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1. LOGISTICS AND ORGANIZATIONAL BACKGROUND
Country BRAZIL
Sector: HEALTH
Date: 25.05.09
City: São Paulo
Event site: HOTEL QUALITY SUITES CONGONHAS 
Rua Henrique Fausto Lancelotti, 6333 – Congonhas – São Paulo/SP.
IICA Technical Coordinator: LUCIA Mª B. F. MAIA – IICA Brazil
Moderators: SANTIAGO CAYOTA – IICA Uruguay – Gustavo Mozeris, Argentina
2. SEMINAR OBJECTIVES AND METHODOLOGY
The principles and the goal of BIOTECSUR are to strengthen the scientific and technological capacity of the Member States, to develop MERCOSUR competitiveness in the international context, to promote research, cooperation, research transfer and technology development, and financing of research and technological development programs.
The main objective of the NATIONAL SEMINAR ON STRATEGIC PLANNING – HEALTH SECTOR was to design a strategy to help achieve the general goal of the  program to support the development of biotechnologies in MERCOSUR- BIOTECH, and to propose, as deemed fit for each MERCOSUR member country, the consensus policies at regional level to promote biotechnology applications to productive sectors.
The Seminar methodology followed the approach for Biotechnology Strategic Planning in MERCOSUR, which seeks to reach consensus among the basic sectors to design a biotechnology articulation model in MERCOSUR and to consider all public and private players of the Brazilian HEALTH sector.  
The design of the strategy took into account the participation of all the organizations representing the different sectoral groups (production, industry, research and development, etc) to validate the definitions of the Plan.
Based on these principles, the National Seminar on Strategic Planning – HEALTH Sector brought together more than 30 representatives of the public and private sectors, comprising academic, business and governmental institutions related to the development and application of biotechnology n the industry sector. 

The Seminar was divided into two stages: The first stage applied the following methodology:
1 – Reading of base documents (regional vision, prospects report, and capacity diagnosis and inventory): The presentation included a summary of the results obtained in previous stages of the Project, the Vision and the Mission of the Platform defined by the Biotechnology Development Support Commission (CADBA) of MERCOSUR, a strategic analysis of the biotechnology sector and the methodology defined for strategic planning. 
2 – Team work with the participation of sectors' representatives with the purpose of identifying the sectoral strategic guidelines from the previously discussed documents. The participants of the Seminar were divided into two groups, taking into account their representativeness for the homogeneity of both groups.
The groups discussed the SWOT analysis presented in the first stage of the Seminar, when they had the chance to re-evaluate the subjects considered as Strengths, Weaknesses, Opportunities and Threats to maintain, readapt or exclude them, as well as to include other subjects deemed to be important, and from this point on, to develop the strategic action guidelines for the platform.
3 – Plenary   discussion for the validation of the results of each group and the consolidation of the document by consensus by the sector health.
Each group chose a delegate who had the responsibility to present the proposals of the group in the plenary session and to participate with the moderators in the development of a summary of the document that was validated in plenary, thus becoming a proposal of the Health Sector of Brazil for the Regional Seminar.
3. EVENT OVERVIEW
The Inter-American Institute for Cooperation on Agriculture – IICA Brazil, represented in this event by Ms. Lucia Maia, welcomed participants and presented an outline of the importance of the event and the role of IICA in this project. 
The Inter-American Institute for Cooperation on Agriculture – IICA Uruguay, through the moderator, Mr. Santiago Cayota, presented the operation of the Seminar, the role of IICA in supporting the development of these Seminars, and introduced the members of the Project and professionals involved.
The representative of the Biotechnology Development Support Commission (CADB) from Brazil – Dr.  Paulo Peret, from the Ministry of Science and Technology of Brazil, presented the objectives of the Seminar and identified the participants in the BIOTECH Project – European Union-MERCOSUR Cooperation, since representatives of several sectors with different levels of involvement in the Project were present in the plenary session.
Marcelo Regúnaga, International Technical Assistant of the Project, presented the objectives and progress made in the BIOTECH – ALA – 2005-017-350-1b Project, the actions already developed, its philosophy and mission.
The purpose of the ALA/2005/017-350 agreement signed between the European Union and MERCOSUR to promote a regional platform of biotechnologies - BIOTECSUR -  is the development and use of technology applications in MERCOSUR to increase added value and make its products more competitive in international markets..
The strategic objective of the BIOTECH Program is to support the development and strengthening of a biotechnology platform in MERCOSUR countries (Argentina, Brazil, Paraguay and Uruguay).
The BIOTECSUR Platform is presented as an institutional mechanism integrated by all public and private players related to biotechnology in general, and the agroindustrial sector in particular, in MERCOSUR countries, which seeks to attain the development and best use of existing R&D capacities in order to strengthen competitiveness of regional productive sectors.
Dr. Ester Dalpoz, of PROMESUR, made a slide presentation of her research work BIOTECHNOLOGY IN THE HEALTH SECTOR.

The preliminary results of the research were presented within the framework of the current scenario in terms of the SWOT analysis: 

- Strengths

- Weaknesses

- Opportunities

- Threats

The analysis took into account industrial policies, regulatory aspects, intellectual property, financing mechanisms, promotion of innovation, sectoral production capacity and sustainability of the EBT, research organization, relationships of the companies with Universities and public institutions (key institutions) and relationship-building capacity among the Science-Technology-Information hubs.

Eng. Dr. Gustavo Mozeris, of PROMESUR, presented the methodology for the development of the Strategic Plan and the design of strategic guidelines, based on the following tenets:

· Strengthening of the scientific and technological capacity of Member States;
· Development of MERCOSUR competitiveness in the international context and promotion of research;
· Cooperation and dissemination in issues related to research and technology development;
· Financing of research and technological development programs. 

He presented the summary of the Strategic Plan for BIOTECSUR, the stages already implemented and the importance of the Seminar for the implementation of Stage II, with the definition of the strategy at local level, as a result of this Seminar.
He also referred to how the SWOT analysis supports the creation of the Biotechnology Strategic Plan in the Health Sector, and the orientation forms for the development of the proposal (Annexes II and III).
4. SUMMARY OF PRESENTATIONS
The Seminar took into account industrial policies, regulatory aspects, intellectual property, financing mechanisms, promotion of innovation, sectoral production capacity and sustainability of the EBT, research organization, relationships of the companies with Universities and public institutions (key institutions) and relationship-building capacity among the Science-Technology-Information hubs.
Prospective Vision 
The Science and Technology Policy in Brazil requires the involvement of the private sector with the needs of the public health sector.
Innovation in biotechnology depends on the generation of scientific knowledge in the "source", and there is a need of articulation of the diverse institutional players, with various scientific skills, behaviors, visions of the world and cultures of protection of the intellectual assets, among others.
Science, Technology and Innovation, whose objective is the development of biotechnologies for health in the context of the global trade of goods and services with high added value, and Intellectual Property Rights are subject to models of technical regulation,  ethical and legal issues, human rights, certification and market regulation (through sanitary and phytosanitary non-tariff barriers).
Regional Situation
The situation of biotechnology applied to the health sector in the region varies in MERCOSUR member states. A comparative analysis among the countries using different indicators to evaluate activities and institutional interaction shows that the region is among the most productive regions from the point of view of scientific publications, with a high participation of Brazil. The same applies to patents registered at regional or international level.
Likewise, there are different kinds of relationships among the research teams and scientific publications in the region. Again, Brazil shows a more advanced degree of integration in the work developed in the different areas. 
The BIOTECH Project contributes with actions of regional cooperation in research, leveling the progress made by the countries in the region.
Identification of Priority Issues
CONCLUSIONS OF GROUP WORK
Group 1
Analysis of Strengths, Weaknesses, Opportunities and Threats
Public policies, financing and regulations
Strengths
· Industrial policy: Positive governmental and public rationale
· Regulatory, executive and operational force - ¿is it being implemented? 
· Regulatory framework established
· Background: PADCT - Difference between political will and political speech. Current situation: Distribution of resources (real action) and society involvement, action required
· Real problems: Implementation of some actions, like the INCT, turns out to be slower than expected
·  Resources X application:  Lack of application plan. However, there was an increase in the demand, growing interest in the subject, the global crisis must be considered
· The increasingly important volume and efficiency of the application of resources can improve The Strength depends on:
· Constitution of a similar and/or common model
· Information system and education management
· Use of collective management tools (technical and managerial information)
· Optimized use of available resources  
· Selection of projects: Training, creation of external elements related to associative interaction (multiple skills considered). 
· Learning from the cooperative projects
· SIBRATEC – extension and services networks (to reproduce in various countries)
· Services platform that considers biotechnological models, optimizing the resources for the region
Opportunities
· PRONABENS 
· Flow of information, material and equipment of dual use - biological weapons 
· Publication rules – issues that must come up within the scope of MERCOSUR
· Creation of a biotechnology company and funds for technological development within MERCOSUR
· Regulation harmonization process – overcome barriers, disclose secrets, IP, Codex, sanitary regulation under WHO, good practices and biosafety
· Transformation of research networks into innovation networks 
· Technology networks (E.g.: Redetec in Rio de Janeiro)
· Obtaining information about the role of the network, the role of the players within such network, what unites and maintains the network, etc.
· Method to adapt to cooperative projects 

· Law on Biosafety – Refers to genetic engineering, such as transgenic crops (different from genetically modified organisms)
· Implications with internal rules and many points of view, with little comprehension of the nuances and specific technical issues
· Publicity and transparency causes legal obligations for CTNBio. There are cycles of public consultations, definitions of reports, opinions, etc.
· Long and controversial process
 Threats
· Biosafety and bioterrorism issues that restrain the flows of materials, supplies and equipment for the development of biotechnology in MERCOSUR
· Industrial secrecy of processes hinders innovation
· Capacity to certify products and processes covering all dimensions: Biosafety of laboratories, clinical trials (phase I and II and preclinical trials)
· Quality and certification of experimental models 
· The R&D chain must be strengthened in this regard
· The chain of services might be selected by the public sector by field of expertise. E.g.: Plants and animals as biofactories 
· From the local perspective, there are obstacles to regulate the trade of biological material: Very asymmetrical regulatory system, centralized import system, imports of inputs might be seen as bioterrorism
· Biosafety: If the holding time for the decision on biosafety has to do with investment in businesses with obstacles for its dissemination
· Financing of projects that cover GMO (E.g.: December 2002) - During the application of the experiments there was no decision regarding biosafety  Loss of business opportunity Obstacle to the project and with public resources
· Planning was not effectively carried out, as otherwise it would have been possible to anticipate related legal issues
· Regulatory framework: no conditions for its implementation 
· Insufficient financial resources for CTNBio; its mission is of great importance
· Issues related to policies, ideological attachment, with objectives that do not include multinationals.
· Loss of biodiversity due to indiscriminate export of animal and plant species (Policy to manage resources) 
· Public perception of food biotechnology which is transferred, for instance, to bureaucratization of authorizations for different health products
· Lack of epidemiological databases, gene banks, cDNA libraries, clinical banks and cohorts, bioinformatics banks
Weaknesses
· The Brazilian regulatory framework works in the opposite direction: It was expected that from such regulatory framework there would be an expansion of the sector, with the already existing leadership (EMBRAPA, FIOCRUZ, etc.)
· Obstacles: the execution, based on the legal reading of the law, and the contribution of resources requested do not match.
· Other factors: human resources training, resources for execution; this proves that a regulatory framework is not sufficient.
· Slow public perception (obstacle to biotechnology development)
· Impacts on the area of health: biotechnological products combine R&D in the area of agriculture; the obstacle applies to all sectors 
· Asymmetries 
· CDB and other: not all countries are signatories: point of discussion 
· The same with Biosafety Protocol, Biological Weapons Convention 
· TRIPS X National Legislations 
· The regulatory questions are shown as actual barriers, completely different from the issues of financing and human resources, that may be considered actual barriers depending on the political inclinations and cannot be overcome at the rate required by the R&D cycle
· The Security Law does not provide easy procedures to solve urgent problems (ad referendum)
· In case of an emergency, such as the H1N1 virus, how should work be accelerated?
· Different treatment and opportunities for different laboratories within the same institution (should follow applicable laws, have a CQB and adequate financial resources)
· Prioritization of resources for laboratories working with recombinant DNA
Proposed Strategic Guidelines
· Multilateral cooperation fund
· Optimization of resources efficiency
· Promotion of articulation of industry, government and academic institutions
· Training of innovation managers: Legal experts, economists, managers taking meta- and multidisciplinary actions at MERCOSUR level   
· Creation of a strengthened services platform (such as vivariums or experimental models) - generation of business spin offs
· Promotion of innovation networks dynamics and mobilization of skills
· Promotion of the flow of services between MERCOSUR countries and work on common obstacles 
· Harmonization of regulations (see IP), with biosafety value
· Technological appropriation planning
· Business model applied to R&D consortiums 
· Creation of information directories, protocols to share data, S&T indicators, technological research tools, etc.
·  Generation of platform to solve emerging problems and negligencies
· Generation of competitive intelligence hub for technological research, innovation awareness, support to financing decision

Group 2
Analysis of Strengths, Weaknesses, Opportunities and Threats
Strengths
· Institutionality, beginning of articulation of public-private interaction in science and technology, critical mass for research and technology development, more favorable economic environment, increasingly higher governmental investments 
· Institutionality: Prioritization of innovation by governmental agencies and policies 
· Horizontal industrial policies linking several ministries (MCT, MS, MEC, MDIC) and formulation of strategic plans for national industrial development and of the National System of Innovation in Health
· National Health Control Agency -  ANVISA
· Creation of technological innovation hubs, business incubators and foundations promoting public-private interaction (e.g.: Biominas)
· Actions of social players in innovation policies: Sectoral technological associations (Protec, Infotec, ANPEI), civil society 
 Legal Mechanisms 
· Law on Innovation (Law No. 10.973/2004)
· State Laws on Innovation
· “Lei do Bem” – Law No. 11.196/2005 providing benefits and tax incentives for technological innovation

· Rules and regulations of ANVISA, IBAMA, Biosafety
Financing mechanisms and more favorable economic environment - diversification and increase in investments
· Sectoral funds (FINEP, MCT, BNDS, CAP, FAPE)

· Growing State purchasing power (E.g.: medicines)

· Tax equality
Intellectual Property
· Critical mass of research, technological development and human resources
· Growing production capacity
Weaknesses
· Lack of links and relationships between universities and companies, researchers and companies
· Lack of incentives for protection of patents filed by universities, lack of agile regulation of the Law on Innovation, lack of mutual confidence, lack of interaction appraisal 
· Lack of policies and infrastructure for scaling up products 
· Use of fiscal incentives: legal uncertainty and lack of clear jurisprudence on the way in which the Federal Revenue Office interprets technological innovation
· Few sustainable technology companies  
· Tax burden for importing companies and local production companies is a disincentive to innovation in biotechnology

· Limited technological training in the industry
· Difficulty to transfer biotechnology 
· Little integration among DTI – RHAE stock market indexes and academic and corporate staff, with still fragile legal framework and lack of confidence

· Strong dependence on external equipment
· Low level of integration of the innovative chains
· Experiences not fully applicable to the creation of hubs and technological parks 

· Little integration of laws and regulations among different governmental agencies 
· The public production capacity in the health area has developed, but there is still much to be done; private production capacity in slow expansion
Opportunities
· There are some S&T cooperation networks in MERCOSUR, although there is potential for great expansion 
· Critical mass of researchers and initial experiences of interaction with companies
· Common problems, epidemiological scenario and parameters in the health area in the region
· Good infrastructure for S&T in the academic laboratories
· Policy of production of generic chemicals and similar chemicals under the policy of easy access to medicines by the population 
· Crops biodiversity and potential access to genetic resources duly addressed
· Biosafety duly addressed 
· Learning processes 
· Critical mass of human resources in S&T in border biotechnology areas
· Promising institutional environment for biotechnological innovation
· Public laboratories infrastructure and S&T training
· Epidemiological prevention capacity and epidemiological report of neglected diseases, tuberculosis, malaria, etc.
· Banks of genes, molecules, genomic and proteomic data and bioinformatics
· Platforms of technological services in several countries
· Development of products for neglected diseases of ample spectrum in developing countries – vaccines, biopharmaceuticals, immunobiological products 
· Increased S&T and R&D capacity of public institutions to meet technological demands
· Participation of the industrial sector of the Economic-Industrial Complex on Health 
Threats
· Little installed capacity and experience with clinical and preclinical trials 
· Lack of financing stability for the product development chain
· Public perception on biotechnology still to be developed 
· Little investment in R&D by companies  
· Investments in R&D far below the international level (0.5% of the Brazilian GDP - 2005)
· Use of technological progress made on pharmo-chemicals, no similar progress made on R&D on biotechnology
· Lack of financing maintenance policy for the development and innovation chain 
· Little efforts to absorb innovation
Proposed Strategic Guidelines
· Integration of the productive chain for biotechnological products of common interest.
· Use of existing international cooperation mechanisms
· Legislation harmonization  
· Interaction of existing R&D networks (AMSUD, RIB)
· Biotechnology forum to promote business, with formal governmental support
· Positioning to improve perception and transfer of biotechnology in the region
· Extension of the CABIOS for MERCOSUR
· Support to the organization Backup to the training courses organization (Mastery and Doctorate  Master and PhD degrees in Health and Public Health), courses in groups and double diploma
· Greater articulation of human resources training in technology, with implication in the industry 

· Sustainability of investments throughout the development and business chain
· Program of integration of technological services among the centers within MERCOSUR, with access to the services by the industry
· Organization of regional courses
· Promotion of computerized regional directories of S&T training and biotechnology companies
· Promotion of regional training on GLP, GMP, preclinical and clinical trials 
· Promotion of visibility and participation in events of biotechnology transfer and planning
· Management and access to the biodiversity in the region – effective policy regarding biodiversity
5. FINAL CONCLUSIONS

The participants of the Seminar BIOTECHNOLOGY IN THE HEALTH SECTOR – Brazil defined 7 groups of strategic guidelines covering the proposals presented during the Seminar. 

1 - DEVELOPMENT OF CAPACITIES
1.1 – Human Capital
· Creation of a regional virtual school on innovation
· Regional courses
· On management, legal field, technological organization and negotiation, GMP, GLP and preclinical trials
· Implication of the industry
1.2 – Organization
· Integration of networks
· Promotion of flows of services 
· Development of consortiums
1.3 – Horizontal cooperation mechanisms
· Training
1.4 - Promotion of articulation of industry, government and academic institutions
1.5 - Platforms of services and solution of emerging problems
2 - PUBLIC POLICIES
2.1 - Regulations
· Intellectual Property
2.2 - Harmonization of regulations
2.3 – Management and access to biodiversity
3 - FINANCING
3.1- Sustainability of investments
3.2 – Regional Cooperation Fund
· Optimization of resources
4 - POSITIONING
4.1 - Public perception
4.2- Promotion of visibility
5 - KNOWLEDGE MANAGEMENT
5.1 – Computerized directory of capacities, resources, companies and researchers


6 - INTEGRATION OF REGIONAL BUSINESS CAPACITY


6.1 – Integration of productive chain
6.2 – Development of products of common interest
6.3 – Regional technology forum


7 - TECHNOLOGICAL RESEARCH AND MANAGEMENT TOOLS


7.1 - Technology appropriation
7.2 - Dissemination of banks of patents
Finally, delegates were elected to represent the country in the Regional Seminar:
	Name 
	Institution

	Leila Oda
	ANBIO

	Win Degrave
	Fiocruz

	Rubens Jose do Nascimento
	Ministry of Science and Technology

	Adriana Diaféria
	ABDI

	Vanessa Silva da Silva
	APL

	Luciana Cristina Amaral
	FIEMG


6. ANNEXES
Annex 1: List of participants
	NOME
	INSTITUICAO

	Serafim Branco Neto
	ABIQUIF

	Milena de Oliveira
	CRISTALIA

	Leila Macedo Oda
	ANBIO

	Gilberto Hauagen Soares
	FINEP

	Eliseu Binneck
	Embrapa

	RogérioEdiroldo Freitas
	IPEA

	Eduardo Martins
	Fiocruz

	Alejandro Correa Domínguez
	Fiocruz

	Carlos Termignoni
	Universidade Federal do Rio Grande do Sul

	Carmen Phang Romero Casas
	Fiocruz

	Wim Degrave
	 

	Alejandro Correa Domínguez
	Instituto Carlos Chogos

	Cleila Pimenta
	ABDI Agencia Brasileira de Desenvolvimento Industrial

	Rubens José do Nascimento
	Ministerio da Ciencia e Tecnologia MCT

	Leonardo Dias de Santana
	ABDI Agencia Brasileira de Desenvolvimento Industrial

	Adriana Diaféria
	ABDI Agencia Brasileira de Desenvolvimento Industrial

	Márcia de Souza Pontes
	Ministerio do Desenvolvimento Industria e Comercio Exterior 

	Vanessa Silva da Silva
	APL Biotec RMBH Arranjo Productivo ocal de Biotecnologia de Regiao Metropolitana de Belo Horizonte

	Regina María Fernández
	SECTEC

	Luciana Cristina Amaral Compart
	Sistema FIEMG


Annex 2: Agenda
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BIOTECNOLOGÍA NO SETOR SAÚDE
WORKSHOP NACIONAL DE PLANIFICACAO ESTRATEGICA
Hotel Quality Suites Congonhas
Rua Henrique Fausto Lancelotti, 6333 - Congonhas - São Paulo - SP
Sao Paulo, segunda 25 de maio de 2009
08:30 
Incricões
09:00 
Objetivos do Workshop
Paulo Peret, Representante da Comissão de Apoio ao Desenvolvimento da Biotecnología (CADB) de Brasil.
09:15 
Presentacão do Programa e Metodología do Workshop

Santiago Cayota. IICA.
09:30
Presentacão sobre Objetivos e Avances do Projeto BIOTECH
Paulo Peret, Representante de la CADB de Brasil.
Marcelo Regúnaga. BIOTECSUR.
09:45
Informe de Prospetiva no setor. Visão da Plataforma Biotecnológica Regional. Identificacão de temas prioritarios. Análisis de capacidades.
Gustavo Mozeris. PROMESUR
Ester Dalpoz. PROMESUR
11:00
Pausa
11:15
Instruções para trabalho em grupos
11:30
Trabalho em grupos para Análisis FODA e Identificacão de Linhamentos Estratégicos
13:00
Almoço
14:00
Segue trabalho em grupos
15:00
Plenário
16:00
Pausa. Trabalho da Comissão para elaborar proposta de lista de linhamentos estratégicos
16:30
Plenário. Presentação e validação de linhamentos estratégicos


17:30
Eleção de representantes ao Seminario Regional
18:00
Fim do Workshop
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