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POLICY BRIEF: BARRIERS AND NEEDS FOR BI-REGIONAL
COOPERATION IN PERMED BETWEEN EU AND LAC
INTRODUCTION
According to the European Commission (EC), personalized medicine is defined as “the
characterization of individuals’ phenotypes and genotypes (e.g. molecular profiling, medical imaging,
lifestyle data) for tailoring the right therapeutic strategy for the right person at the right time, and/or
to determine the predisposition to disease and/or to deliver timely and targeted prevention".1
The EULAC-PerMed project aims at fostering the collaboration in personalized medicine (PM)
between the Latin America and the Caribbean (LAC) region and Europe (EU). As part of the Working
Package (WP2), a stakeholder workshop was organized in Montevideo, Uruguay, from 11th-12th
December, 2019. In this workshop, key stakeholders from both LAC and EU countries were invited to
discuss barriers and needs towards a broader implementation of PM in the LAC region, and to guide
the policy dialogue for fostering the cooperation between EU and LAC countries. We collected data
from an online survey before the event. On the first day of the workshop participants discussed issues
and challenges related to the development of PM in the LAC region and on the second day
participants discussed the current situation and future of the collaboration between EU and LAC in
PM. More information has already been published as part of the WP2.2
This policy brief is directed at scientists, policy makers and funding agencies both from the LAC and
EU regions, and aims to identify the main barriers and needs for bi-regional cooperation in PM
between EU and LAC countries, (1) from the perspective of the challenges and future of PM in LAC
countries, and (2) from the standpoint of possible ways to strengthen the EU-LAC collaboration.

Participants from the EU-LAC PerMed Stakeholder Workshop. Montevideo, 2019.
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1.CHALLENGES AND FUTURE OF PERSONALIZED MEDICINE IN LAC COUNTRIES
Participants characterized the situation of Personalized Medicine in the LAC region by carrying out a
strengths, weaknesses, opportunities, and threats (SWOT) analysis. Each issue from the SWOT
analysis was further categorized into the following groups: (a) scientific and technological (S&T), (b)
operational, (c) economic, and (d) related to governance, regulatory, and ethical issues.

INTERNAL FACTORS
STRENGTHS


Science and
Technology 








Operational



Economic






Governance
/Regulatory
/Ethical




Existence of groups of excellence in S&T with capacity to carry out PM research and
development activities.
Existence of adequate technological infrastructure and human resources in several LAC
countries.
Genetic diversity of the population.
Possibility of establishing large biobanks of human samples.
Possibility of performing large clinical trials.
There is interest in PM.
Education and training for health professionals in the region has a high level.
Capacity for the development and production of biosimilars/generics.
Pharmaco-ethnicity, small populations with special epidemiological profiles.
Belief in primary care, as an entry point for PM.
Already established primary healthcare infrastructure that already reaches most of the
population and that approaches innovative solutions such as those provided by PM
Different actors of the health care systems are already interested and/or working in PM.
Some countries (Brazil, Costa Rica) already have centralized patient registries and/or
systems in place to collect and share health data and information.
Integrated work among different institutions.
Large populations (e.g. Brazil) – large market (volume)
Successful experiences tested in diverse settings (e.g. small, medium and large
countries)
Heterogeneity among populations creates the need for different PM models for these
subpopulations (rare diseases, rural populations, non-communicable diseases).
Higher life expectancy as an incentive for people to participate in PM strategies that
could increase their quality of life
Integrated universal health system in some countries

WEAKNESSES.

Science and

Technology


Operational






S&T capacity is primarily located in the academic sector and the transfer of knowledge
and collaboration with the health systems does not exist (except for some countries,
such as Brazil and Mexico)
Lack of funding for more applied/translational PM research (not included in the S&T
national plans)
We haven’t done enough research and development for PM technologies that are
scalable and replicable in low-resource settings
Lack of adequately trained personnel in the healthcare system
Lack of integration of academic efforts
Lack of organization and coordination of governmental (including agencies) and private
efforts on PM
Lack of adequate registries on health (digital, standardized)
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Deficiency of data integration to available clinical samples
The conflict of having standards of best practice (e.g. genetic testing for certain cancers)
and availability and access to these tests in health systems
 There is still a general idea that PM implies costly medical practices. Policy-makers still
regard PM as “expensive cancer drugs” instead of a public health need (cardiovascular
and metabolic diseases)
 There is a need for more cost-effectiveness analysis and more evidence of the value of
PM for the context of LAC region. Without this evidence, policy makers consider it to be
Economic
a risk for the system to try to introduce PM in the health agenda. The challenge of
prioritizing PM on top of needs that are perceived as “more urgent and pressing”
 Lack of health budget for PM-related activities.
 Potential for out-of-pocket payments.
 PM initiatives are mostly offered in the private sector
 Lack of legal and regulatory frameworks to support PM research (including clinical trials)
in some countries. Heterogeneity among countries in terms of frameworks, realities.
 Lack of public policies for PM.
 Lack of awareness and health literacy in the population.
Governance
 Putting citizens at the core of PM initiatives, even on top of research driven by academic
/Regulatory
interests.
/Ethical
 For implementation in terms of provision of healthcare, stratification of patients is an
issue, and could potentially lead to inequity.
 Increasing access to PM.
 Finding a convergence between PM and public health/primary care.
EXTERNAL FACTORS
OPPORTUNITIES
Science and 
Technology


Operational





Economic

Governance
/Regulatory
/Ethical








Cooperation in research.
Coordinating regional efforts (reduction of both duplication and gaps).
Emulating initiatives done outside of the region (e.g. implementation of biobanks,
registries and databases).
Since most countries are at an early phase of implementation, initiatives could be
created/implemented in a standardized/interoperable way.
Technology transfer.
Data cooperatives as funding/regulatory scheme for benefit of individual data-owner
and other stakeholders.
Possibility of acting as an integrated market.
Possibilities of regional validation (reducing costs and accelerating negotiations).
Possibility of increasing public-private partnerships.
Emulating health economic models, HTA frameworks.
Emerging evidence about mechanisms of resistance in cancer will encourage payers to
test more people to further reduce costs.
None identified

THREATS
Science and 
Technology 

Political changes in governments affect the research priorities.
Lack of technological infrastructure needed for the development of PM (e.g. quality
access to internet).
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Operational

Economic

Governance
/Regulatory
/Ethical



















Possibility of “over burden” (burnout) of the local capacity due to large and fast
increases of knowledge in the subject.
Databases with genetic data based on populations outside of the LAC region.
The perceived risk that investing in PM may put at risk the public health system.
Imposition of external agendas.
Emulating initiatives could be dangerous if there are no adequate frameworks.
Technological dependency including movements with disloyal offers (as in genetic
sequencing).
There are lower prices for PM technologies, treatments and tests outside of LAC.
Industry leading the implementation process of PM to suit their interests.
Lack of public engagement/investment in PM
Lack of health economic models
Political changes in the LAC countries.
Lack of knowledge about PM in the citizens, and the possibility of misuse of patients’
health data.
The lack of regulations in the use of biological samples in clinical studies.
Predominance of the interests of the economic producers over societal aspects.
Lack of relevance on international decision boards.
PM driving inequity and creating a scenario of reduced access.
Data ownership and the tension between personal interests and private sector.
Bureaucracy and slow processes for implementing regulations, carrying out clinical
trials, and conducting HTA assessments.

2.STRENGHTENING THE EU-LAC COLLABORATION IN PERSONALIZED MEDICINE
1. ASSESSING THE NEED TO STRENGHTEN THE EU-LAC COLLABORATION
Most participants agreed on the fact that EU-LAC collaboration needs to be strengthened.
Collaboration with Europe should be horizontal, not based on top-down approaches, based on equal
partnerships and mutual benefits between the two regions. There is also a need to think about
collaboration within different timelines: short, medium and long term planning.
2. LEVELS OF COLLABORATION: POLICY, SCIENTIFIC, OR BOTH?
Collaboration at both the scientific and policy levels are important and should run in parallel. Since
the research/academic sector is already “convinced” about the need to develop Personalized
Medicine, the focus should be slightly shifted towards the political/policy level. In general terms,
policy makers do not understand the exact meaning and implications of Personalized Medicine and
they fear it is merely a costly health service. Thus, it is important to raise awareness among them
about the potential benefits of PM.
Implementation of PM in the region should follow a stepwise approach, and each country will
advance based on its own circumstances and the level of development of its health system. However,
it is crucial to learn from other countries and regions in terms of stories of success, errors, experiences
and attained benefits.
For those countries that still haven’t undertaken any steps towards PM, it is important to first assess
the situation in the country, map available human resources and infrastructure, and improve intraregional collaborations. Scientific collaboration can serve as a means to facilitate a better
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understanding of PM for policy makers, particularly if they participate in international meetings and
workshops.
It is also important to include in the EU-LAC collaboration international organizations such as the PanAmerican Health Organization (PAHO), in order for them to be aware of existing PM initiatives in the
region, ultimately facilitating its inclusion in the regional health agendas.
3. AREAS IN WHICH THE EU-LAC COOPERATION IN PERSONALIZED MEDICINE COULD BE
BENEFICIAL:


Training for researchers and for healthcare professionals




Exchange of practices and experiences of PM health technology assessment processes and
implementation in health systems. Emulating examples of funding schemes, engagement of
institutions and project management.
Collaborative transregional research projects



Implementation of joint research programs (e.g. ERA-PerMed)

4. FURTHER ACTIONS TO FACILITATE AND STRENGTHEN THE COLLABORATON BETWEEN EU AND
LAC:
RESEARCH


Encouraging the participation of LAC agencies in ICPerMed, ERA-NET calls or similar
collaborative mechanisms.



Stimulating the creation of scientific data repositories in LAC countries with international
standards and being able to “communicate” among them.



Engagement of LAC scientists with pre-existing European PM projects, in order to start new
collaborations.



Inclusion of diverse and multidisciplinary stakeholder groups such as healthcare providers,
including medical doctors and nurses in the aforementioned initiatives

CAPACITY BUILDING


Promoting short courses (online and/or mixed online/face-to-face) on PM topics such as
ethical, legal and social aspects, good practices, data management, etc.



Stimulating the creation of a regional educational offer on data sciences (considering the
possibility of a regional postgraduate program on data sciences).



Agreements to facilitate short stays (through scholarships) for both researchers and
practitioners in centers where PM is already a reality.

NETWORKING


Promoting regional meetings on PM.



Promoting EULAC events with the participation of both academic and private sectors.



Taking advantage of already existing networks such as RIMAIS, COMISCA, to first create an
intra-regional cooperation and then collaborate with other regions.
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Establishing contact points that do not depend on political changes in the countries.



Creating repositories and databases of information about what already exists in the LAC
region in terms of PM and who is who (relevant contact persons).



Using social networks to disseminate PM activities carried out in Europe that could be of
interest to LAC stakeholders.

POLICY


Initially, there is a need to convince LAC governments of the importance of PM and to build
trust. In order to achieve this, the rationale and the incentives for the EU-LAC collaboration
should be articulated in a transparent way.



Finding champions for the project in the LAC region.

CONCLUSIONS
Because of their heterogeneity, LAC countries are currently at different levels of preparedness for
implementing or scaling up PM-related technologies. A common challenge in the region is attaining
a broader knowledge of what PM entails for all health actors and for the society. In order to achieve
this, local scientists, healthcare providers, and policy makers need to gain a deeper understanding of
the genomic profile of local populations and facilitate the creation of guidelines tailored according to
the uniqueness of these genomic features. All stakeholders, particularly patients, should be
guaranteed that ethical and data protection regulations are enforced or implemented.
Implementation of PM technologies cannot happen without careful planning and adequate HTA
assessments. We advocate for a horizontal discussion between EU and LAC countries, including local
champions for PM and in which benefits and incentives for each country’s reality are articulated in a
transparent way. Being able to provide LAC policy makers with a clear rationale and pathway for the
EU-LAC collaboration is a key step towards building trust and making PM a common topic in the
discussion of national health agendas.

REFERENCES
1.
European Commision. Council conclusions on personalised medicine for patients. Official Journal of
the European Union 2015; 58: 2015/C 421/03.
2.
EULAC-PerMed. Deliverable 2.2. Analysis of strenghts, weaknesses, barriers, and gaps for ICPerMedLAC cooperation., 2020.

8

