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From the Coordinator’s Desk
We are now in the third year of EULAC PerMed which, as a project, has 

shown its resilience to adapt to the current global pandemic situation 
and continue carrying out its aim of widening EU-LAC policy and research 
cooperation in Personalised Medicine (PM).
There is no doubt that the way out of this health crisis is through 

multidisciplinary and transnational research cooperation, and personalised 
medicine has shown that it has a lot to contribute.

For this year 2021, EULAC PerMed will offer a series of actions, still virtual, which 
will allow preserving its essential aim and maintaining stronger ties with its growing community 
while waiting the return of onsite events.
We will continue with the training, a well-established activity in the project, but more importantly, 
very well received by our stakeholders. The announced Clinical Trial Helpdesk will be running by 
summer and will collaborate to enhance synergies among research teams in PM along both sides of 
the Atlantic. Finally, EULAC-PerMed will contribute to train and disseminate on the initiatives that 
the Horizon Europe funding program offers in PM, as an attractive instrument for the necessary 
internationalisation of PM research.
I would like to end this brief greeting by sending all our solidarity and warm support to those who 
are still suffering heavily from this pandemic around the world.
With my best wishes for an early return to the real normality!

Esther Rodríguez

    

FEaTurED
Abstracts summarizing  

EULAC-PerMed’s  
ELSA Workshop - pg. 4

Stay posted on upcoming events 
FOLLOW uS!!
@EulacPermed

LinkedIN
YouTube

https://twitter.com/EulacPermed
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Webinar
Eulac-PerMed is not letting the pandemic put its activities to a halt, and is happy to continue 
with the webinar series. On May 21, a webinar on Systems biology and Personalised Medicine 
was held. Dr. Bruno Bezerril Andrade from Fiocruz in Brazil and Dr. Martin Hoffman-Apitius 
from the Fraunhofer Institute for Algorithms and Scientific Computing (SCAI) in Germany shared 
their ongoing work, where systems biology methods are applied in two different fields for a 
personalised approach. Dr. Bezerril Andrade presented his ongoing international collaborations 
where systems biology is applied to better predict clinical outcomes in HIV patients. Dr. Hoffman-
Apitius focused on different initiatives for personalised brain health that combine knowledge-
based, mechanistic modeling with total brain simulation in the VirtualBrain Cloud project. Their 
presentations were followed by a discussion on the challenges and opportunities for systems 
biology and the importance of raising awareness of its applications.

Dr. Bruno Bezerril andrade, FIOCruZ , Brazil
“Using Systems Biology to predict clinical outcomes in patients with HIV”

Prof. Martin Hofmann-apitius - Fraunhofer Institute for algorithms and 
Scientific Computing (SCaI), Germany
“Bridging between different worlds in Personalized Brain Health: combining 
knowledge-based, mechanistic modeling with total brain simulation in the 

TVB-Cloud project”

nEWS anD EVEnTS

Webinar on Horizon Europe funding programme:  
focus on Personalised Medicine

On June 2021 the European Commission is expected to launch the new European  
Research and Innovation Funding Programme, Horizon Europe, which will last from 
2021 to 2027.

EuLaC-PerMed is organising a webinar that will explain the content and structure of 
Horizon Europe with a specific focus on the funding opportunities for PM.
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related Events
Latin america - Europe Symposium on research Infrastructures virtual event will 
take place on June 15th-17th, 2021. The symposium brings together delegates from Latin 
American and European research infrastructures (RIs), science policy organisations and 
research institutions to discuss opportunities and challenges for RI cooperation between 
Latin America and Europe. It is organised as part of the RI-VIS project, a Horizon 2020-funded 
project that aims to increase the visibility and raise awareness of European RIs to new 
communities beyond Europe, and the EU-LAC ResInfra project, a Horizon 2020-funded project 
which strives towards a new EU-LAC partnership in Research Infrastructures. Participation is 
FREE, but registration is required. 

 

Content:
• Presentation of Horizon Europe programme

• Rules of participation

• International Cooperation

• Funding opportunities - Work Programme 2021-2022: focus on personalised medicine

• Where to find all relevant info - Funding and Tender Portal

• Q&A

 
Presenter: Bruno Mourenza, Senior Project Manager, APRE, Italy

 
Target audience: researchers, universities, hospitals, research centres, industry, small and 
medium-sized enterprises (SMEs), non-governmental organisations (NGOs), etc.

 
When: July 2021 (exact date tbd)

https://ri-vis.eu/
https://ri-vis.eu/network/rivis/events/ri-vis-latin-america---europe-symposium-1#programme
https://resinfra-eulac.eu/
https://whova.com/portal/registration/rlas_202106/
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ICPerMed updates
To keep up-to-date with the activities and news from the International Consortium for 
Personalised Medicine (ICPerMed), we recommend reading its latest newsletter issue, which 
can be found here and checking out the constantly updated website. This issue includes training 
opportunities, an update on the preparation of the European Partnership for Personalised 
Medicine and much more. 

JOIn THE nEW ICPErMED STaKEHOLDErS FOruM!
Striving to achieve:
• sharing of ideas and best practice examples
• identification of emerging issues and research fields
• establishment of new communication channels & effective dissemination avenues
• foster new partnerships & networks

Members of the Stakeholder Forum will:
• receive up-to-date information on ICPerMed activities and output
• be invited to ICPerMed events 
• be given the opportunity to share PM-related information to an expert audience
• be asked to provide their perspective to specific issues and provide advice/opinions/comments 

on ICPerMed strategic documents

Join here

Invitation to the ICPerMed Information Event:  
European Partnership for Personalised Medicine 

 calling for national and regional involvement
May 31, 13:00-16:30 CEST

register here

https://www.icpermed.eu/media/content/NL_ICPerMed_03_21.pdf
https://www.icpermed.eu/
https://www.icpermed.eu/en/registration-for-new-icpermed-stakeholder-forum-is-now-open-814.php
https://www.icpermed.eu/en/services-stakeholder-forum.php
https://www.icpermed.eu/en/services-stakeholder-forum.php
https://secure.pt-dlr.de/pt-conference/conference/EP_PerMed
https://www.icpermed.eu/en/services-stakeholder-forum.php
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EULAC PerMed project hosted its second Technical Workshop, which took place virtually on 
November 17-18th, 2020, and focused on the ‘Ethical, Legal and Social aspects (ELSa) related 
to Personalised Medicine’. Co-organized by the Chief Scientist Office of the Ministry of Health 
of Israel and the National Agency for Research and Development (ANID), Chile, the workshop 
gathered participants from 13 nations to listen to 14 speakers from nine different countries. 
The co-organizers were widely supported by the ELSA Task Force, composed of six ELSA experts 
from Europe and the Latin America and Caribbean (LAC) region. 
The objective of the workshop was to exchange insights on key ethical, legal and social issues 
in personalised medicine (PM) research and implementation in both EU and LAC regions and to 
identify recommendations for future bi-regional collaborations in the field of PM. 
The workshop began with an introductory keynote speech that set the scene on the ELSA 
aspects of PM. The talks, divided into six sessions, then covered the following topics: Informed 
consent and liability, privacy and confidentiality in clinical care, equal access to personalised care, 
access to existing data research, how to translate PM from research to clinical care and the ELSA 
implications of this process, and the ethical, social and legal aspects related to multinational 
collaborations in clinical research. 
We hereby present select abstracts from the fourteen talks, which gave complementary 
perspectives from both the EU and the LAC regions, and presented the challenges of both the 
research and the clinical settings. More information on the workshop and access to some of the 
presentations can be found here.

KEynOTE LECTurE: InTrODuCTIOn TO ETHICaL, SOCIaL anD 
LEGaL aSPECTS OF PErSOnaLISED MEDICInE – rESEarCH & 
CLInICaL FraMEWOrKS
Carmen ayuso - Chief of Clinical Genetics Dept. and Scientific Director of the 
Health research Institute Fundación Jimenez Diaz (IIS-FJD, uaM), Madrid, Spain 

Personalised Medicine (PM) uses genomic profiles and clinical information from people to 
improve their health (in diagnosis, prevention and treatment of rare, common and cancer 
diseases). This information can be specifically investigated in a research setting or obtained 
through genetic testing during clinical care.
Several ethical, social and legal aspects are involved in the application of PM, such as the 
protection of the individual and social values, as well as the benefit, the autonomy and the 
justice of collecting and using the data.

  
EuLaC-PerMed’s Technical Workshop:

Ethical, Legal and Social aspects related to Personalised Medicine

https://www.eulac-permed.eu/wp-content/uploads/2020/11/Poster-ELSA-Task-Force.pdf
https://www.eulac-permed.eu/index.php/2020/09/07/elsa-technical-worshop/
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To preserve the individual rights but, at the same time, to pursue the public health progress that 
PM could provide, some laws, declarations and guidelines have been issued (i.e. GDPR, 2016, WMA 
Helsinki declaration, or UNESCO declaration 2005). Informed consent, review and approval of the 
protocols by Research Ethics Committees and, overall, transparent information to and from all the 
stakeholders (healthcare personnel, researchers, patients and society) are required.
The workshop shed light on all these questions while trying to identify solutions for the main 
ethical and social challenges of PM.

SESSIOn 1: InFOrMED COnSEnT anD LIaBILITy – Eu anD LaC EXPErIEnCES

Informed consent and liability – context in the clinical care 
framework within LaC experiences
Claude Vergès - Professor of Medical Ethics and Bioethics and president of 
the Bioethics Committee of the university of Panama, Panama 

Latin America and the Caribbean represent 8.42% of the total world population 
with extreme differences between countries and within countries. The challenges are: 
excessive inequality access to health services, and lack of social protection, poor quality of 
education and slow transfer of knowledge, slow productivity. All the countries of the region 
subscribed the Declaration of San Jose, which recognize Human Dignity based on Liberty 
and equality, that means right to informed consent. In this way the majority of them has 
adopted national laws and norms for informed consent in clinic care and for research. Some 
of them have national law or guidance for genetic research, which is difficult to segregate 
from clinical care. Problems in the applicability of informed consent affect the four-bioethics 
principles, due to the social context and the relations of power. In the field of genetic services 
and biobanking, the antecedent of violations of the informed consent process, the use of 
broad consent and the obligation of neonatal screening have created a lack of confidence 
of the population in health institutions. So it is important to apply the bioethics values and 
international ethics references to reach a consensus about a fair informed consent and 
clear terminology to avoid confusion, antagonism, and lack of confidence in science. As a 
conclusion, the following proposals are presented: analysis of “decolonial thinking” in science; 
adoption of a dynamic informed consent for genetics and biobanking as a recognition of 
the democratic control and participation of donors; construction of a genomic sovereignty 
and regional bioethics answer to the new technologies with social participation and ethics 
requirements for patent jurisprudence and intellectual property, and equitable sustainable 
international collaboration. 
Claude Vergès’s presentation can be found here.

https://www.eulac-permed.eu/wp-content/uploads/2020/11/3-Informed-consent-and-liability.pdf
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Sophie rybczak - Lawyer, international expert in data protection law, 
Germany

Medical Informatics Initiative as an example of secondary use of healthcare 
data was the main topic of this talk. The aim of this initiative is to increase the 
exchange and sharing of data between the research community and the health 
care delivery systems to enable secondary use of routinely collected data. To 

achieve this, it is very important to develop IT solutions that analyse large amounts of data 
and predict which therapy is best for a particular person. The Medical Informatics Initiative is 
thus a pioneer of personalised medicine. The Medical Informatics Initiative especially wants 
to improve the use of digitalisation in medicine. And digitalisation can make personalised 
medicine a reality.

SESSIOn 2: PrIVaCy anD COnFIDEnTIaLITy In CLInICaL CarE

Privacy and confidentiality – who has access to the data in 
clinical care perspective. How to incorporate big data in a 
learning Healthcare system setting?

María Isabel Cornejo Plaza - Professor of Civil Law and Philosophical
Foundations of Law, universidad autónoma of Chile, Chile

The talk covered the following topics:
I. Introduction to privacy and confidentiality concepts.
II. Legal framework for the protection of privacy and confidentiality in health care in Chile.
III. Legal framework for the protection of privacy and confidentiality in health in  

comparative law.
IV. Who has access to the data in clinical care perspective? 
V. How to incorporate big data in a learning Healthcare system setting?
VI. Conclusions
Maria Isabel Cornejo Plaza’s presentation can be found here.

Privacy and Confidentiality in Clinical Care from a Legal 
Perspective 
Fruzsina Molnár-Gábor - research group leader at the Heidelberg academy 
of Sciences and Humanities and senior lecturer at the Faculty of Law, 
university of Heidelberg, Germany

The webinar ‘Privacy and Confidentiality in Clinical Care from a Legal Perspective’ was 
presented by Dr. Fruzsina Molnár-Gábor (Heidelberg Academy of Sciences and Humanities). 

https://www.eulac-permed.eu/wp-content/uploads/2020/11/6-Privacy-and-confidentiality.pdf
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In the webinar, Dr. Molnár-Gábor introduced key yardsticks for delimiting the conceptual 
background of clinical care, privacy and confidentiality from various angles including data 
protection and provisions on data processing. She highlighted how the unique features of this 
delimitation are influenced by translational medicine.
She also presented the limitations and challenges facing the regulation of privacy and 
confidentiality in clinical care in the light of the common standards for health data processing 
defined in EU data protection law, taking into account both member state implementation of 
EU rules and international cooperation between EU and LAC countries.
Dr. Molnár-Gábor introduced the use case of the development of the German Health Data 
Space for research and healthcare and elaborated on its integration into the European Health 
Data Space (EHDS). She outlined the interplay between the development of the EHDS and 
other initiatives such as the 1+ Million Genomes Initiative on the EU level. The intersection and 
fleshing-out of national federal and sectoral rules can inform the design of EU governance as 
these are characterized by both comparable origins and foundations and by their divergence 
at higher levels.
Finally, Dr. Molnár-Gábor drew attention to internationally federated structures such as the 
European Genome-Phenome Archive that could pave the way for global solutions for data 
sharing which respect different regional and national data protection governance systems.

SESSIOn 3: EQuaL aCCESS TO PErSOnaLISED CarE

alberto Lecaros - Director of the Bioethics and Law Observatory, ICIM 
universidad del Desarrollo, Chile

Several ethical, legal and social implications (ELSI) of many different kinds 
have been identified around precision medicine. One of them are those 
related to justice, equity and societal discrimination based in genetics profiles. 
Although, they are not the most prevalent, compared to voluntary agreement 

to participate in research, data sharing, privacy and confidentiality. But when analyzing PM’s 
ELSI in healthcare, inequities appear to be more relevant as a consequence of non-participation 
of underrepresented population groups in PM research. 
While the risk of exclusion of the most disadvantaged groups from access to the benefits of 
precision medicine is the most important difficulty in terms of fairness, this is not the only 
difficulty. In order for the most underrepresented and disadvantaged groups to have access 
to benefits they must be well motivated to do so. It can be reasonably argued then that there 
are good reasons for people from these groups to participate in the research, because by 
participating they would guarantee proper representation to their communities, and would 
contribute to the larger scientific significance and applicability of the research. However, larger 
applicability does not mean larger application: the theoretical possibility to extend benefits to 
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the most vulnerable populations, without any possible actual practical benefit, makes any 
sort of altruism totally pointless.
How do we face these challenges to overcome the impasse of equitable access in Chile 
when we are still piecing together a few pieces of the puzzle of a health policy supported by 
precision medicine? In 2016, with a group from the Chilean Society of Genetics together with 
the Ministry of Health we produced an analysis of the country’s needs for the development 
of genetic medicine. This analysis was incorporated into the OECD Reviews of Public Health 
published in 2019 (http://www.oecd.org/health/health-systems/OECD-Reviews-of-Public-
Health-Chile-Assessment-and-recommendations.pdf).

It is important to highlight some of the assessments and recommendations in this report 
regarding equitable access to precision medicine. First, health care coverage has not kept 
up with clinical advances in genetic science. Very few genetics services are covered by the 
public insurance system in Chile, limiting effective access. There are no molecular genetics 
or genomic analyses offered within the public insurance system. The Ricardo Soto Law 
established coverage for some rare inherited diseases. Second, a health system such as 
Chile’s (especially one with relatively few resources) should only invest in new services with a 
robust and detailed cost-effectiveness and budget-impact analysis, as well as business case. 
Then, the core challenge, in Chile as elsewhere, in developing the role of genetics in public 
health and preventive care is to combine deeper understanding of the population’s genetic 
profile with “traditional” public health approaches. Third, addressing these issues requires 
that a coherent and comprehensive national strategy be agreed upon, to steer development 
of precision medicine over the coming years, encompassing both the use of genetics in clinical 
practice, in public health policy, and in research.
A roadmap for equitable and sustainable access to national precision medicine must also 
advance the other side of upstream participation. Increased international collaboration is 
needed to strengthen PM research. The main gaps are the lack of integration of research 
into health policies through targeted funding; lack of development of a network of research 
biobanks and regulation to ensure appropriate protection of genetic data, privacy, and promote 
data sharing. Finally, increase “genetic literacy” amongst health professionals and the public.
Alberto Lecaros’s presentation can be found here.

SESSIOn 4: aCCESS TO EXISTInG DaTa In rESEarCH

ricardo armisen – Professor in Center for Genetics and Genomics, Institute 
of Science and Innovation in Medicine (ICIM)

During the presentation ACCESS TO EXISTING DATA IN RESEARCH, Prof, 
Armisén offered the Investigator perspective in the topic, highlighting the 
importance of data sharing in research involving human genetic or genomic 

http://www.oecd.org/health/health-systems/OECD-Reviews-of-Public-Health-Chile-Assessment-and-recommendations.pdf
http://www.oecd.org/health/health-systems/OECD-Reviews-of-Public-Health-Chile-Assessment-and-recommendations.pdf
https://www.eulac-permed.eu/wp-content/uploads/2020/11/8-Equitable-access-to-personalised-care.pdf


ERA-NET NEURON | January 2020 | 10

NEWSLETTER 4

MAY 2021   10

information analysed in conjunction with other personal or health data for the understanding 
of complex (multi-factorial) diseases. Also, he discussed the international experience about 
the very important role of funding agencies in promoting, requiring and supporting data 
sharing, including mandatory data management plans describing data sharing scope, terms 
and process in advance of project and research execution. Finally, a real world case of a 
successful example of data sharing within a Chilean project in cancer genomics was shared 
with the audience. 
Ricardo Armisen’s presentation can be found here.

The aCC–GDPr Committee: Guidelines for harmonized data 
sharing procedures for Italian research hospitals
Luca Marelli – Senior research Fellow, Centre for Sociological
research (CeSO), Ku Leuven, Belgium

Since entering into effect in May 2018, the EU General Data Protection 
Regulation (GDPR) has ushered in a new data governance regime for health research in 
Europe. Whilst geared to the harmonization of data protection legislation, the GDPR allows 
European states to introduce national provisions for the processing of genetic, health, and 
biometric data. In addition, it promotes the elaboration of soft law instruments, e.g. codes 
of conduct, for tailoring the Regulation to specific data processing sectors, such as health 
research.
This paper outlines the outcomes of a major regulatory effort, conducted in Italy by the ACC-
GDPR Committee, established under the aegis of the largest national research hospitals 
network (ACC). Under the mandate by the Italian Ministry of Health, the Committee has 
devised guidelines for the implementation of national and European legislation on data 
protection for the research activities of the 51 Italian research hospitals (IRCCS, Istituti di 
Ricovero e Cura a Carattere Scientifico). Amongst the key features of the guidelines, which 
are intended to facilitate research within a strong ethical framework, are the revision 
of ethics approval mechanisms, the decoupling of informed consent as research ethics 
standard from consent as data protection standard, the definition of criteria for data 
repurposing in secondary research, and the introduction of data access procedures at the 
national level.
Whilst tailored to the context of Italian research hospitals, these guidelines represent an 
innovative template with the potential to be taken up by other regulatory initiatives at the 
national and European level.

https://www.eulac-permed.eu/wp-content/uploads/2020/11/3-Access-to-existing-data-in-research.pdf
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SESSIOn 5:  HOW TO TranSLaTE PM FrOM rESEarCH TO CLInICaL CarE – 
ETHICaL, SOCIaL anD rEGuLaTOry COnSIDEraTIOnS

y. Michael Barilan - Physician and associate Professor of Medical Education, 
School of Medicine, Tel aviv university, Israel

The ordinary conceptualization of “personalization” in medicine relies on 
an implicit notion of a unified, integrated entity, a meaningful summation 
(“personality”) of multiple characteristics that are found in a person.
Within the emergent ethos of “personalized” medicine, conceptualization shifts 

to unique combinations of divergent kinds of data, from genetic variants to environmental 
factors. This poses three key challenges: the collection of unique identifiers that do not 
necessarily relate to symptoms, signs of personal traits, the construction of the person by 
markers of risk, rather than by symptoms and signs that exist, and to the overburdening the 
patient with data and advice.

SESSIOn 6:  ETHICaL, SOCIaL anD LEGaL aSPECTS rELaTED TO
MuLTInaTIOnaL COLLaBOraTIOnS In CLInICaL rESEarCH

Governing open science: ethics review and data protection 
challenges in multicenter/multi-jurisdictional collaborations 
for precision medicine research
Vasiliki rahimzadeh - Postdoctoral Fellow, Stanford Center for Biomedical 
Ethics, Stanford university, uSa

Quality genomic and associated clinical data must be exchanged widely, securely and efficiently 
to advance precision medicine research. Linking such sources can, however, heighten privacy 
concerns and complicate cross-border exchange. This talk provided a brief overview of the 
various ethics oversight mechanisms used to govern the genomic data sharing pipeline. It 
highlighted how current efforts to harmonize two such oversight mechanisms—research 
ethics review and data access review—present opportunities for reducing the procedural 
inefficiency while maximizing research protections for participants engaged in multicenter/
multi-jurisdictional research.
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Ethical, social and legal aspects related to clinical trials, with 
emphasis ontransnational collaborations in Eu and LaC
Mev Dominguez-Valentin - Dept. of Tumor Biology, Institute for Cancer 
research, Oslo university Hospital, norway

Colorectal cancer (CRC) is the third most common cancer in Latin America 
and Caribbean and the most frequent cancer affecting both genders. The geographic 
variations rates observed within the region are probably due to differences in the 
prevalence of obesity, physical inactivity, diet, as well as early detection program and 
health care infrastructure. Limitations on genetic testing have an impact in the evaluation 
of the patients at risk of hereditary CRC and their relatives, and ultimately increases the 
burden of cancer for this minority population. Still, existing countries where germline 
genetic testing is not available.
Thus, the main challenges for Latin American countries are: (a) increase awareness of the 
population and health care professionals about hereditary cancer; (b) enhance training 
both for MDs and non-MDs in genetic cancer risk assessment; (c) develop guidelines for 
risk assessment, cancer screening and genetic testing for these conditions; (d) implement 
genetic testing for patients from both private and public health care systems. Importantly, 
international multicenter collaborations are needed to enhance representation from all 
the countries of Latin America. 
However, several CRC initiatives are ongoing in Latin America and Caribbean, regarding 
multidisciplinary research, innovation and networking. This whole process of network 
construction and research development on hereditary cancer in Latin America prepares the 
ground for global Latin American collaborations with Europe on increasing the knowledge 
of germline variants in different populations and to bring additional awareness of this 
condition to medical professionals and public health leaders in this region.


