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1 Objective of the thematic report

The main objective of this report is to provide the EU-CELAC Senior Official Meeting (SOM)
representatives with the insights found by the EU-CELAC Senior Officials Working Group on Health
(SOM WGoH) gained with the scientific and technical support of EU-LAC Health

(http://eulachealth.eu/). This intends to serve to the purpose of promoting the advance towards a Joint

Initiative for Research and Innovation (JIRI) on the area of Health.

SOM WGoH was created on April 2013 co-led by Spain and Brazil and the following countries stated
their interest to be included in this working group: Argentina, Dominican Republic, Mexico, Panama,
Uruguay from CELAC side, and Belgium, Finland, France, Germany and Portugal from the European side.
This group was enlarged with the participation of Costa Rica since the last EU-CELAC Senior Official
Meeting held in 2014 in San José, Costa Rica, and afterwards, Trinidad and Tobago has also shown

interest in being part of this Working Group.

The specific objectives of the report are:

e To inform about progress of activities underlining the strategic contribution to the JIRI Roadmap
and the EU-CELAC Common Research Area

e To present concrete proposals to be implemented by the SOM WGoH in synergy with ongoing
related projects and initiatives.

e To forward recommendations for SOM deliberations:

o ldeas to enhance biregional cooperation on R&I and future sustainability beyond lifetime of
ongoing supporting projects and initiatives

o Reflections towards HORIZON 2020, focused on calls, participant rules & new instruments
and opportunities.

e To define next Activity Plan 2016-2017, including concrete actions and resources to be committed.
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2 Bi-regional Cooperation Activities in the Health Area

e Thematic area background in Latin America, Caribbean and the European Union

The European Union (EU) and the countries of Latin America and the Caribbean (LAC) approved a
Joint Initiative for Research and Innovation (JIRI) in May 2010 during the EU-LAC Madrid Summit, to
develop what has been named as EU-LAC Knowledge Area. Both regions confirmed the importance
of health research collaboration which is why a working group on health co-led by Spain and Brazil
was created in April 2013 within the Il EU-CELAC SOM that prepares and implements this Joint
Initiative for Research and Innovation.

Health Research stands as one of the major areas of Research & Development (R&D) expenditure
in both regions, reaching up to 18% of the total Gross domestic expenditure on R&D (GERD) in EU-
27 and 9.5% in LAC region (all together representing around 40,000 million Euros in 2010)". This
important expenditure is translated into a very high number of scientific publications coming from
both regions (around 30% of the total scientific publication output in EU-27 and around 25% in
LAC). In this regard of the 85 bilateral S&T cooperation agreement and cooperation programmes
which work as regular funding instruments aiming at supporting activities between the EU and LAC
countries, 25 specifically address the Health area (see Figure 1. Thematic fields covered by bilateral
R&D agreements between EU and LAC countries).
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Figure 1. Thematic fields covered by bilateral R&D agreements between EU and LAC countries

EU specific collaboration with LAC countries in terms of health research has taken place through
very different collaborative research projects and grants for capacity building (Marie Curie actions)

! Rottingen J-A, et al. (2013). The Lancet, Vol. 382 No. 9900 pp 1286-1307
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funded in the last years by the EU Seventh Framework Programme (FP7) RTD. Those projects and
grants added up to a total budget of around 150 million Euros, involving around 500 research
groups of both regions in a variety of topics ranging from infectious diseases, cancer and chronic
diseases to health systems or evaluation of health policies.

All of these realities contribute to make health research an area where the political mandate to
develop an EU-CELAC Common Research Area can best be achieved.

In this scene, the EU-LAC Health project’s main goal is the development of a jointly agreed
roadmap that will intensify the bi-regional collaboration between EU and LAC in the area of health
research and innovation, including the scientific objectives that allow addressing global societal
challenges. By October 2016, an EU-CELAC JOINT INITIATIVE ON HEALTH RESEARCH AND
INNOVATION (JIRI-Health) is envisaged to be operational.

The main issues directly influencing EU-LAC Health that have taken place in the last years are
illustrated in Figure2 and summarized below:

e Creation of the Working Group on Health co-led by Spain and Brazil during the Ill EU-CELAC
SOM for the implementation of the bi-regional Joint Initiative for Research and Innovation,
Brussels, April 2013, and the mandate to EU-LAC Health to provide technical support to this
group. Hence, there are two levels of action that work in parallel but also inter-dependently:

a. The EU-CELAC SOM Working Group on Health holds the political and decision
making power of the interested EU and CELAC countries, whereas,

b. The EU-LAC Health project provides the technical background, concrete thematic

proposals for the decision-making by the EU-CELAC SOM working group on Health
and secretarial support to JIRI-Health

e Implementation of ALCUE NET project from December 2012 to support the EU CELAC S&T
Policy Dialogue process and the Joint Initiative for Research and Innovation (JIRI)
implementation during 2013-2017, reflecting the suggestions and recommendations of the
SOMs. ALCUE NET focuses and links the work with the SOM working groups on energy, ICT,
bioeconomy, biodiversity and climate change, and good practices, finance and researchers’
careers. EU-CELAC SOM working group on health is supported by EU-LAC Health project, with
close link with the ALCUE NET project.

e ERANet-LAC project as a bi-regional network on joint research and innovation activities
supporting the different JIRI thematic areas, including health. Bi-regional joint activities, such
as the implementation of joint calls, are being developed. EU-LAC Health project has been
working in the proposition of specific proposals in the area of health research derived from its
Scientific Research Agenda for its two joint transnational calls.
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Figure 2. EU-LAC Health under the umbrella of the Joint Initiative on Research and Innovation

e Description of activities

1. EU-LAC Health project

The thematic project EU-LAC Health (Annex | contains list of partners and advisors) has as main
objective the design and implementation of a roadmap towards the future Joint Initiative on Health
Research and Innovation, with the aim of intensifying the cooperation between EU and CELAC on
health research and coordinating by means of thematic alignment of programmes.

The EU-LAC Health project, with the political support of the EU-CELAC SOM Working Group on
Health and the funding of the EC, has been paving the way for the EU-CELAC Joint Initiative on
Health Research and Innovation (JIRI-Health) towards the EU-CELAC Common Research Area, and
has elaborated a STRATEGIC ROADMAP, which serves as the guidance document for the creation
and launching of the JIRI-Health.

2. JIRI- Health

The JIRI-Health, fostered by EU-LAC Health project, is a joint initiative between European Union
and Latin America and the Caribbean countries which is being implemented with the objective of
developing the bi-regional joint programming-like initiative in health research and innovation and
use of mainly and first funding instruments already existing at national and other different levels to

4
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fund projects and activities according to aligned topics jointly agreed between the EU and LAC
countries, upon flexible and variable geometry. A list of additional countries involved in JIRI-Health
is compiled in Annex II.

3. Strategic Roadmap

The guiding document of the JIRI-Health is the STRATEGIC ROADMAP elaborated by EU-LAC Health,
which reflects a general statement of intentions: the VISION and MISSION of the Initiative, the
OBJECTIVES and KEY PRINCIPLES. It also includes a SCIENTIFIC RESEARCH AGENDA, with SIX priority
areas identified for cooperation, as well as a suitable proposal for its GOVERNANCE STRUCTURE
that can ensure an effective and long-term coordination of health research and innovation funds
and activities between both regions.

The development of the scientific research agenda was carried out through different steps:

1. lIdentification of priority areas in health research by a survey to ministries/funding
agencies based on health categories of the UKCRC Health Research Classification System
(22 countries and 3 regional organisations responded). The categories were adjusted
according to “global burden of disease” measured as disability-adjusted life years (DALYs)
in both EU and LAC region.

2. The selected health categories were mapped with research activities in a matrix for
assessment by added-value of EU-LAC cooperation resulting in 6 main areas. According
to it, 6 EU-LAC Health Scientific Working Groups (Annex Ill) were assembled for the
development of Scientific Research. This agenda had been developed and discussed in
different workshops.

3. The selected research areas were validated and adopted as scientific agenda via the
scientific experts and EU-CELAC SOM representatives at the IV EU-CELAC Senior Official
Meeting on Science and Technology held in Costa Rica in 2014

Scientific Research Agenda

-—

,—){ Chronic Diseases ‘

Research

- —){ Infection ’
e | -

Neurological ‘ T — Research
- J lines of
high

added-

Core Research
i Diseases and Stroke

( Prevention of Diseases
—){ and Promotion of

well-being

"’ d

" Health and Social
_)‘ Care Services ‘
Research

=

Prioritization

Figure 3: Scientific Research Agenda
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The JIRI-Health STRATEGIC ROADMAP was officially presented at the EU-LAC Health Conference,
held in Brussels the 2™ June 2015. This consensus roadmap provides concrete thematic health
research areas with a mutual benefit for both regions and a proposition on how to effectively
coordinate such bi-regional health research and innovation cooperation - the EU-CELAC Joint
Initiative on Health Research and Innovation (JIRI-Health).

4. Topics identification for ERANet-LAC

EU-LAC Health collaborated with ERANet-LAC in the definition for the topics for its joint calls.

The EU-LAC Health Scientific Working Groups worked in the selection and prioritization defining
the specific following topics in the areas previously identified as high added value and mutual
interest in the two regions in the Scientific Research Agenda:

Chronic diseases
oEvaluation of low-threshold interventions to tackle obesity, diabetes and other metabolic
disorders in EU and LAC countries
olnter-ethnic studies about the pathophysiology, prevention and treatment of chronic
diseases
olndicators for healthy aging in EU and LAC countries
Cancer
olmproving the quality of care and quality of life of dying cancer patients
oDevelopment and operations of Clinical Cancer research networks in Latin-America
oStudying the Etiology and Survival of childhood Leukemia in Latin America and Caribbean
countries and Europe
Neurological diseases: Neurodegeneration and stroke
o Healthy aging to combat neurodegeneration
o EU-LAC stroke biobank
om-Health: take control of your health by ICTs (Information and Communications
Technologies)
Infectious diseases
oResearch in prevention of infectious diseases and promotion of well-being
oEarly detection research including both screening and diagnosis
oEmerging food, water and vector-borne diseases
Prevention of diseases and promotion of well-being
oManagement support health using mobile devices
oUsing mobile devices to improve access to prevention and timely diagnosis/treatment of
chronic diseases
oEducational approach to children population to promote cardiovascular health
Health and social care services research
oEquity in the access to effective health and social care
olmproving chronic care in EU-LAC countries
oUnwarranted differences in hospital performance across EU-LAC countries
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The following topics on Health were selected during the Funding Agencies Meeting held in Tenerife
on June 2014 for recommendation for the ERANet-LAC 1* Joint Call:
- Chronic diseases: Evaluation of low-threshold interventions to tackle chronic metabolic
disorders and their associated cardiovascular diseases in EU and LAC countries
- Infectious diseases: Research in prevention of infectious diseases and promotion of well-
being
The final text of the above topics was finally agreed among the Funding Agencies participating in
the call and EU-LAC Health.

The following topics on Health were selected during the Funding Agencies Meeting held in Buenos
Aires on September 2015 for recommendation for the ERANet-LAC 2" Joint Call:
- Cancer: Improving the quality of care and quality of life of dying cancer patients
- Infectious diseases: Research in prevention of infectious diseases and promotion of well-
being
- Prevention of diseases and promotion of well-being (jointly defined with the WG JIRI ICT):
Improving wellbeing and inclusiveness through e-health, m-health, and active and assisted
living (AAL) solution

The complete text of the Health topics for the 1°* and 2™ ERANet-LAC call can be consulted in
Annex IV.

5. Relations with relevant JPIs and Research Infrastructures

EU-LAC Health is serving as a bridge between LAC countries and relevant Joint Programing
Initiatives (JPIs): JP ND / Joint Programming Initiative on Neurodegeneration and Alzheimer, JPI
HDHL / Joint Programming Initiative on A Healthy Diet for a Healthy Life, and JPI AMR / Joint
Programming Initiative on Antimicrobial Resistance, as well as between LAC countries and relevant
Research Infrastructures and contact has been already established with ECRIN-ERIC / European
Clinical Research Infrastructure Network and EATRIS-ERIC / European Research Infrastructure for
Translational Medicine). The relations of EU-LAC Health consortium with JP ND, JPI HDHL, JPI AMR,
ECRIN-ERIC, and EATRIS-ERIC have been reported to their relevant decision making constituencies
(Management Boards or Assembly of Members). As a consequence of this dialogue, Argentina
applied and got a status of Observer to JPI AMR and conversations exist between Brazil and ECRIN-
ERIC.
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6. Governance: Rules of Procedure

A first draft document “Governance: Rules of Procedure”, prepared by the EU-LAC Health
consortium, was presented for discussion during the EU-LAC Health Conference as basis for the
procedures of JIRI-Health. This document has been further improved by the consortium and other
interested parties (Annex Ill) via several virtual meetings.

The final version of the “Governance: Core Rules of Procedure” document (Annex V) will be
presented for its formal approval among the interested parties at the Launch of the JIRI-Health,
which will take place the 15™ March 2016 in Brussels. This meeting has been organized the same
week as the EU-CELAC SOM in order to maximize intellectual and policy synergies with other bi-
regional initiatives, reduce unnecessary travel time and spending and to intensify the contact with
interested country representatives.

7. EU-LAC Health Conference

The EU-LAC Health project invited high-level policy-makers, ministry and funding agency
representatives, expert scientists, as well as members of the project’s Advisory Board to a
conference in Brussels in the Bibliothéque Solvay 2 June 2015. The one-day event had the purpose
to present, discuss and disseminate the main output of the EU-funded project — namely, the EU-
LAC Health Roadmap. The Minister of Science, Technology and Telecommunications of Costa Rica,
the Vice-Minister of International Affairs of the Ministry of Higher Education, Science and
Technology of the Dominican Republic, and the Director of the National Institute of Health Carlos
I, Spain, opened EU-LAC Health Conference.

Maria Cristina Russo, Director of International Cooperation at the Directorate General of Research
and Innovation of the European Commission, provided insights into EC strategies underlining the
fact that it is key to promote cooperation between the CELAC and the EU in order to develop a
research (and knowledge) area. It was stressed that EU-CELAC cooperation will be strengthened in
the coming years, which will be reflected in Horizon 2020.

The chair of the International Rare Disease Research Consortium (IRDiRC) was invited with the
purpose to present IRDIRC as a transnational model of health research and innovation cooperation
that the JIRI-Health could potentially learn from.

Discussing the outcomes with a larger audience, getting input from related relevant initiatives on
potential models of governance or practical working modalities as well as engaging with the
interested public into a discussion on next steps, concerns and potential impacts of the JIRI-Health
were very relevant outcomes of the well-visited event.

The report of the Conference is included in Annex VI.
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8. JIRI-Health Country mapping activity

The need to carry out an updated exercise to map the research capacities and programmes and
projects in the area of health research and innovation has awakened at the EU-LAC Health
Conference. Both, Latin America and the Caribbean as well as Europe have regional/national
specificities that can influence in several ways the health of our people.

The mapping and identification of these particularities, together with already existing initiatives
and programmes, can give good grounds for the policy bi-regional cooperation as far beyond the
purpose and necessity for cooperation as well as the obvious added value with the use of already
existing funding instruments by fostering the programme alignment of existing national
programmes and synergies of existing instruments. Accordingly, a JIRI-Health mapping of relevant
research capacities, funding bodies and programmes is being carried out among and by the
participating countries: EU-LAC Health partners (Annex 1) and interested parties (Annex ll)

Up to now, 14 countries from EU (Finland, France, Germany, Italy, Portugal, Spain and Switzerland)
and CELAC (Argentina, Brazil, Costa Rica, Mexico, Panama, Peru and Trinidad and Tobago) have
participated in this activity.

Figure 4 shows a scheme of the mapping and its utility for the planning of joint activities.
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Figure 4: EU-CELAC JIRI-Health mapping

A summary of the JIRI-Health country mappings will be presented at the upcoming JIRI-Health
meeting on the 15 March 2016 in Brussels.
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9. Collection of Zika Virus expertise in LAC

EU-LAC Health consortium, as relevant initiative in Health serving as a bridge between LAC and the
European Commission and relevant global collaborations has taken some actions in order to
facilitate the search of solutions for the crisis originated by the Zika Virus.

- EU-LAC Health has collected the capacities and expertise stated by different countries on
the framework of the project and the JIRI-Health and sent it to the European Commission
within the Global Research Collaboration for Infectious Disease Preparedness (GloPID-R).

- Given the urgency of the situation, EU-LAC Health, has published in its webpage the
announcement of the draft topic for its call for projects in this area with a link to the
European Commission page and disseminated the information among potential interested
parties. The pre-published text may be modified and its publication will be subject to the
final decision.

10. Launch of the JIRI-Health

The Launch of the JIRI-Health will be held at Brussels on 15 March 2016. This meeting will
represent an important milestone in the implementation of this new bi-regional initiative as,
besides being the launch of the initiative, it is expected that the Interim Governing Board will be
established. Draft agenda of this event is included in Annex VII.
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3 Cooperation Actions and instruments: Road Map for implementation

Roadmap Elaboration of a Strategic Roadmap for the | Completed EU-LAC Health Remote Consultation 2014
implementation of the Joint Initiative on Consortium, (21 from EU and 23
Health Research and Innovation guestionnaire from LAC) + Validation
Workshop (Oct. 2014)
Scientific -Elaboration of a Scientific Research | Completed ERANet-LAC project, | 23 Health projects 2014-2016
areas/topics | Agenda EU-LAC Health presented and 3
- Selection and editing of topics for the 1° scientific working selected for funding
and 2™ call of ERANet-LAC groups through ERANet-LAC (1%
call)
2" call launched
Synergies Synergies with related thematic initiatives: | In progress EU-LAC Health, JPIs, Increase the number of | 2014-2017

e JPI AMR, JPI HDHL, JPND (two-
ways)

e infrastructures EATRIS and ECRIN
(two-ways)

e Global initiatives: IRDIRC, GloPID-R
Synergies with key related initiatives:

e ALCUE Net

e ERANet-LAC

e ELAN2

infrastructures, bi-
regional and global
initiatives

collaborations between
LAC countries and JPIs/
infrastructures
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EULAC -Dissemination of the Strategic Roadmap | Completed Conference 95 participants 2015
Health of the Joint Initiative of the Research and organization, Validated Roadmap
Conference Innovation on Health research dissemination, . .
R High level policy-
personal invitation .
. makers, scientists,
sent by email . .
funding agencies
JIRIHealth — | 7 meetings (July 2015 -February 2016) In progress Webconference, - Webconference 2015-2016
Launch lterative desk work for preparation of email exchange minutes
preparative | gocuments -Documents: MoU,
work Governace: Rules of
Procedure

JIRIHealth -Up-to date mapping of EU-CELAC R&l | In progress EU-LAC Health, JIRI- Report 2015-2016
Mapping capacities and programmes Health participant’s

-Actions for the alignment of the national effort, EU-LAC Health

health R&I programmes coordinator
Launch JIRI | -Approval of the “Governance: Rules of | 15 March 2016 EU-LAC Health -Memorandum of 2016
Heath Procedure” document (23 November consortium + JIRI- Understading signed

2015 meeting Health interested -JIRI-Health operational

- Establishment of Interim Governing hadtto bed parties

Board (IGB) postponed)
Sustainability | Development of a sustainability plan First ideas H2020, COST actions, | JIRI-Health active 2016-2017

CYTED, country own
funding/ in kind
contribution

beyond EU-LAC Health
project
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Capacity Promotion of capacity building activities | In progress Use of resources Increased collaboration | 2016-2017
Building such as: available and between researchers
e Scientific  training,  Exchange, previc?us from EU and LAC
Secondments, participation in experiences:
H2020 programmes e ERANet-LAC
e Training about international e H2020: MSCA
projects (H2020) in the framework e H2020: ERC grants
of EU-LAC Health project o CYTED networks
e Fit for Health
e HNN2.0
e RICH
e NCP-Academy
o RIMAIS
Pilot joint Explore the possibility to launch a | On-going EU-LAC Health, JIRI- 2016-2017
activity potential joint call among the JIRI-Health | consultation to Health

participants

the European
Commission

WG JIRI Health/EU-LAC Health — report SOM March 2016
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Summary of EU-CELAC SOM decisions-making issues

To forward recommendations for SOM deliberationgdeépsto enhance biregional cooperation on

R&l and future sustainability beyond lifetime of ongoing supporting projects and initiatives; ii)
Reflections towards HORIZON 2020, focused on calls, participant rules & new instruments anc
opportunities.

Recommendation 1: Validation of future activities and objectives of the JIRI-Health
Recommendation 2: JIRI-Health as a pilot initiative for the other SOM thematic groups
Recommendation 3: Dissemination of JIRI-Health among the countries not represented in
the initiative

Recommendation 4: Improve the coordination in each and among the different thematic
SOM Working Groups

Recommendation 5: Synergies with related thematic initiatives and infrastructures
Recommendation 6: Synergies with other bi-regional initiatives

Recommendation 7: Proposal of widening country participation of interested countries
(e.g. Trinidad and Tobago)
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Annexes

ANNEX I: EU-LAC Health Consortium and Advisory Board

EU -LAC Health Consortium:

Instituto de Salud Carlos Ill, Spain. Contact Person: Dr. Rafael de Andrés Medina
Ministerio de Salud de Costa Rica, Costa Rica. Contact Person: Dr. Luis Tacsan Chen
INNOVATEC, Spain. Contact Person: Dr. Joaquin Guinea

COHRED, Switzerland. Contact Person: Dr. Najia Musolino

DLR, Germany. Contact Person: Dr. Vera Kammann

FIOCRUZ, Brazil. Contact Person: Dr. Miryam Minayo

Min. de Ciencia, Tecnologia e Innov Productiva, Argentina. Contact Person: Eng. Agueda
Menvielle

APRE, Italy. Contact Person: Dr. Diassina Di Maggio
INSERM/AVIESAN, France. Contact Person: Dr. Maud Poitrasson-Riviére

Instituto Nacional de Ciencias Médicas y Nutricién “Salvador Zubirdn”, Mexico. Contact
Person: Dr. Gerardo Gamba Ayala and Dr. Carlos A. Aguilar Salinas

EU-LAC Health Advisory Board

Dr. Stephane Berghmans, Belgium

Prof. Jaime Breilh, Ecuador

Dr. Alfredo Cesario, Italy

Dr. Luis Gabriel Cuervo, PAHO

Dr. Maria Ximena Luengo Charath, Chile

Prof. Sir Salvador Moncada, United Kingdom
Prof. Dr. Katja Radon, Germany

Dr. Maria del Rocio Saenz Madrigal, Costa Rica
Prof. Karl Theodore, Trinidad and Tobago

Prof. Eero Vuorio, Finland
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ANNEX II: List of country representatives involved in the JIRI-
Health beyond EU-LAC Health project

By alphabetic order of country names in English

e Brazil
o Jorge Barreto, Ministry of Health
o Marcelo Morales, National Council for Scientific and Technological Development

e CARICOM (Caribbean Community)
o Donald Simeon, Caribbean Public Health Agency

e Costa Rica
o Maria del Rocio Saenz, Executive President of the Costa Rican Social Security Fund
o Eliana Ulate, Ministry of Science, Technology and Telecommunications

e Dominican Republic
o Rafael Sanchez Cardenas, Vice Minister of International Affairs, Ministry of Higher
Education, Science and Technology

e Finland
o Maria Lima-Toivanen, VTT Technical Research Centre

e Israel
o Abraham Israeli, Ministry of Health

e Panamai
o Fania de Roach Rivas, Ministry of Health
o Nestor Sosa, Gorgas Memorial Institute for Health Studies

e Peru
o César Cabezas, Ministry of Health

e Portugal
o Ricardo Pereira, Foundation for Science and Technology

e Romania (as observer)
o Monica Alexandru, lona Ispas and lulia Mihail, National Authority for Scientific Research
and Innovation

e Spain
o Juan Climent, Ministry of Economy and Competitiveness,

e Trinidad and Tobago
o Joycelyn Lee Young, Laura Superville, Lovaan Superville and Marlon Joseph, National
Institute of Higher Education, Research, Science and Technology
o Terrence Seemungal, Dean of Faculty of Medicine, University of West Indies
(Representative) and Curt Bodkyn, Lecturer and Paediatric Oncology (Alternate)
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ANNEX [lI: SCIENTIFIC WORKING GROUPS

HEALTH AND SOCIAL CARE SERVICES RESEARCH

Dr. Enrique Bernal-Delgado (EU coordinato), Senior researcher, Institute for Health Sciences,
Aragon, Spain.

Dr. Karl Theodore (LAC Coordinator), Director, HEU, Centre for Health Economics, University of the
West Indies, St. Augustine, Trinidad and Tobago.

Dr. Antonio Pietroiusti, Assistant Professor, Department of Biomedicine and Prevention, University
of Rome "Tor Vergata", Italy.

Dr. Malaquias Lépez Cervantes, Professor, National Autonomous University of Mexico, Mexico.

Dr. Henrique Barros, Head of the Department of Clinical Epidemiology, Predictive Medicine and
Public Health, University of Porto Medical School, Portugal.

Dr. Manuel Espinoza, Professor, Pontificia Universidad Catdlica; Scientific Advisor, Department of
Scientific Affairs, Institute of Public Health, Chile

PREVENTION OF DISEASES AND PROMOTION OF WELL -BEING

Dr. Antonio Giulio de Belvis (EU coordinato), Assistant Professor, Catholic University “Sacro
Cuore”, Italy.

Dr. Miguel Rojas Chaves (LAC coordinatdr Coordinator, Biotechnology Research Center,
Technology Institute (TEC), Costa Rica.

Dr. Valentin Fuster, General Director, National Centre for Cardiovascular Research, Spain; Director
of the Cardiovascular Institute and Physician-in-Chief, Mount Sinai Medical Centre, New York.

Dr. Rainford Wilks, Director, Epidemiology Research Unit, Tropical Medicine Research Institute,
University of the West Indies, Jamaica.

Dr. Marisa Buglioli, Head of the Department of Preventive and Social Medicine, University of the
Republic, Uruguay.

INFECTION

Dr. Manuel Cuenca Estrella (EU coordinato), Director, National Center for Microbiology, Spain.

Dr. José Paulo Gagliardi Leite (LAC coordinatdy Senior Researcher, Laboratory of Comparative
and Environmental Virology Oswaldo Cruz Institute,Oswaldo Cruz Foundation, Ministry of Health,
Brasil.

Dr. Stefano Vella, Director, Department of Pharmacology and Therapeutic Research, National
Institute of Health, Italy.

Dr. Pedro Cahn, Founder and President of Fundacion Huesped, Argentina.

Dr. Pablo Bonvehi, Chairman of the Infectious Diseases Unit, Center for Medical Education and
Clinical Research “Norberto Quirno”, Argentina.

Dr. Fernando Pio de la Hoz Restrepo, General Director, National Institute of Health, Colombia.
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CHRONIC DISEASES

Dr. Carlos Alberto Aguilar Salinas (LAC coordinatgy Deputy Head of the Department of
Endocrinology and Metabolism, National Institute for Medical Science and Nutrition, Mexico.

Dr. Mathias Fasshauer (EU coordinato), Deputy Director, Department of Endocrinology and
Nephrology, University of Leipzig, Germany.

Dr. Daniel Ferrante, Coordinator of National Cardiovascular Diseases Program, Ministry of Health,
Argentina.

Dr. Luis A. Castafio, Scientific Director, CIBERDEM (Spanish Diabetes Research network), Spain.

Dr. Davide Lauro, Professor of Endocrinology and Diabetology, Department of Systems Medicine,
University of Rome "Tor Vergata", Italy.

Dr. Mauricio Lima Barreto, Professor of Endocrinology, Federal University of Bahia, Nation Council
for Scientific and Technological Development, Brazil.

CANCER

Dr. Eduardo L. Cazap (LAC coordinatgy Founder and first President of the Latin American &
Caribbean Society of Medical Oncology (SLACOM), Argentina.

Dr. John E. Ellershaw (EU coordinato), Professor of Palliative Medicine and Director of the Marie
Curie Palliative Care Institute Liverpool, United Kingdom.

Dr. Alejandro Mohar, Head of the Epidemiology Unit, National Cancer Institute, Mexico.

Dr. Gemma Gatta, Evaluative Epidemiology, National Cancer Institute, Italy.

NEUROLOGICAL DISEASES AND STROKE

Dr. Gabrielle Britton (LAC coordinatgr Staff Scientist, Centre for Neuroscience and Clinical
Research Unit, INDICASAT AIP, Panama

Dr. Rita Raisman (EU coordinato), Research Director, National institute of health and medical
research (INSERM), France.

Dr. Marcelo Kauffman, Head of the Neurogenetics Clinic and Laboratory at the Hospital JM Ramos
Mejia in Buenos Aires, Argentina.

Dr. Maria Luisa Sacchetti Researcher, Department of Neurology and Psychiatry, “Sapienza”
University of Rome, Italy.

Dr. Rodrigo Salinas, Assistant professor of clinical neurology at the Faculty of Medicine, University
of Chile.

Dr. José Castillo Sanchez, Professor in neurology at the University of Santiago de Compostela,
Spain.
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ANNEX IV: HEALTH TOPICS FOR ERANET-LAC

1% ERANet -LAC Joint Call

Evaluation of low-threshold interventions to tackle chronic metabolic disorders and
their associated cardiovascular diseases in EU and LAC countries

Specific challenge:

The prevalence of chronic diseases has raised sharply in both EU and LAC countries during
the last decades and they are by far the leading cause of mortality representing 60% of all
deaths worldwide. Furthermore, 70% to 80% of health care costs are spent on chronic
diseases.

Evidence-based interventions that can be provided at little cost — so-called low-threshold
interventions — need to be established and evaluated to tackle the chronic diseases epidemic
and keep treatment costs under control.

Scope:

Proposals should focus on the evaluation of innovative treatment strategies (face-to-face visits
with non-health care workers, telephone counselling, e-health and m-health initiatives, design
and validation of decision support tools, among others) for chronic metabolic disorders and
their associated cardiovascular diseases.

Clinical trials are excluded.

Expected impact:

Projects should demonstrate the potential health and/or efficiency impact as well as the
added-value of biregional collaboration taking into account variables such as cultural context,
type of health care system, etc.

Results should provide:

U Evaluation of innovative health care strategies based on e-Health technologies

U Deeper knowledge on successful models of social support and design of health care adapted
to chronic diseases.

U Development of novel low-threshold interventions tools to detect chronic diseases in at-risk
populations.

U Instruments to improve the interoperability among organizations in the field of chronic
metabolic disorders.
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Research in prevention of infectious diseases and promotion of well-being

Specific challenge:

Despite the spectacular progress of modern medicine, infectious diseases remain a global
threat for public health, especially in poor countries. Moreover, due to the lack of enough
interest from the industry and limited market potentials other diseases have been neglected.
Since poverty-related and neglected diseases are of high relevance to the present call due to
their high burden in the LAC region, the present call will aim at fostering high quality research
in the field.

Scope:

Project proposals shall address inter/multidisciplinary research in type Il (e.g. malaria, TB,
HIV/AIDS) and type Il (neglected) infectious diseases of zoonotic and non-zoonotic origin
corresponding to the classification used by the Consultative Expert Working Group (CEWG)?.
Each project proposal must seek the translation from basic scientific findings to intervention
and/or implementation.

Research should focus on one or more of:

U early detection, including both screening and diagnosis tools

U facilitating new therapeutic strategies led to decrease antimicrobial resistance or other
complications related to infectious diseases

U molecular epidemiological studies leading to clinical trials or prediction and prevention
tools/strategies

U observational studies

Vaccine studies and clinical trials are excluded.

Expected impact:

Project proposals must clearly demonstrate the potential health and/or economic impact as
well as the added-value of transnational and regional collaboration by e.g. gathering a critical
mass of patients/biological material, sharing of resources (models, databases, diagnosis etc.),
comparison and harmonization of data and clinical practice, sharing of specific know-how and
facilities and/or innovative technologies, etc.

Projects should deliver:

U New insights of scientific evidences for better diseases prevention, diagnosis and care of the
persons and population affected

U Knowledge related to regional differences in prevalence, molecular epidemiology and
antimicrobial resistance in order to develop better control programs

U Early warning systems and methods for rapid control of community effectiveness

U Solid evidences of effectiveness as best-value-for-money interventions

% These categories were created by the Commission on Macroeconomics and Health of the World Health Organization
and were accepted byetlCEWG in its 2012 report
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2" ERANet -LAC Joint Call

Topic 7 HEALTH: Cancer: Improving the quality of care and quality of life
of dying cancer patients

Specific challenge:

In 2012, 2.35 million people died from cancer in EU LAC countries. Evidence
identifies challenges and disparities in the quality of care in the last year of life, both within and
across EU LAC countries. Developing innovative models and approaches to care require
examination for impact and transferability.

Aim: to advance the international evidence base in the care of dying cancer patients
by undertaking multicentre clinical trials and/or observational studies to establish core
international standards and improving quality of life.

Scope:

The delivery of appropriate care for dying cancer patients remain s a key medical,
social, economic and political issue. An international project which engaged both EU and LAC
counties (OPCARE9) has already identified areas of common research interest and
potential learning between continents. EU LAC collaborative research is required to
improve and expedite the equitable delivery of care for cancer patients at the end of life.

Expected impact:

The research will seek to inform and develop an evidenced based approach to
systematically standardise assessment and care, utilising patient and relative generated
outcomes. This will make a significant contribution to the care of dying cancer patients
at a national and international level. It will potentiate future EU LAC research by the
development of EU LAC collaborative clinical and research networks
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Topic 8 HEALTH: Research in prevention of infectious diseases and promotion
of well-being

Specific challenge:

Despite the spectacular progress of modern medicine, infectious diseases remain a global
threat for public health, especially in poor countries. Moreover, due to the lack of enough
interest from the industry and limited market potentials other diseases have been neglected.
Since poverty-related and neglected diseases are of high relevance to the present call due to
their high burden in the LAC region, the present call will aim at fostering high quality research
in the field.

Scope:

Project proposals shall address inter/multidisciplinary research in type Il (e.g. malaria, TB,
HIV/AIDS) and type Il (neglected) infectious diseases of zoonotic and non-zoonotic origin
corresponding to the classification used by the Consultative Expert Working Group (CEWG)®.
Each project proposal must seek the translation from basic scientific findings to intervention
and/or implementation.

Research should focus on one or more of:

U early detection, including both screening and diagnosis tools

U facilitating new therapeutic strategies led to decrease antimicrobial resistance or other
complications related to infectious diseases

U molecular epidemiological studies leading to clinical trials or prediction and prevention
tools/strategies

U observational studies

Vaccine studies and clinical trials are excluded.

Expected impact:

Project proposals must clearly demonstrate the potential health and/or economic impact as
well as the added-value of transnational and regional collaboration by e.g. gathering a critical
mass of patients/biological material, sharing of resources (models, databases, diagnosis etc.),
comparison and harmonization of data and clinical practice, sharing of specific know-how and
facilities and/or innovative technologies, etc.

Projects should deliver:

U New insights of scientific evidences for better diseases prevention, diagnosis and care of the
persons and population affected

U Knowledge related to regional differences in prevalence, molecular epidemiology and
antimicrobial resistance in order to develop better control programs

U Early warning systems and methods for rapid control of community effectiveness

U Solid evidences of effectiveness as best-value-for-money interventions

® These categories were created by the Commission on Macroeconomics and Health of the World Health Organization
and were accepted by the CEWG in its 2012 report
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Topic 9 ICT: Improving wellbeing and inclusiveness through e-health, m-health,
and active and assisted living (AAL) solutions

Please note:
This research area was jointly recommended with the EU-CELAC SOM WG on Health
in the thematic field “Prevention of diseases and promotion of well-being”.

Specific challenge:

Access to effective health and social care and prevention, and promotion of wellbeing is often
limited for certain at-risk populations, such as individuals having restricted access to
services, including those living in remote areas. E-Health, m-health, and AAL solutions make
health systems more responsive to people’s needs, expectations and support economic and
social sustainability and inclusiveness. National e-Health strategies are not common across
the countries, and research initiatives have been scattered.

Scope:

Innovation in health systems is a strategic goal in EU-CELAC to be achieved through joint
R&D initiatives and harmonization of standards, including data security and interoperability.
Proposals should focus on the study of pervasive ICT-based access to health and social care
and prevention services. They should be based on a mapping of best practices,
stakeholders and their needs and enable ecosystems for implementing e-Health, m-
health, and AAL solutions, towards disease prevention, promotion of healthier lifestyles,
and inclusiveness as serving remote areas. Patients/users involvement should be
considered.

Expected impact for both regions:

U Enhanced mechanisms to prevent, monitor and treat health problems such as chronic
conditions, infectious diseases and maternal and child health.

U Provided evidence on the effectiveness of e-health tools applicable to wellbeing
promotion of EU-CELAC countries.

U Modernized national e-Health strategies and action plans.

U Established synergies between CELAC-EU e-Health innovation to improve
technology adoption and business opportunities

U Improved access and strengthened primary health care.
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ANNEX V: GOVERNANCE: RULES OF PROCEDURE

INTRODUCTION AND PURPOSE OF JIRI-Health

The EU-LAC Health Strategic Roadmap defines the conditions to guide the implementation of joint EU-
CELAC* health research and innovation. This initiative has been shaped by the EU-LAC Health project
(funded by FP7°) as the “EU-CELAC Joint Initiative on Health Research and Innovation” (hereafter: JIRI-
Health). The JIRI-Health’s ultimate goal is to efficiently coordinate and implement health research and
innovation endeavors between the two regions Europe and Latin American and the Caribbean (LAC) to
avoid duplication of efforts and to tackle grand societal challenges.

As every multinational and interregional initiative, a governance model for the JIRI-Health is imperative.
The Governance model proposed should contemplate:

1. Governance Structure
2. Governance Rules of Procedures
3. Communication, Dissemination and Advocacy Procedures

EU-CELAC Joint Initiative on Health Research and Innovation

(JIRI-HeaIth)
Governance Governance Communication
Structure Procedures Procedures
Strategy

STRATEGIC ROADMAP by EULAC-Health %

* European Union - Community of Latin American and Caribbean States

° European Union's Research and Innovation funding programme for 2007-2013
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1

GOVERNANCE STRUCTURE

It is proposed that the JIRI-Health governance structure is composed by the following constituencies:

m Governing Board (GB)

m Scientific Advisory Board (SAB)

m Stakeholder Advisory Board (SHAB)
m Joint Secretariat (JS)

/ GOVERNING BOARD \
Representatives from EU-CELAC health research and innovation ministries and
funding agencies
4 ™
JOINT SECRETARIAT

SCIENTIFIC ADVISORY (Management) STAKEHOLDER ADVISORY
BOARD BOARD
N pY4 J

|

Governing Board (GB)

The

GB will be the driver and the highest decision-making structure of the JIRI-Health. The GB will be

constituted by representatives of the funding agencies, ministries, and alliances of funders of several

countries® that achieve the minimum conditions.

The

GB will be responsible for ensuring coordination, supervision, and progress of the joint initiative and

supported for it by the JS.

The

main functions of the GB will be:

Definition of policies and guidelines of the JIRI-Health
Approval of the Rules of Procedure (RoP) of the GB, SAB, SHAB and JS.
Monitoring the management of the progress of the JIRI-Health

Definition of communication and dissemination strategies

®Fu

nding agencies/ministries of several countries that would like to contribute to JIRI-Health, but that cannot

reach the minimum required investment for membership may form an alliance of country funders that
together reach the threshold for participating in the GB.
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B Promotion of the coordination of national research funding strategies to address identified research
priorities

B Acceptance of new Members and Observers to the GB and suspension (on hold) or expelled out of
Members and Observers of the GB

B Revision, acceptance and suspension of members and Observers to the SAB and SHAB

B Provision of a forum for resolution of any conflicts, should they arise.

B Evaluation, dissemination and use of the results as to ensure the long-term impact of the JIRI-Health

Composition of the GB

The GB may be composed by one representative per Member (country ministry or funding body) or alliance
of small funders of several countries, with voting rights and one representative per Observer with no voting
rights.

Any Membership or Observership request must be sent in writing to the Chair of the GB.

Scientific Advisory Boar(SAB)

JIRI-Health has a SAB, with the main function of advising the GB on research priorities and progress made
from a scientific viewpoint.

Functions of the SAB are:

B Proposing the scientific content of the strategic research and innovation agenda and its regular update
for consideration by the GB

Scientific Advise on guidelines and on any other matter on request by the GB

Address arising issues of scientific nature

Provide input to the scientific programme of JIRI-Health conferences, when organised

Encourage exchange of protocols and best practices, and agree on standard operating procedures,
quality standards, paving the way to reach JIRI-Health scientific goals

Composition of the SAB

The SAB is composed of members with a high broad expertise and a balanced representation from
different health research and innovation areas, and from the two regions (EU/ERA’, CELAC).

Stakehol der s’'(SHAB)vi sory Board

The GB will be assisted by the SHAB.

! European Research Area
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The functions of the SHAB include:

B Propose research priorities for consideration by the GB

Address arising horizontal issues (e.g. societal, regulatory and entrepreneurial nature)

Advice to the GB on the strategic research and innovation agenda

On request of the GB, it will monitor the progress of the JIRI-Health and give advice with regard to
strategic issues

Disseminate relevant information from the JIRI-Health like events and other products

B Provide input on any other matter important to reach the objectives of the initiative, on request of the
GB

The role of the SHAB will be essential in order to structure and update the Scientific Research and
innovation Agenda and Work Plan of the JIRI-Health.

Composition of the SHAB

The SHAB will be composed of representatives of those institutions or associations that have a stake on the
results of the JIRI-Health, such as public health authorities, transnational patient associations, non-
governmental organizations, and representatives from sectorial trade associations (pharmaceutical,
medical devices, etc.), other public administrations, health professionals, charities, international
infrastructures and related research and innovation initiatives.

The SHAB should combine a high expertise provided by the stakeholders and a balanced representation
from different health areas, and from different regions (EU/ERA, CELAC).

JointSecretariat(JS)

The mandate of the JS is to manage and provide organisational, logistical and administrative support to the
JIRI-Health and its different boards in their functions.

The JS supports the work of the JIRI-Health by means of activities such as:

B Manage the activities determined by the GB

Act as a liaison for the GB and the other boards

Organize the logistics of the meetings of the JIRI-Health boards

Assuring secretarial support for the JIRI-Health

Coordinating, upon request, the preparation of any document necessary to the JIRI-Health boards
Coordination of the communication and dissemination strategies

Represent JIRI-Health by delegation of the GB

Composition of the JS

Until the end of the EU-LAC Health project, EU-LAC Health consortium will act as JS. Its composition after is
to be further developed by the GB.
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2 GOVERNANCE RULES OF PROCEDURE

It is a general principle that an individual that has been appointed to fulfil one function will not serve in
another board within the JIRI-Health.

The names of the members of the GB, SAB and SHAB will be made public via the EU-LAC Health/ JIRI-Health
website.

Governing BoardGB)

To be considered as a member of the GB, the country funding agency/ ministry or group of
funders/countries represented should invest at country/alliance level the minimum amount fixed by the GB
in research and innovation projects/programmes contributing towards JIRI-Health objectives and based on
the approved research agenda. Each country funding body/ ministry or group of funders/countries
nominates one voting speaking representative each to the GB®.

Chair of the GB

A Chair and a Vice-chair (one from EU/ERA, one from CELAC) shall be elected by the GB among its members
for a 2-year term. The role of chair and vice-chair may alternate periodically.

Meetings

The GB shall regularly meet either face to face or virtually (via ICT tools) at least twice a year. Its face to
face venue will ideally rotate between EU/ERA and CELAC

The Chair will call the meetings of the GB. Chair and vice-chair will prepare the meeting agenda together
with the JS and with input from the other GB members and moderate the meetings.

Chair and vice-chair of the SAB and SHAB and the JS will participate in the meetings of the GB. In these
meetings, they have a voice but no voting rights, same as countries (ministries and funding agencies) with
Observer status.

The GB shall aim to take decisions by consensus. If a decision cannot be reached by consensus, it shall be
reached through a majority vote in both subsets of regions, EU/ERA and CELAC, based on the number of
members present at the respective meeting.

In a meeting, the participation of at least 50% of the voting members of the GB shall be considered to
constitute a quorum. If a quorum cannot be reached at a meeting, the Chair shall seek input from enough
GB members to constitute a quorum (for instance e-mail voting ahead of time should GB members be
unavailable at the date of the meeting).

% In the case of the group of funders/countries it would be possible to nominate more than one person as
long as they speak with one voice
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The GB can take decisions by written procedure (e.g. e-mail). In a written procedure, a majority of
members in both regional subsets (EU/ERA and CELAC) will need to give their active or tacit approval to
render the decision valid.

Replacements of GB delegates in their meetings are possible as GB delegates represent their organisations.
Nominations of alternate delegate shall be made by the entitled Authority in the relevant
organisation/alliance.

Scientific Advisory Boar(S5AB)

SAB members are selected ad personamand appointed by the GB from a list of candidates nominated by
country funding bodies/ministries or group of funders/countries represented in the GB.

Members of the SAB are nominated in their personal capacity and expertise and do neither represent an
organisation nor a country as such and may organize if needed in different scientific working groups. Term
in office of the members has a limited duration of 2-year period with the possibility of renewal.

Chair of SAB

A Chair and Vice-chair (one from EU/ERA, one from CELAC) shall be selected by the GB among the
members of the SAB for a 2-year term. The role of chair and vice-chair may alternate periodically.

Meetings

The SAB meets at least once a year (face to face or, when possible by using ICT tools).

The SAB shall be represented by the respective Chair and Vice-chair at the GB meetings. In these meetings,
the Chair and Vice-chair have a voice but no voting rights.

Non-disclosure and non-conflict of interest

Members of the SAB sign confidentiality agreements and declarations of non-conflict of interest.

Members of the Board shall not seek nor act in any way as to take undue advantage of, or exercise undue
influence on, any aspects regarding the implementation of JIRI-Health, including but not limited to
common policies and guidelines.

Members of the SAB should inform the SAB Chair and the GB Chair of any interests, actual or potential,
which may be considered as prejudicial to their independence.

The members of the SAB should respect the confidential character of the discussions at their meetings.

29



Stakehod er s° Adv(SHABY y Board

SHAB members are selected and appointed by the GB from a list of candidates proposed by members of
the GB. SHAB members represent their institutions.

Each institution composing the SHAB will nominate its own representative.

Chair of SHAB

A Chair and a Vice-chair (one from EU/ERA, one from CELAC) shall be selected and appointed by the GB
among the representatives of the SHAB. The role of the chair and vice-chair may alternate periodically.

Meetings

The SHAB meets at least once a year, when possible by using ICT tools.

The SHAB shall be represented via the Chair and Vice-chair during the GB meetings. In these meetings, the
Chair and Vice-chair have a voice but no voting rights

Non-disclosure

Members of the SHAB sign confidentiality agreements.

The members shall respect the confidential character of the discussions at their meetings.

JointSecretariat(JS)

The mandate of the JS is to manage and provide support to the JIRI-Health and its boards in their functions.

It is envisioned neither to have cross-border funding nor to pay fees to become a member of the JIRI-
Health while EU-LAC Health project is in progress, although annual membership fees to support the
maintenance of the JS may be envisioned, if needed, after the end of EU-LAC Health project. If this is the
case, funding bodies from low-income countries may be exempted from the annual payment upon decision
by the GB.

The JS will support the GB, in all aspects concerning the preparation and implementation of decisions.

The JS will report with minutes and organize the JIRI-Health GB, SAB and SHAB meetings.
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3 COMMUNICATION, DISSEMINATION AND ADVOCACY
PROCEDURES

The GB is accountable to the EU-CELAC SOM (EU-CELAC Senior Official Meetings) for an efficient and

effective management of the initiative according to their objectives and principles.

Decision-making by the GB will depend upon information produced in the other Boards. All the Boards
should be updated on the work carried out, progress and limitations.

The GB will be responsible for ensuring coordination, supervision, and progress of the joint initiative and
supported for it by the JS.

The GB agrees on a Communication Procedure that ensures dissemination regarding JIRI-Health
achievements.

Summary reports from the meetings of the GB, SAB and SHAB will be produced and published on the EU-
LAC Health/ JIRI-Health website unless the GB decides otherwise.

The JS will support the GB in terms of Communication, Dissemination and Advocacy activities by:

B Organizing meetings of the JIRI-Health boards

Facilitating communication among different boards, and with external stakeholders

Assuring good communication with all members

Providing information to potential new Members and Observers

Disseminating activities and results of JIRI-Health through different means of communication: website,
newsletters, communication materials, conferences

A Procedure on this section will be further developed once the JIRI-Health has been launched.
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ANNEX VI: REPORT OF THE EU-LAC HEALTH CONFERENCE

o Conference purpose and background

Both, the EU and the CELAC region, have a very large potential in health research. An even higher benefit
from health research performed nationally can be gained if efforts are joined and duplication is avoided.
EU-LAC Health project has carried out a large consultation process, now finished, with national funding
agencies, scientists and thematic experts as well as further stakeholders to establish a consensus roadmap
that envisions an institutionalized EU-CELAC health research cooperation.

The conference will address:

e The need for joint Health Research and Innovation Cooperation between the two important
regions

e Details of the roadmap on the way to a successful joint cooperation

¢ Necessary steps to take in order to reach this goal

The Roadmap includes the vision and mission of the foreseen EU-CELAC Joint Initiative on Health Research
and Innovation (JIRI-Health), the objectives, the key principles and a scientific research agenda. It has
identified 6 priority areas in health research for collaboration between the two regions: Chronic diseases,
Infectious diseases, Cancer, Neurological diseases and stroke, Prevention of disease and promotion of well-
being, and Health and Social Care service research. . In total, 22 national agencies and 3
regional/multilateral organizations participated in the identification process of these priority areas. Six
working groups, formed by expert scientists from both regions then supported the consortium to further
narrow down those topics as recommendations for potential activities between the two regions. All topics
were validated and endorsed by the EU-CELAC Senior Officials Meeting (SOM) as cooperation in these
areas bears a mutual benefit and an added value from collaboration for both regions and the countries
therein. The roadmap proposes also a governance structure to ensure an effective and long-term
coordination of health research and innovation funds and activities between both regions.

° Content of the Conference

The conference was well visited with around 95 participants as it offered high-level speakers (see agenda in
annex 1). The conference took place in the morning of June, 2", from 9 am to 12.45 pm and was open to
the interested public in general. A closed session only with policy-makers and funders in the afternoon was
held from 2pm to5.30pm.

Three reputable speakers opened the EU-LAC Health Conference: the Minister of Science, Technology and
Telecommunications of Costa Rica, Marcelo Jenkins, the Vice-Minister of International Affairs of the
Ministry of Higher Education, Science and Technology of the Dominican Republic, Rafael Sdnchez, and the
Director of the National Institute of Health Carlos Ill, Spain, Jests Fernandez Crespo, institution in charge of
the coordination of the project. They jointly stressed the high importance of the large bi-regional health
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research initiative which has already managed to create and engage a large network of interested
stakeholders across the Atlantic acknowledging the need to collaborate on not only bi-regional but global
challenges.

Maria Cristina Russo, Director of International Cooperation at the Directorate General of Research and
Innovation of the European Commission, affirmed that Commissioner Moedas points at CELAC as a key
region for collaboration, and stressed that the EC is strongly committed to the relation with this region. Ms
Russo indicated that all the elements to strengthen EU-CELAC cooperation in research and innovation in
the coming years are exist and should allow to move towards a Common Research Area between the two
regions, based on knowledge sharing and cooperation in specific areas of common interest such as
renewable energies, climate services, bio-economy, marine research, ICT and health. Horizon 2020, as the
largest multilateral research programme provides a key tool for achieving this objective as it is fully open to
the world. Hector Samano Rocha, Counsellor for International Cooperation at the National Council for
Science and Technology, Mexico, explained the EU-CELAC policy dialogue, implemented in the form of the
Senior Officials Meeting (SOM) ° and started in 1999 with a joint policy statement between the heads of
state. The European Union (EU) and the countries of Latin America and the Caribbean (LAC) approved a
Joint Initiative for Research and Innovation (JIRI) in 2010, to develop what has been named as the EU-LAC
Knowledge Area. Priority areas of the SOM working groups were since the beginning renewable energy,
bio-economy, climate change and biodiversity and ICT. However, representatives of both regions
confirmed the importance of health research collaboration which is why a working group on health co-led
by Spain and Brazil was created in 2013 within the EU-CELAC SOM. The work of this working group has ever
since been highly supported on contents by EU-LAC Health project. Mr. Sdmano mentioned the main
results so far from the cooperation which are the technical support via several EU-funded projects with a
strong and regular policy dialogue, the implementation of joint bi-regional activities and one joint call so far
(via the ERANet-LAC), pilot ongoing coordination efforts (such as a joint toolbox and mutual opening of
programs) and strong links/synergies of networks. Challenges such as more funding and efficient
implementation schemes remain.

Paul Lasko, the Chair of the International Rare Disease Research Consortium (IRDiRC), was invited with the
aim to present IRDIRC as a transnational model of coordination of health research cooperation that the EU-
CELAC JIRI-Health could potentially learn from™ in terms of governance. In 2009, discussion between the
National Institutes of Health (USA) and the European Commission made clear the need that researchers in
this area talk to each other in order to make the discovery of disease treatments more likely. The principle
was to reach an “improved international collaboration and coordination [that] could better facilitate
research and could reduce inequities for patients”. This led to the formation of the IRDIRC a quite non-
bureaucratic structure that consists of public and private research funding and performing
organizations/institutions, and pharma industry representatives that keeps growing.

° Download presentation at: http:/eulachealth.eu/past-events/#6th-workshop

1% bownload presentation at: http://eulachealth.eu/past-events/#6th-workshop
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IRDiRC Organizational Structure

- 1representative per funding body

- 1representative per group of funders
(accumulative funding)

- the chairs of the Scientific Committees

Scientific Committees

Scientific
Secretariat

Interdisciplinary

I

Working Groups

Diagnostics ‘ ‘ Therapies

‘ Ontologies H Sequencing HModelsystems

Genome ‘

‘ Ethics ‘ { Biobanks ‘ ‘ Registries ‘ Bioinformatics |

‘ Biomarkers ‘Re-purposing ‘ Therapies H Regulatory ‘

Structue of the IRDIRC governance model

The Executive Committee, consisting of one representative per funding body, one representative per group
of funders as well as the chairs of the Scientific Committees, is the ultimate decision-making body. The
three scientific committees “diagnostics”, “interdisciplinary” and “therapies” filter the results deriving from
the several thematic working groups according to their respective purpose. The scientific committees
consist of 15 members each with a balanced representation of scientists, patients, regulatory bodies and
industry representatives. The “Scientific Secretariat” ensures the every-day, logistical and administrative
work implementation of the IRDIRC. Advantages of the collaborative work in IRDIiRC are the sharing of data
and resources, the rapid release of data, the interoperability and harmonization of data as well as data in

open access databases.

Creating a non-bureaucratic and flexible coordinating structure that focusses on common bi-regional
challenges but keeps the principle of national authorities funding their own researchers (‘no real common
pot’) was stressed to be a key principle for IRDiRC’s governance. Further, the necessity to put measurable
output aims (in the form of numbers) of a research and innovation endeavor was stressed in order to be
able to evaluate the success in the long run.

CELAC countries are so far not a member of the IRDIRC and Mr. Lasko appealed to CELAC countries to
consider joining the consortium. EU-LAC Health may serve as a bridge at the purpose.

Philippe Cupers, acting Head of Unit of Strategy in the Directorate Health of Directorate General of
Research and Innovation of the European Commission, presented the significance of EU-CELAC Health
research and innovation cooperation'’. He gave an insight into H2020 and its opportunities also for non-
European researchers putting strength on research priorities in H2020. These are personalized medicine,
human bio-monitoring, maternal and child health and infectious diseases. The European Research Council
(ERC), Marie Sklodowska Curie fellowships or the large European Infrastructures do provide nice
opportunities for cooperation with already existing structures. As regards LAC participation in FP7, Brazil

! Download presentation at: http://eulachealth.eu/past-events/#6th-workshop
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had the largest share of collaborative projects (32 projects), followed by Argentina (14 projects), Colombia
(10 projects), Mexico (7 projects) and Peru (6 projects). Examples of LAC participation in multilateral
initiatives are e.g. Brazil and Mexico (and Argentina) in the Global Research Collaboration for Infectious
Diseases Preparedness (GloPID-R), MEX in the Global Alliance for Chronic Diseases (GACD), Mexico and
Brazil in the International Cancer Genomic Consortium (ICGC) and Argentina an observer in the Joint
Programming Initiative on Antimicrobial resistance (JPI AMR). Mr. Cupers stressed the high priority of
international cooperation as a cross-cutting issue in H2020 and encouraged LAC researchers and innovators
to participate in H2020 calls.

Final remarks as recommendations were declared by Mr. Cupers to further use and explore well-working
and existing EU Initiatives such as Joint Programming Initiatives (JPI), European Infrastructures (ESFRI) or
ERA-nets for a greater participation of CELAC countries. EU-LAC Health can also serve as a bridge for
helping CELAC countries to connect to those ongoing initiatives.

Maria del Rocio Saenz Madrigal, Executive President of the Costa Rican Social Security Fund and EU-LAC
Health Advisory Board Member as well as Eero Vuorio, Professor emeritus, University of Turku, Finland and
EU-LAC Health Advisory Board Member then presented the context of the EU-LAC Health Roadmap and the
evolution of the thematic priority areas™. At this point, it should be strengthened that the roadmap is an
output that defines a consensus for cooperative health research between EU and CELAC, that provides a
potential basis for a future framework for collaboration between the EU and LAC regions in this field and
that promotes a joint interest of EU-CELAC health research policy makers and funders, researchers and
stakeholders.

The six priority areas of the roadmap - Chronic Diseases, Infection, Cancer, Neurological Disease & Stroke,
Prevention of Disease and Promotion of Well-being and Health and Social Care Service Research — were
broken down into smaller sub-topics. Six working groups, formed by scientists further narrowed down
those topics as recommendations for potential activities between the two regions in order to make
possible a joint call (via the EU-funded ERANet-LAC). All topics were validated and endorsed by the EU-
CELAC SOM, via its Working Group on Health, as cooperation in these areas bears added values like e.g.
differences in cultural context, genetic background, population and type of health care system, a larger
critical mass to address grand societal challenges, the sharing of data, knowledge, expertise and
technology, export and import of best practices for prevention and treatment of diseases as well as
capacity building in both regions.

The roadmap and its content had been sent to national ministries and funding agencies in both regions and
was thus validated by altogether 19 EU countries and 23 LAC countries.

'2 Download presentation at: http://eulachealth.eu/past-events/#6th-workshop
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o Recommendations from presentations, the roundtable discussion
and Q&A

“Diseases do not stop at borders”, “health threats in one country may affect another country” or
“International networks and initiatives are essential to gain bigger knowledge on up-to-date scientific
knowledge” — those were comments made both by speakers in the roundtable or in the Questions &
Answers session with the audience stressing the need for international engagement and joint action. It was
largely underlined that the regions can learn a lot and benefit from each other: LAC countries can among
others learn from the EU on “how to walk together” and the EU can e.g. access regional specificities in LAC
not present in Europe. EU-LAC Health should continue serving as a bridge with JPIs and ESFRI initiatives for
LAC countries to interact with them. Major issues raised are summarized in bullet form and will find
attention in the further implementation of the EU-LAC Health project:

o “Avoid a duplication of efforts and money and make use of existing initiatives”: There are several
research and innovation projects and (multilateral) initiatives going on between researchers,
research organizations of both regions or on a global level. When establishing a new bi-regional
platform / initiative, it should be an intrinsic principle to avoid any duplication of efforts (be it in
the form of thematic or regional overlap/divergence or budget). Further, existing initiatives — such
as infrastructures or existing consortia and networks — should be continuously explored and, if
possible and appropriate, connected. The EU-CELAC JIRI-Health can thus function as a bridge or a
platform to connect and facilitate the exchange between different stakeholders.

e “Be precise in the research question and purpose of the EU-CELAC JIRI-Health”: The ultimate goal
and purpose of the initiative needs to be obvious at first sight when aiming to engage funders. A
policy body is needed as a stable platform of interaction with interested partners willing to
cooperate. However, in order to attract participating countries the added value of bi-regional
cooperation has to be reflected in the objectives of the initiative. Added value of bi-regional
cooperation can be based on (health) challenges easily crossing borders (e.g. infectious diseases,
anti-microbial resistance), special resources only available in one region (special infrastructure,
genetic and / or social variance) as well as societal challenges too big to be mastered by one
country / region (e.g. increase in diabetes and neurodegenerative diseases, emerging diseases).
The initiative will thus provide a platform to identify fields of common actions ready to tackle
societal challenges when they — in cases suddenly — come up without the usual lag phase in
international cooperation. The respective objectives have to be shared by all participating funding
agencies, leaving it up to the countries to choose the way and means of reaching these objectives.

e  “Introduce indicators for a measurable output”: Measurable indicators for a project / an initiative
are really important. The EU-CELAC JIRI-Health has to decide which measurable indicators will be
used for the evaluation of the success of the initiative. These indicators could be e.g. publication of
coordinated bi-regional calls, increase in publications and patents, formation of institutional
research networks, signed Memorandum of Understandings e.g. for an access to infrastructures
etc.

e “Flexibility and variable geometry”: “Variable geometry” is the term used to describe the idea of a
method of differentiated integration which acknowledges that there are irreconcilable differences
within the integration structure and therefore allows for a permanent separation between a group
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of Member States and a number of less developed integration units®. In the particular case of this
JIRI-Health, it would mean that countries that have committed to the joint undertaking, are — when
it comes to actually funding a concrete research topic — will be able to decide on a case-by-case
basis on whether the research question reflects their national interests and whether they commit
funding. Flexibility is a key word; nobody should be “forced” to take part in an action but action by
a coalition of the willing should not be stopped.

“Structure should be clear with low bureaucracy”: Different countries have different national
systems and diverse national mechanisms. Working (and potentially funding) internationally
automatically involves many different actors with different cultural backgrounds, experiences and
national rules, regulations and necessities. In order to create an EU-CELAC JIRI-Health effective and
efficient, the structure of the initiative should be clear, easy and give a voice to all parties and
stakeholders involved. Low and easy bureaucracy is a key word in this context.

“No cross-border funding”: “National” budget leaving a country has proven to be difficult, a
bureaucratic and complicated process. There are many successful international and multilateral
research initiatives where the countries and the national authorities involved fund for their own
research. It should be a key principle of the future EU-CELAC JIRI-Health that there will not be any
cross-border funding.

“Map regional specificities and identities”: Both, Latin America and the Caribbean as well as
Europe have regional specificities that can influence in several ways the health of people. The
mapping and identification of regional particularities give an extra argument for coordinated bi-
regional cooperation as they make the purpose and necessity for cooperation as well as the added
value obvious. Accordingly, the identification of key actors and stakeholders is similarly important.
“Engage even more actors”: It should be a key principle of the EU-CELAC JIRI-Health that the
initiative should remain open and integrative. This would mean that countries that are not officially
included in the initiative from the beginning will have the chance to join the initiative at a later
stage. The initiative should not be a “closed club” but will remain open to interested countries.
Depending on the research questions even additional non-regional actors might be invited to join
some joint actions.

Afternoon restraint session (for national representatives, partners

and Advisory Board)

Participants:

Rafael de Andrés, National Institute of Health Carlos I, Spain (coordinator)

Melany Ascencio, Ministry of Health, Costa Rica

Jorge Barreto, Ministry of Health, Brazil

Caterina Buonocore, Agency for the Promotion of European Research, Italy

Ulrike BuRhoff, on representation of the Ministry of Education and Research, Germany

13 http://europa.eu/legislation_summaries/glossary/variable_geometry _europe_en.htm
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Tereza Cizkova, Ministry of Education, Youth and Sports, Czech Republic

Teresa Corral, National Institute of Health Carlos IlI, Spain

Rosanna D’Amario, European Commission Policy Officer

Mariana Faria, South American Institute of Governance in Health, Brazil

Daniel Gomez, on representation of the Ministry of Science, Technology and Productive
Innovation, Argentina

Ernesto Gozzer, Ministry of Health, Peru

Abraham Israeli, Ministry of Health, Israel

Anne Jouvenceau, Institute of Health and Medical Research, France

Vera Kammann, German Aerospace Center, Project Management Agency, Germany
Maria Lima-Toivanen, VTT Technical Research Centre, Finland

Tomas Lopez-Pefia, National Institute of Health Carlos Ill, Spain

Maria Ximena Luengo, Ministry of Health, Chile

Natalia Martin, National Research Agency, France

lulia Mihail, National Authority for Scientific Research and Innovation, Romania
Marcelo Morales, National Council for Scientific and Technological Development, Brazil
Vallo Mulk, Research Council, Estonia

Najia Musolino, Council on Health Research for Development, Switzerland

Maud Poitrasson-Riviere, Institute of Health and Medical Research, France

Cristiane Quental, Oswaldo Cruz Foundation, Brazil

Katja Radon, University Hospital Munich, Germany

Fania de Roach Rivas, Ministry of Health, Panama

Monica de Romdn, National Institute of Health Carlos lll, Spain

Héctor Sdmano, National Council for Science and Technology, Mexico

Rafael Sdnchez Cdardenas, Ministry of Higher Education, Science and Technology, Dominican
Republic

Erika Sela, INNOVATEC, Spain

Victor Silva, Foundation for Science and Technology, Portugal

Donald Simeon, Caribbean Public Health Agency, Trinidad and Tobago

Nestor Sosa, Gorgas Memorial Institute for Health Studies, Panama

Stephanie Splett, German Aerospace Center, Project Management Agency, Germany
Luis Tacsan Chen, Ministry of Health, Costa Rica

Karl Theodore, University of the West Indies, Trinidad and Tobago

Agustina Velo, Ministry of Science, Technology and Productive Innovation, Argentina
Eero Vuorio, University of Turku, Finland

Observer

Rosanna D’Amario, European Commission Policy Officer

Rafael de Andrés depicted the objectives of the session, and Tomds Lépez-Pefia presented vision, mission,
objectives, and principles of the EU-CELAC JIRI-Health, which are part of the Strategic Roadmap developed
by EU-LAC Health project.
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Daniel Gomez presented the proposed governance structure of EU-CELAC JIRI-Health driven by principles of
balanced representation, adaptability and flexibility, transparency, accountability, and monitoring, and the
preliminary Rules of Procedure for the initiative. The document “Governance: Rules of Procedure” has
been prepared as a draft for discussion during the meeting, and will be further elaborated by the
interested parties with the support of EU-LAC Health. The expected date of delivery and approval of the
document will be at the next EU-LAC Health meeting, most probably back to back to the next EU-CELAC
Senior Officials Meeting.

The governance structure is simple and flexible and has proven effective in other running initiatives, such
as IRDIRC (International Rare Diseases Research Consortium) and GloPID-R (Global Research Collaboration
for Infectious Preparedness). The decision making body is the Governing Board (GB), composed by
representatives selected by the authority (funding institution or ministry). Decisions should be adopted by
consensus, otherwise by a majority in each region. This body will be open for participation of additional
new countries.

There were questions raised about the structure, and suggestions such as the possible merge of Scientific
Advisory Board (SAB) and Stakeholder’s Advisory Board (SHAB) at least to focus at the beginning.

Some procedural questions are still undefined, such as the requirements to be part of the Governing Board.
It was suggested to use economic indicators of the countries for the calculation of a minimum contribution.
Another proposition was that if a country cannot participate in the GB it could be represented at the SHAB.

It will be a general principle that duplication will be avoided e.g. calls could be launched via the initiative if
no other thematic structures launching calls exists. The mechanisms would not include cross-border
funding. EU-CELAC JIRI-Health intends to be a facilitator of the EU-LAC coordination in health research and
innovation for other existing initiatives (e.g. ERANet-LAC, other ERANets, JPIs, Research Infrastructures).

CLOSED SESSION ONLY FOR COUNTRY REPRESENTATIVES

Almost all the countries showed strong interest in the initiative. Among them Spain, Portugal, France,
Israel, Finland, Romania, Costa Rica, Peru, Dominican Republic, Panama, Argentina, Brazil, Mexico, and
Caribbean Community (CARICOM). Spain, Costa Rica, Dominican Republic, Panama, Argentina and Brazil
have already signed an Expression of Interest to work on the definition of the EU-CELAC JIRI-Health
governance.

The immediate steps will be:

. The electronic version of the Eol will be sent to potential interested parties so as they can enroll
in the process of the definition of the initiative

. A contact person in each interested institution will be required to participate in the process

. Refinement of the “Governance: Rules of Procedure” document for the EU-CELAC JIRI-Health
expected during the following 3 months
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ANNEX VII: LAUNCH OF THE JIRI-HEALTH- PROGRAME

Launch of the EU-CELAC Joint Initiative on Health
Research and Innovation (JIRI-Health)

15 March 2016

Venue: ISCIII office, Rue du Trone, 62, 7 floor, 1050 Brussels, Belgium

Agenda

13:45-14:00 | Registration and coffee

14:00 — 14:15 | Welcome, Introduction and Objectives

SESSION 1: JIRI-HEALTH

e JIRI-Health objectives and added value
14:15-15:30 e Governance Structure and Rules of procedure

e Establishment of the Interim Governing Board

SESSION 2: FUTURE OF JIRI-HEALTH

e Sustainability of JIRI-Health: Joint Secretariat and role of EU-LAC

Health project

15:30 - 16:45 .
o JIRI-Health R&I Mapping

e Next activities and expected outputs

16:45-17:00 Closing Remarks — Rafael de Andrés, ISCIII
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6 Acronyms

ALCUE NET Latin America, Caribbean and European Union Network on Research and Innovation (EU
Project)

CELAC Community of Latin American and Caribbean States

DALYs Disability-adjusted life years

ERANet-LAC Network of the European Union, Latin America and the Caribbean Countries on Joint
Innovation and Research Activities (EU Project)

EC European Commission
EU European Union
EU-LAC European Union, Latin America and the Caribbean

EU-LAC Health Defining a Roadmap for Cooperative Health research between the EU and Latin America-
Caribbean countries: a Policy Oriented Approach (EU Project)

FP7 7" Framework Programme for Research and Innovation (2007-2013)

H2020 Horizon 2020: The EU Framework Programme for Research and Innovation (2013-2020)
JIRI Joint Initiative for Research and Innovation

LAC Latin America and the Caribbean

RTD Research and Technological Development

SOM Senior Officials Meetings

UKCRC United Kingdom Clinical Research Collaboration

WG Working Groups

WGoH Working Group on Health
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