSA.  The aim is to gather detailed information on the different human embryonic stem cell (hESC) lines available for research purposes and that have been created in Europe. The proposed registry should be an inventory and not a bank. It should operate through an internet website that should contain high quality data about the lines (e.g. cell characteristics), details regarding their source and contact information regarding their shipment. The management structure should include a scientific board constituted of selected top European scientists in the field, from the different European countries, that will decide on the content of this registry (e.g. definition of the quality standards required/parameters and characteristics to be mentioned/decision to include or reject hESC lines in the registry/validation of the updating information on the lines). This European registry should complement the already existing National Institutes of Health (NIH) hESC registry in the USA as none of the lines listed in the NIH registry should appear in the European registry. Although the purpose of the NIH and the proposed European registries is different, the operational concept is likely to be similar. Therefore, the experience of the NIH registry should be considered and taken into account. Concerning other registries that may be created in the world, the added value for interlinking them with the European registry should be assessed by the scientific board. Primary isolates should not be listed in this registry. Only pure, stable hESC lines with demonstrated properties of hESC will be considered. Unmodified hESC lines and genetically modified hESC lines considered as models for genetic diseases will be eligible.
Proposals for SSA have to plan a starting date for the intended activity at least six months after the deadline for this call for proposals 
Public Procurement Procedures
In addition, some horizontal objectives may be taken forward through public procurement procedures (calls for tenders).  These will help the Commission prepare new initiatives in a targeted manner that will complement the more “bottom” up approach offered by calls for proposals.  Areas that may be covered:

· Prospective studies, including:
Study on “Structure Genomics Infrastructure and Resources in Europe” (expected cost - 40.000€, indicative publication - June 2004)

· Dissemination activities including publications etc.:
Communication activities linked to “Fundamental knowledge and basic tools for functional genomics in all organisms” (expected cost – 100.000€, expected publication – October 2004)

· Conferences and workshops including:
Conference on “Diabetes” to take place in November 2004 (expected cost - 120.000€, expected publication - July 2004)
Conference on “Structural Genomics” (expected cost – 100.000€, expected publication – December 2004)

Conference on “Boundaries between computational system biology and physiology” (expected cost – 10.000€, expected publication – October 2004)

Conference on “Population Genetics” (expected cost – 75.000€, expected publication – October 2004)

Conference on “Coordinating Basic Research in the Life Sciences in Europe” (expected cost - 20.000€, expected publication – September 2004)

Further details will be provided in the text of any call for tenders launched.

1.4
Links to OTHER research topics 

Co-ordination within this thematic priority

The general principles for the submission of proposals are that proposals must clearly address the objectives and priorities set out in the relevant work programme section and should be submitted to the priority area to which they are most closely linked.

Co-ordination with other thematic priorities for research

There will be close interaction between activities in this and the other thematic priorities, in particular:

1.1.2 
Information society technologies – coordination with the Strategic objective on eHealth.

1.1.3 
Nano-technologies and nano-sciences; knowledge based multifunctional materials and new production processes and devices

1.1.5 
Food quality and safety

1.1.6   Sustainable development, global change and ecosystems

1.2 .1 
Policy support and anticipating scientific and technological needs

i)
Policy oriented research

ii)
Research to explore new and emerging scientific and technological problems and opportunities

Further information on this can be found in the “Guide for Proposers”.

1. 5 

IMPLEMENTATION PLAN AND RELATED ISSUES

For general aspects of the evaluation procedure, refer to the FP6 “Guidelines on Proposal Evaluation Procedures” available from Cordis [http://www.cordis.lu/fp6/eval-guidelines] and to the general Annex B to this Work-Programme.  

All applicants are advised to consult the relevant “Guide for Proposers”.

The weightings of the evaluation criteria and thresholds for this thematic area are detailed in Annex B of the Work Programme.

There will be 2 closing dates for this call.  The first closing date, for a single SSA topic in the area of “Combating Cancer” will be in September 2004.  The second closing date for IPs, NoEs, STREP, CA and SSAs from across all of Theme 1, will be in November 2004.  

The selected topics may be open only for the call indicated and it is envisaged that up to one project utilising a new instrument will be funded for each topic.  There may be competition between proposals submitted to address different topics areas as well as proposals submitted to address the same topic.  This may result in some topics not being supported.  For each topic the instrument to be used is indicated, proposals utilising a different instrument will be considered ineligible.

This Work Programme will also serve as the financing decision for a number of calls for tender within the meaning of article 75 of the Financial Regulation, article 90 of its execution modalities, and article 15 of the internal Rules 2003.  
Considering the Community’s interest in the Human Frontier Science Programme (HFSP) and the commonality of objectives with this theme, a contribution, which will provide the possibility for non G8 Member States to fully benefit from the programme, of 1.5 M€ will be paid in 2004 (expected contribution for 2005 will be 2 M€).  
Finally, the Commission will continue to examine and validate its objectives and identify new policy directions with the help of workshops and conferences 

INDICATIVE ROAD MAP FOR CALL FOR PROPOSALS AND BUDGET

	
	First Call
	Second Call
	Future Calls
	TOTAL
****

	
	Deadline 25 March 2003
	Deadline November 2003
	Deadline 

April 

2004
	Deadline March 2004
	Deadline

September 2004
	Deadline November 2004
	Deadline

November 

2005

****
	

	Area
	Revised Indicative  Budget 
M € **
	Revised Indicative  Budget 
M € **
	Indicative  Budget 
M €
	Indicative  Budget 
M €
	Indicative Budget 
M € 
	Indicative Budget 
M €
	Indicative Budget 
M €
	

	i a)  Fundamental knowledge and basic tools for functional  genomics in all organisms
	166
	167
	-
	-
	-
	120
	112
	565

	i b) Application of knowledge and      technologies in the field of genomics       and biotechnology for health
	135
	165
	-
	-
	-
	131
	135
	566

	ii a) Application-orientated genomics approaches to medical knowledge and technologies
	122
	121
	-
	-
	-


	132
	145
	520

	b)  Combating cancer *
	137***
	-
	-
	-
	-
	95
	74
	306

	c)   Confronting the major communicable diseases linked to poverty 
	73
	-
	-
	12
	-
	54
	67
	206

	Strategic Specific Support Actions across thematic priority 1
	5
	4
	4
	-
	-
	8*****
	6
	27

	Total (M €)
	638
	457
	4
	12
	
	540
	539
	2190

	Article 169 – E.D.C.T.P
	200
	
	
	
	
	
	
	200

	Preparatory action /
article 169 – Combating cancer
	
	
	
	
	4
	
	
	4

	Human Frontier Science Programme 
	
	
	
	
	
	
	
	7


*

Other cancer related topics are expected to be supported under i (a) and i (b) 



“Advanced genomics and its application for health” 
**

The indicative budget for the first call and second calls, as published in the call text, were 


adjusted and the revised indicative budget allocated to the call is now presented.  The budget was 


increased to allow a more balanced coverage of the call topics.
*** 

Includes + 31 Mio € for Cancer 

**** 

Includes anticipated allocation following enlargement

***** 

Includes budget of no more than 0.5 M€ for procurement activities

-
first call:  309 Mio € committed under 2003 credits / 329 Mio € under 2004 credits.
-
second call: 299 Mio € to be committed under 2004 credits / 174 Mio € under 2005 credits.
-
third call: 420 Mio € to be committed under 2005 credits / 120 Mio € under 2006 credits 

1.6  
CALL INFORMATION

1.
Specific Programme: Integrating and strengthening the European Research Area
2.
Activity: Priority thematic area of research “Life sciences, genomics and biotechnology for health”.

3.
Call title: Thematic call in the area of “Life sciences, genomics and biotechnology for health”.
4.
Call identifier: 
 FP6-2004-LIFESCIHEALTH-4

5.
Date of publication
:  15 June 2004
6.
Closure date(s)
:  9 September 2004 at 17.00 (Brussels local time).
7.
Total indicative budget: 4 million €, broken down as follows:

	Instrument

	€ (millions)

	CA/SSA
	4


8.
Areas called and Instruments:
Proposals are invited for the following topic, which is described using a short title only.  For the full title and definition of topic, applicants must refer to the Work Programme (Section 1.3 Technical Content).  The evaluation of proposals will be based on the full definition of topic as described in the Work Programme.  For the topic the instrument to be used is indicated. 

	Topic Ref.
	Short Titles of Topics
	Instrument

	LSH-2004-2.2.0-9
	Feasibility study for the coordination of national cancer research activities
	CA/SSA


9.
Minimum number of participants
:

	Instrument
	Minimum number of participants

	CA
	3 independent legal entities from 3 different MS or AS, with at least 2 MS or ACC.

	SSA
	1 legal entity from a MS or AS.


10.
Restriction on participation: None.

11.
Consortia agreements: 

· Participants in CA or SSA resulting from this call are encouraged, but not required, to conclude a consortium agreement.

12.
Evaluation procedure:

· The evaluation shall follow a single stage procedure;

· Proposals will not be evaluated anonymously;

· The evaluation process may involve “remote” evaluation of proposals;

· Applicants may be invited to discuss their proposal.

13.
Evaluation criteria: See Annex B of the work programme for the applicable criteria (including their individual weights and thresholds and the overall threshold) for CA and SSA.

14.
Indicative evaluation and contractual timetable:

· evaluation results: estimated to be available within some 3 months after the closure date 

· contract signature: it is estimated that the first contracts related to this call will come into force by the end of 2004.

1.
Specific Programme: Integrating and strengthening the European Research Area
2.
Activity: Priority thematic area of research “Life sciences, genomics and biotechnology for health”.

3.
Call title: Thematic call in the area of “Life sciences, genomics and biotechnology for health”.
4.
Call identifier: 
 FP6-2004-LIFESCIHEALTH-5

5.
Date of publication
:  15  June 2004
6.
Closure date(s)
:  16  November 2004 at 17.00 (Brussels local time).
7.
Total indicative budget: 540 million €, broken down as follows:
	Instrument

	€ (millions)

	IP or NOE
	405 – 432

	STREP or CA or area specific SSA
	 108 – 135

	Strategic SSA across Thematic priority 1
	8


8.
Areas called and Instruments:
Proposals are invited in the following areas, which are described using activity codes only.  For the full titles and definition of areas, applicants must refer to the Work Programme (Section 1.3 Technical Content).  The evaluation of proposals will be based on the full definition as described in the Work Programme. 

i)
Advanced genomics and its applications for health 

a)
Fundamental knowledge and basic tools for functional genomics in all organisms 

	Topic Ref.
	Instrument

	· Gene expression and proteomics
	

	LSH-2004-1.1.1-1
	IP

	LSH-2004-1.1.1-2
	IP

	· Structural genomics
	

	LSH-2004-1.1.2-1
	IP

	· Comparative genomics and population genetics
	

	LSH-2004-1.1.3-1
	IP

	LSH-2004-1.1.3-2
	IP

	· Bioinformatics
	

	LSH-2004-1.1.4-1
	NoE

	· Multidisciplinary  functional genomics approaches to basic biological processes
	

	LSH-2004-1.1.5-1
	IP or NoE

	LSH-2004-1.1.5-2
	IP

	LSH-2004-1.1.5-3
	NoE

	LSH-2004-1.1.5-4
	NoE or IP

	LSH-2004-1.1.5-5
	IP

	· Across the area
	

	LSH-2004-1.1.0-1
	STREP

	LSH-2004-1.1.0-2
	CA

	LSH-2004-1.1.0-3
	SSA


b)
Application of knowledge and technologies in the field of genomics and biotechnology for health

	Topic Ref.
	Instrument

	· Rational and accelerated development of new, safer, more effective drugs including pharmacogenomics approaches
	

	LSH-2004-1.2.1-1
	IP

	LSH-2004-1.2.1-2
	IP

	LSH-2004-1.2.1-3
	IP

	LSH-2004-1.2.1-4
	STREP

	LSH-2004-1.2.1-5
	STREP

	LSH-2004-1.2.1-6
	STREP

	LSH-2004-1.2.1-7
	SSA

	· Development of new diagnostics
	

	LSH-2004-1.2.2-1
	IP

	LSH-2004-1.2.2-2
	STREP

	LSH-2004-1.2.2-3
	STREP

	LSH-2004-1.2.2-4
	STREP

	LSH-2004-1.2.2-5
	SSA

	LSH-2004-1.2.2-6
	SSA

	LSH-2004-1.2.2-7
	SSA

	· Development of new in vitro tests to replace animal experimentation
	

	LSH-2004-1.2.3-1
	IP

	LSH-2004-1.2.3-2
	STREP

	LSH-2004-1.2.3-3
	SSA

	LSH-2004-1.2.3-4
	SSA

	LSH-2004-1.2.3-5
	SSA


	· Development and testing of new preventive and therapeutic tools, such as somatic gene and cell therapies (in particular stem cell therapies, for example those on neurological and neuromuscular disorders) and immunotherapies
	

	LSH-2004-1.2.4-1
	IP

	LSH-2004-1.2.4-2
	IP

	LSH-2004-1.2.4-3
	NoE

	LSH-2004-1.2.4-4
	STREP

	LSH-2004-1.2.4-5
	STREP

	LSH-2004-1.2.4-6
	STREP

	LSH-2004-1.2.4-7
	STREP

	 LSH-2004-1.2.4-8
	SSA

	· Innovative research in post-genomics, which has high potential for application
	

	LSH-2004-1.2.5-1
	IP

	LSH-2004-1.2.5-2
	IP

	 LSH-2004-1.2.5-3
	IP

	 LSH-2004-1.2.5-4
	STREP


ii)
Combating major diseases

a)
Application-orientated genomic approaches to medical knowledge and technologies 

	Topic Ref.
	Instrument

	· General
	

	LSH-2004-2.1.0-1
	SSA

	· Combating, cardiovascular disease, diabetes and rare diseases
	

	LSH-2004-2.1.1-1
	IP

	 LSH-2004-2.1.1-2
	IP

	 LSH-2004-2.1.1-3
	IP

	 LSH-2004-2.1.1-4
	STREP

	 LSH-2004-2.1.1-5
	IP

	 LSH-2004-2.1.1-6
	IP

	LSH-2004-2.1.1-7
	IP

	 LSH-2004-2.1.1-8
	STREP

	LSH-2004-2.1.1-9
	STREP

	LSH-2004-2.1.1-10
	STREP

	 LSH-2004-2.1.1-11
	CA

	 LSH-2004-2.1.1-12
	CA/SSA

	· Combating resistance to antibiotics and other drugs
	

	LSH-2004-2.1.2-1
	NoE

	LSH-2004-2.1.2-2
	STREP

	LSH-2004-2.1.2-3
	STREP

	LSH-2004-2.1.2-4
	STREP

	LSH-2004-2.1.2-5
	SSA

	LSH-2004-2.1.2-6
	SSA

	· Studying the brain and combating diseases of the nervous system
	

	LSH-2004-2.1.3-1
	IP

	LSH-2004-2.1.3-2
	IP

	LSH-2004-2.1.3-3
	STREP/CA

	LSH-2004-2.1.3-4
	STREP

	LSH-2004-2.1.3-5
	CA/SSA

	LSH-2004-2.1.3-6
	SSA

	LSH-2004-2.1.3-7
	SSA

	LSH-2004-2.1.3-8
	SSA

	· Studying human development and the ageing process
	

	LSH-2004-2.1.4-1
	IP

	LSH-2004-2.1.4-2
	IP

	LSH-2004-2.1.4-3
	STREP

	LSH-2004-2.1.4-4
	STREP

	LSH-2004-2.1.4-5
	SSA


b)
Combating cancer 

	Topic Ref.
	Instrument

	LSH-2004-2.2.0-1
	NoE

	LSH-2004-2.2.0-2
	IP

	LSH-2004-2.2.0-3
	IP

	LSH-2004-2.2.0-4
	NoE

	LSH-2004-2.2.0-5
	IP

	LSH-2004-2.2.0-6
	STREP

	LSH-2004-2.2.0-7
	STREP

	LSH-2004-2.2.0-8
	STREP


c)
Confronting the major communicable diseased linked to poverty 

	Topic Ref.
	Instrument

	LSH-2004-2.3.0-1
	IP/NoE

	LSH-2004-2.3.0-2
	IP

	LSH-2004-2.3.0-3
	IP/NoE

	LSH-2004-2.3.0-4
	IP

	LSH-2004-2.3.0-5
	STREP

	LSH-2004-2.3.0-6
	STREP

	LSH-2004-2.3.0-7
	STREP

	LSH-2004-2.3.0-8
	CA

	LSH-2004-2.3.0-9
	CA


SSAs across Thematic Priority 1

	Topic Ref.
	Instrument

	LSH-2004-3-1
	SSA

	LSH-2004-3-2
	SSA

	LSH-2004-3-3
	SSA

	LSH-2004-3-4
	SSA

	LSH-2004-3-5
	SSA

	LSH-2004-3-6
	SSA

	LSH-2004-3-7
	SSA

	LSH-2004-3-8
	SSA


9.
Minimum number of participants
:

	Instrument
	Minimum number of participants

	IP, NOE, STREP and CA
	3 independent legal entities from 3 different MS or AS, with at least 2 MS or ACC.

	SSA
	1 legal entity from a MS or AS.


10.
Restriction on participation: None.

11.
Consortia agreements: 

· Participants in IP and NOE are required to conclude a consortium agreement.

· Participants in STREP, CA and SSA resulting from this call are encouraged, but not required, to conclude a consortium agreement.

12.
Evaluation procedure:

· The evaluation shall follow a single stage procedure;

· Proposals will not be evaluated anonymously;

· The evaluation process may involve “remote” evaluation of proposals;

· Applicants may be invited to discuss their proposal.

13.
Evaluation criteria: See Annex B of the work programme for the applicable criteria (including their individual weights and thresholds and the overall threshold) per instrument.

14.
Indicative evaluation and contractual timetable:

· evaluation results: estimated to be available within some 4 months after the closure date 

· contract signature: it is estimated that the first contracts related to this call will come into force by the end of 2005.
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�	Causes, clinical manifestation, consequences and treatment of disease and disorders often differ between women, men and children. Therefore, all activities funded within this thematic priority must take the possibility of such differences into account in their research protocols, methodologies and analysis of results.


�    See section “General Introduction”.


� 	Because of the inconsistent and often confusing use of the terms sex and gender, their use should be clarified:  sex refers to differences attributed to biological origins, gender refers to social influences that lead to differences.  Males and females differ not only in their basic biology but also in ways they interact with and are treated by society.


�   	See relevant sections in the “Guide for Proposers”. 


� 	See also "Life sciences and biotechnology - A strategy for Europe". 


� 	See relevant section in the “ Guide for Proposers”.


� 	See relevant sections in the “Guide for Proposers”.


� 	See “Annex B Common evaluation criteria for evaluating proposals – The ethical review of proposals” and the “Guide for Proposers”.


� 	Countries with signed S&T agreements  June 2004: Argentina, Australia, Brazil, Canada, China, Chile, Egypt, India,  Mexico, Morocco, Russia, South Africa, Tunisia,  Ukraine and United States 


�  	Regulation (EC) No 2321/2002 of the European Parliament and of the Council of 16 December 2002 concerning the rules for the participation of undertakings, research centres and universities in, and for the dissemination of research results for, the implementation of the European Community Sixth Framework Programme (2002-2006)


�	http://europa.eu.int/eur-lex/en/com/cnc/2002/com2002_0027en01.pdf


�   	See section on “Other actions across Thematic Priority 1”.


� “Technological Platforms” as defined in this Work Programme are focussed on exploitation and technology transfer activities and are different to the proposed and developing concept of “European Technology Platforms”. 


�  For orphan medicines see STREP (ref:  LSH-2004-2.1.1-10) in area “Combating cardiovascular diseases, diabetes and rare diseases” page 18.





� The Register of orphan medicinal products for human use designated and published by the Community in accordance with Article 5 of Regulation (EC) N°141/2000, may be found at � HYPERLINK "http://pharmacos.eudra.org/F2/register/alforphreg.htm" ��http://pharmacos.eudra.org/F2/register/alforphreg.htm�.





�  A more general topic on pharmacogenomics for individualised medicines (ref:  LSH-2004-1.2.1-2, page  10) is open under the section “Rational and accelerated development of new safer, more effective drugs including pharmacogenomics approaches”. 





� OJ L 169, 8.7.2003, p.1.


� � HYPERLINK "http://www.edctp.org" ��http://www.edctp.org� 


� 	See section “Specific Support Actions” of the “General Introduction”.


� 	See relevant section in the “Guide for Proposers”


�  See section “Cross cutting issues”, para b on Proposers in Associated States of the “General Introduction”


� 	The call identifier shall be given in the published version of this call.


� 	The director-general responsible for the publication of this call may publish it up to one month prior or after its envisaged publication date.


� 	When the envisaged date of publication date is advanced or delayed (see previous footnote), closure date(s) will be adjusted, if needed, accordingly. 


� 	CA = Coordination action; SSA = Specific support action


� 	MS = Member States of the EU; AS (incl. ACC)  = Associated States; ACC = Associated candidate countries.


	Any legal entity established in a Member State or Associated State and which is made up of the requested number of participant may be the sole participant in an indirect action.


� 	The call identifier shall be given in the published version of this call.


� 	The director-general responsible for the publication of this call may publish it up to one month prior or after its envisaged publication date.


� 	When the envisaged date of publication date is advanced or delayed (see previous footnote), closure date(s) will be adjusted, if needed, accordingly. 


� 	IP = Integrated project; NOE = Network of excellence; STREP = Specific targeted research project; CA = Coordination action; SSA = Specific support action


� 	MS = Member States of the EU; AS (incl. ACC)  = Associated States; ACC = Associated candidate countries.


	Any legal entity established in a Member State or Associated State and which is made up of the requested number of participant may be the sole participant in an indirect action.
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