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I. Editorial

INTRODUCTION
The relationship between rights and science is not an easy task. There are a lot of
reasons for stating this. Certainly, this introduction is a straightforward, though far from
a simple way of explaining the main objectives of our journal. Through Rights &
Science (R&S), we will be exploring the many faces and infinite possibilities of this
relationship, which I have always called a dangerous one. Why?
Initially, the most relevant perspective of this relationship is the ethical aspect, which
implies a natural tension between science and the moral contents of the law. Today it is
generally accepted that the law is a privileged instrument to perfom the axiological
purposes of a society throughout the different historical contexts. Every legal system
has, and will have, its moral standards. In many ways, the law is, according to
contemporary sociology, the legitimate tool to guarantee the latest objectives and goals
of a society or the goals of the group that holds the political power.
Unfortunately, there are multiple examples that place the law as a significant obstacle
to science development. This was mainly true in the past, but it is also occurring in our
times and might continue in the future. This is the main reason why our journal
considers it quite necessary to explore how the law, now supposedly based on the
human rights ideals of the Western democratic societies, regulates (I do not say control)
scientific development. Obviously, R&S is concerned with the importance of directing
science development toward the social welfare. But, what does social welfare mean? In
a democratic or non-democratic political system, who decides what is the right
direction? The previous questions imply multiple answers because we are facing
profoundly difficult tasks.
I decided to start this introduction by showing only one of the most disturbing aspects
of the relation between rights and science. I did this in order to highlight that our journal
is open to receiving contributions with the end of understanding the many other aspects
of this relationships. In fact, R&S addresses the various juridical and academic aspects
of the relationship between law and science, as well as their impacts on the research and
innovation activities in the European, international and national legal systems,
economies and societies.
R&S has a multidisciplinary and international aim, emphasizing the current problems
and challenges that have emerged in the scientific, investigative and innovation
activities, paying especial attention, as mentioned before, to the rights, obligations and
issues, both legal and ethical, of said activities.
All this having been said, R&S will attempt to provide a forum for discussing the
juridical, legal and ethical issues of the research and innovation activities. Contributions
may explore these topics at different levels. They may analyze the legal instruments to
implement them - in particular, the funding programs. Furthermore, the journal
welcomes the insights concerning the relation between science and technology as well
as other disciplines, such as philosophy, economics, sociology, and history.
Finally, as editor in chief, I want to express on behalf of the R&S Editorial Board my
gratitude for the generous response from our colleagues who decided to contribute to
this issue 0, who prepared their essay specifically for our journal.
MARIO I. ÁLVAREZ LEDESMA (EDITOR EN CHIEF)
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II. Essays section

GLOBAL GOVERNANCE IN GENETIC, GENOMIC, AND
PROTEOMIC DATABASES - A RIGHT TO PRIVACY AGAINST A
SOCIETAL GOOD
HEDLEY CHRIST1
ARTICLE INFO
ABSTRACT
Ever since the mapping of the human genome, the amount of human genetic data now
being collected has been called a tidal wave of data. Such data is being stored with the
principal aim of using such data for research, primarily in genetic diseases, but not
exclusively. Such databases become more powerful when they are linked, because of
the increased number of DNA sequences that can be searched. However, this provides
for significant problems of management and governance of these databases, not least
because they hold genetic information on identifiable individuals and therefore, there
has to be control over access to these databases. But, beyond such issues lie a number of
legal problems which relate to patients’ rights and patients’ duties to society and
medical research; questions of ownership, not only of the databases themselves, but also
the genetic information stored in such databases, particularly with the issues related to
intellectual property rights. This brief paper examines the need for governance of such
databases, principally through soft law techniques of international regime analysis.

KEYWORDS
Genetic, genomic, and proteomic databases. Global governance. Right to privacy.
Societal good.
The concept of human rights in patient care has wide application. It includes bioethics,
patients’ rights, right to health, and patient safety. But beyond this there is a societal
good in that, information gathered from patients may help in providing cures for
specific diseases or conditions. Human rights in patient care therefore, addresses wider
rights, including the benefits to other patients than the one undergoing investigation and
treatment. However, this inevitably encompasses a conflict between the right of the
patient and the information that they provide, particularly when the information they
provide is their own genetic information2. The European Convention on Human Rights
and Biomedicine provides a number of rights and protections to individuals who
provide genetic information useful for research, however, this does not address the
issues of storage and the provision of access to this information for research purposes.
Furthermore, this form of information as data is significantly different from that
conceived of in the Convention for the Protection of Individuals with regard to
Automatic Processing of Personal Data. We therefore, need to consider how genetic
information, provided by patients, can be governed, such that, both protection is given
to the patient and researchers have the opportunity to use such information in medical
research.

1

University of Brighton.
The genetic information provided is specific to the individual, and thereby may readily identify them
and their health issues.

2
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THE NATURE OF GENETIC INFORMATION
Since the mapping of the human genome the amount of genetic sequence information
now being generated has been called a tidal wave of data. These data are being collated
and stored in genetic, genomic, and proteomic databases3 within a computer-assisted
data management system known as bioinformatics. As more and more genetic and
protein information is generated, the intention is to link these databases, both nationally
and internationally, to other genetic, genomic, and proteomic databases and/or public
health information systems, leading finally perhaps to a few international megadatabase systems. This network of database systems will then be able to provide vast
genetic and protein data and information important in the development of medicine,
both in research (pure and applied) and clinical practice. However, genetic, genomic
and proteomic databases contain information about individuals’ and their families’
health which has long been considered as sensitive information with strict
confidentiality rules. Fundamental to the development of these databases will be the
balance to be drawn between an individual’s privacy rights and the social welfare in
health that these bioinformatic systems will be able to provide. The notion of this
balance is compounded by the development of intellectual property rights within these
genetic, genomic, and proteomic databases. This network of national and international
databases will, therefore, need to develop management and governance within an
international framework. Such management and governance will need to develop within
an international regime to enable the efficient, effective, ethical, and best use of this
network system of genetic, genomic, and proteomic databases. However, there is no
clear understanding of who the actors are in producing and controlling the development
of bioinformatic systems, what type of databases are being produced and whether and to
what extent these databases are being linked. It is important, therefore, to address these
issues and consider what will constitute the agenda-setting issues of the developing
international regime in genetic, genomic, and proteomic databases, particularly in
relation to individual privacy, intellectual property, and social health welfare.
3

The range and type of these databases are numerous. International collaborations have provided three
primary sequence databases.
• GenBank, maintained by the National Center for Biotechnology Information (NCBI).
• Nucleotide Sequence Databases, maintained by the European Molecular Biology Laboratory
(EMBL).
• DNA Databank of Japan.
These primary sequence databases have subsidiary databases for the storage of particular types of
sequence data. These include:
• dbEST for expressed sequence tags,
• dbGSS for single pass genomic survey,
• dbSTS for sequence tagged sites, and
• HTG for high-throughput genomic division used to store unfinished genomic sequences data.
Two important protein sequence databases are:
• SWISS-POT, and
• TrEMBL.
There are a range of specific databases including, rDNA, tRNA, Promoter Sequences, Regulatory
Elements, and Inbase, a database of inteins which are small peptides that are spliced out of some
microbial protein. OMIM (Online Mendelian Inheritance in Man) is a database of human genes and
genetic disorders maintained by NCBI. Incyte is a commercial database containing DNA sequences,
transcripts, extensive annotations, expression data and access to cDNA for experimental studies. There
are, therefore, a vast number of databases widely distributed. The UK Biobank created between 20062010 has collected data from 500,000 people aged between 40-69 across the United Kingdom. Within the
EU the EGA provides a service for the permanent archiving and distribution of personally identifiable
genetic and phenotypic data resulting from biomedical research.
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WHAT ARE GENETIC, GENOMIC AND PROTEOMIC DATABASES AND WHY IS
IT IMPORTANT?
Genetic, genomic, and proteomic databases are a computer-assisted data management
system that gathers, and analyzes genetic, genomic, and proteomic data. It stores and
searches4 data on gene and protein sequences5, structures6, expression profiles, and
biochemical pathways. The importance of these databases is that it analyzes genetic and
proteomic sequences and structures, enabling an understanding of how genes and
proteins influence the working of the body at a molecular level. It enables biological
data to be used to understand the higher-level functions of the cell, such as biochemical
pathways, regulatory networks, signal transduction pathways, and what influences the
behaviour of cell, organ and organisms. It enables the modelling of target proteins’
interactions with drug molecules and the way individuals are affected by the interaction
between their genetic make-up and their environment or life circumstances (UK HOUSE
OF LORDS, 2001). In 2001 the UK Parliament, House of Lords Select Committee on
Science and Technology on “Human Genetic Databases” recognized that understanding
the genome will bring substantial improvements in medicine, particularly through the
use of genetic data7 and medical histories.
Over the last twenty years the development of genetic, genomic, and proteomic
databases, along with combinational chemistry, has made a significant contribution to
the understanding of disease and drug development. Both genomics and proteomics
have revolutionized the way target molecules are identified and validated for drug
targeting. Thousands of potential new targets can now be identified by sequences,
structures, and functions. The contribution of these databases, particularly in medicine,
is their ability to analyze sequences and structures, enable an understanding of how
genes and proteins influence the working of the body at a molecular level, and model
target protein interactions with drug molecules inter alia and is being practised
worldwide by academics’ groups, companies, and national and international research
consortia.

WHY DO WE NEED GLOBAL GOVERNANCE - THE PROBLEM
Genetic, genomic, and proteomic databases and their database management systems
are resources that must be managed. Data ownership8 and the legal regimes which
regulate their control are vital in determining the availability and control of the
information which is stored, manipulated, and disseminated. This is particularly
important for these databases where “Information about individuals and their health can
be very sensitive and genetic data are particularly so... Information will say something
about family members as well as the individual directly concerned… The challenge is to
4

There are a range of retrieval tools which allow a text-based search within a number of linked databases.
Most widely used are Entrez, DBGET, and SRS. Sequence searches can be done with BLAST or FASTA.
5
Sequences are derived from DNA, RNA, and Proteins. Genomic DNA is taken directly from the
genome, e.g. its natural state and therefore contains introns, regulatory elements. cDNA is generated by
reverse transcribing of mRNA. rDNA includes the sequences of vectors (e.g. Plasmids), modified viruses
and other genetic elements.
6
Structures related to proteins and nucleic acids.
7
The UK Medical Research Council and The Wellcome Trust have launched the UK BioBank. The aim
of this BioBank is to collect genetic data and health statistics from 500,000 volunteers.
8
In database systems the data site is often termed master site (or primary site) which makes data available
to slave sites (or subscribers). A master site may own the data; however, there may also be multiple sites
in which ownership is invested in distinct fragments.
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find a way of protecting the interests of individuals while at the same time making
essential information available to medical research” (UK PARLIAMENT HOUSE OF
LORDS, 2001). A principal concern is, therefore, that these data systems must be
managed in such an efficient way as to bring social welfare benefits to the international
community while at the same time respecting the informational privacy of the
individual. However, set against this is the demand for open science. Organizations
campaigning against any notion of ownership of biological information are working to
develop a public or open licensing plan for information9. In contrast to open science is
the issue of intellectual property (IP) in these databases and how such IP should be
managed.
During February and March of 2004 the OECD held a Workshop on Human Genetic
Research Databases (HGRDs) - Issues of Privacy and Security (Tokyo Workshop).
Recognizing that HGRDs are invaluable tools which will have immense possibilities for
medicine, the Workshop felt that clear procedures must be in place for informing
patients about the way that data based on their genetics might be used, whether current
informed consent is sufficient to assure patients’ privacy and achieve an appropriate
balance with research and access. Whether or not such a balance is achieved in public
policy will affect how successful genetic science is as a driver for innovation products
and processes and delivery of better health. The Workshop also concluded that the
OECD should develop principles of best practice for the management and governance
of HGRDs, but as yet has been unable to provide such principles of best practice.
The reason for this lack of management and governance guidance of HGRDs lies in
the complexity of the task-in-hand. In part the OECD acknowledges: “The protection of
individuals’ genetic information relies on a combination of health-related,
confidentiality, and/or personal data protection laws10. Many countries also provide
constitutional protection or human rights legislation. In general, however, no specific
laws distinguish the processing of genetic data from other personal or sensitive
information. Yet genetic data is perceived as being special because it can reveal
important information about both an individual and his/her family and can have a
significant impact on an individual’s life, including his or her reproductive choices”.
Genetic, genomic, and proteomic databases may also play a significant role in public
health management. As GOSTIN (1996) has pointed out, the development of public
health information has produced a vast reservoir of information on health status giving
states a means of health surveillance. Public health investigation through
epidemiological research, testing and screening for disease, and now genetic and
proteomic databases “enable the public health systems to identify health problems,
inform the public, intervene, and influence funding decisions”. However, like the
OECD Gostin also recognizes: “Patients, often physically and mentally vulnerable,
divulge intimate details of their lives to their physician, medicine’s paternalistic
9

Bioinformatics.org and the Open Lab offer web hosting and project support relating to bioinformatics.
The projects within the Open Lab are primarily end-user software tools for scientists looking to solve
particular biological and bioinformatics problems. The Distributed Sequence Annotation systems (DAS)
developed at the Cold Spring Harbor Laboratory and Ensembl are both projects intended to bring the
human genome into the public domain. Cold Spring Harbor Laboratory is looking at using MP3 players
as a means to sharing genetic information, peer-to-peer.
10
In the UK, the construction of a genetic, genomic, or proteomic database has to receive ethical
committee approval before it can be developed. Such approval will only allow the database to be
constructed on the basis of the application for ethic approval. Any alteration, development, or linkage not
in the initial application requires further ethical committee approval. These ethical committees are
particularly concerned with patient consent which cannot be ‘blanket’ consent for any use of the database.
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traditions have long-recognized that the patient’s weakened position compels strict
confidentiality assurances even in the face of government demands… Law and ethics in
the late twentieth century emphasize autonomy as a theoretical justification for privacy,
patient autonomy encompasses the right to control the dissemination of person health
information… Confidentiality is central to a trusting physician/patient relationship - this
promotes patient’s candour about health and disease risks”.
This conflict between an individual’s informational privacy and the disclosure and
access to genetic and proteomic data is compounded by the introduction of intellectual
property and the possibility of a commercial application to these databases. In the final
report from the OECD Working Group on Biological Information it stated: “The actual
holding of biological materials clearly leads to the control of the access to related
information and, in practice, also to the control of any possible invention that could
derive from those materials. In this perspective, the problem of intellectual property of
biological information is also connected to this problem of ownership of media where
that information is stored”.
In the European Union, many EU countries have implemented the 1996 Database
Directive (96/9/EC) which gives an intellectual property right in databases. As
BOVENBERG (2000) states: “The database right in a DNA database would almost
undoubtedly represent valuable intellectual property, especially with the uncertainty that
still surrounds DNA sequence patenting… The database right allows its holder to
prevent extraction or reutilization of substantial parts of the database for fifteen years
after completion of a database. In fact, the right may pertain in perpetuity given that it
can be rolled over following any substantial modification to the database that requires a
substantial investment. Such modifications include the routine business of DNA
databases: extension, deletions, and amendments”. The UK Chorley Report identified a
wide range of public datasets which could have commercial application and where
possible should be commercialized to recoup the development costs. Many states now
recognize the potential for the commercialization and intellectual property exploitation
of public research.
As more and more genetic and protein information is generated with the purpose of
linking this information either to other genetic, genomic, and proteomic databases or
other types of databases such as clinical records, the need to manage these resources
efficiently and within strict legal boundaries has become paramount. Governments and
international organizations are driving greater and deeper linkages within these
databases at the same time as demanding tight controls over informational privacy and
intellectual property rights. Central to this debate is the issue of ownership. The
contribution that these databases can make to medicine, both in research and in clinical
practice will depend on the network system that is created for it. This network system
will be of an international character bringing about both economies of scale and
economies of scope. Good governance should bring about economies of scale through
efficiency gains in coordinating rulemaking, enforcement activities, and the acquisition
of specialized skills and organizations, while reducing unnecessary regulatory
disharmony. Economies of scope will bring about reductions in costs resulting from
centralized access points and wider benefits to the international community.
Within this framework are national legal systems (developed in a pre-digital age),
which were not designed for genetic, genomic and proteomic databases. In fact, these
legal systems may positively inhibit the efficient management of these database
systems. Furthermore, this still emerging technology requires international cooperation
and an understanding between a wide range of actors (epistemic community) as to the
© Juri-Dileyc
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nature of efficient database regulation. If an international regime is to be developed then
it is necessary to identify the actors concerned (the epistemic community), the range of
and type of genetic, genomic, and proteomic databases being produced, and identify the
legal issues that will constitute the agenda setting.

REGIMES AS A MEANS OF GOVERNING GGP DATABASES
The concept of regimes was conceived as an issue area in which relevant actors share
the principles, norms, rules and determine how decision-making processes are made and
implemented11. However, little attention has been paid to actors, other than government
or governmental actors, despite considerable evidence that in many regimes other types
of actors play a crucial role (ROSENAU, 1999). RUGGIE (1975) argued that the existing
literature on technology change and international cooperation was inadequate because
of its restricted focus on law and organization. “What was required was a wider view
encompassing implicit understanding between a whole range of actors”. More recently
VOGLER (2000) stated “A form of regime analysis that has been relatively neglected is
the fundamental one of how agendas are set and issues arise, altered and are aggregated
together. Who defines what this social construct - the issue area - will be? Who are the
actors?”
Such views are particularly important for genetic, genomic, and proteomic databases.
Throughout the international molecular biology community many genetic, genomic, and
proteomic databases are being produced with an agenda to integrate these databases.
The result could be a few international databases accessible by national public health
systems and an international research community. However, it is not clear how many
research groups are producing genetic, genomic, and proteomic databases? How many
of these databases are already linked, either to other genetic, genomic, or proteomic
databases or public health records such as clinical records? How many of these
databases are linked nationally and/or internationally? What type of genetic, genomic,
and proteomic databases are being produced, i.e. specific disease types, protein
interaction drug targeting, and diagnostic testing, and for what purpose? Who has access
to these databases, and who has control over the development, use, and access to these
databases?
Just as important as understanding who the actors are in this developing technology
are the issues that will need to be addressed by these actors as these databases become
more and more linked, particularly on an international level. It is already apparent that,
apart from the issues of standardization, these issues will principally surround the
balance to be drawn over individual privacy rights, intellectual property rights, and
social welfare. However, it is not apparent how these agenda-setting issues affect the
epistemic community. What are the principal concerns the actors have in developing
genetic, genomic, and proteomic databases? How do these concerns manifest
themselves when these databases are linked? What do the actors believe will be the
important issues that will determine whether an efficient, effective international
database system will be developed, and how will an international system be managed,
monitored, controlled, developed, and accessed?
The policy choices open to the international community wishing or needing to take
action to manage genetic, genomic, and proteomic databases fall into a number of
11

International regimes were first defined by KRASNER (1982) as a “set of implicit or explicit principles,
norms, rules, and decision-making procedures around which actors’ expectations converge in a given area
of international relations”.
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categories. These include regulation, persuasion (often considered as soft law), the use
of property rights, the use of targeted economic instruments, and adjusting direct or
indirect economic policies that do not have as their goal the efficient regulation of these
databases, such as the overriding aim of commercial exploitation of these databases.
Alongside these policy choices is the risk of fragmentation, that is, where policies
develop on individual lines lacking the coordination that efficient regulation will
require. It will be necessary, therefore, to consider which policy variables are most
likely to affect the efficient regulation of these databases set against the desired goals
and concerns over fragmentation.
Set within the overarching aims and objectives: what is the typology and linkage of
the genetic, genomic, and proteomic databases, who forms the epistemic community
and what is the nature of their capacity, and what are the agenda setting issues for an
international regime, will be the policy options. Principal among these, are the policy
choices which can be taken within the framework of international regime analysis will
be:
1. Epistemic community. The policy choice of who constitutes the epistemic
community will have a strong influence on the nature, form, structure, and
management of the genetic, genomic, and proteomic databases, i.e. certain interest
groups may impose externalities on others, how interests are balanced, and how a
wide epistemic community may not understand the uncertainties that actors
commonly face regarding the nature of the particular issues in everyday
management.
2. Network Externalities12. Linkage of genetic, genomic, and proteomic databases can
be enhanced by the network effect. However, an open lab approach would severely
restrict the network effect. Which policy option is taken will have a major impact on
a developing international regime.
3. Form of Approaches Taken. Three approaches may be taken to form an international
regime: Framework Convention Pathway13, Plurilateral Pathway14, and Soft Law
Pathway 15 . Of these policy options, which is taken will determine the form,
structure, and type of agreement within the agenda setting issues.
4. Fragmentation. Resulting from “market failure”, i.e. conflict of interest among
states16 and conflict of interest across states17, the approach of agenda setting issues
must develop policy choices of cooperation, particularly within the distinct areas of
database usage, privacy, and intellectual property, which will coordinate rather than
contradict one another.
5. Content. In developing an agenda setting programme for an international regime
what should constitute the substantive content governing the area of international
genetic, genomic, and proteomic database regulation. This reflects not only the
12

These arise when a good or service is more valuable to a user the more users adopt the same good or
service.
13
Begin with an agreement that has broad participation and is at least moderately legalized but includes
only shallow substantive commitments, and deepen the substantive content over time.
14
Begin with an agreement that includes deep substantive commitments and is highly legalized, but has
limited membership, and expand participation in the agreement over time.
15
Begin with an agreement that contains significant substantive commitments and has wide participation,
but is not highly legalized, and strengthen legalization over time.
16
Conflicts that preclude states from agreeing on certain practices as legally binding.
17
These conflicts have been particularly noted in international environmental law in which certain
domestic interest groups impose externalities on neighbouring countries.
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policy choices of form of approach taken, and elimination of fragmentation, as
above, but also on the nature of the obligation it provides and on the delegation to
third parties (WHO, OECD, or newly created institution).
6. Constraint. Certain policy options have already been undertaken by Governments
covering the subject matter of database usage, privacy, and intellectual property
(note fragmentation above). These will constrain the type of options available and it
may be unrealistic to expect the desired policy changes to happen at once. It might
be appropriate to take a longer-term view entering into “policy dialogue” with the
epistemic community perhaps involving the exchange of information at a
professional and technical level.
These policy options and choices will fundamentally determine the nature, form,
structure, and overall efficient regulation of an international regime in genetic, genomic,
and proteomic databases and how these databases will be used for research, clinical
practice, and public health welfare regulation. Furthermore, they will determine the
balance of public and private involvement of this international regime.
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THE “CURIOUS CASE” OF ITALIAN LAW NO. 40 OF 2004:
HOW THE DIALOGUE BETWEEN JUDGES IS MODIFYING THE
LEGISLATION ON MEDICALLY-ASSISTED REPRODUCTION
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ABSTRACT
Italian Law no. 40 concerning medically-assisted reproduction was approved on 19
March 2004.
Italy is among the last of the European countries to regulate a matter which has been
considered in the legislation of other countries since the 80s of the last century.
Although Law no. 40 has not been modified by the Italian Parliament during the
subsequent twelve years, it has been deeply amended by at least 28 judgements issued
by Italian courts (the Constitutional Court, as well as the civil, penal and administrative
tribunals) and by the European Court of Human Rights, which have progressively
dismantled the original text with respect to the following issues: access to assisted
reproduction, preimplantation analysis, heterologous fertilisation, etc.
The national and supranational courts have established a very interesting juridical
dialogue, which has made Law no. 40 more consistent with the Italian Constitution, as
well as with the Convention of Rome, the freedom of movement, and other principles
established by the European Union.
The cases addressing Law 40 of 2004 are quite impressive due to the absence of the
necessary balance between the different interests in the Italian law-making process, as
well as the failure to verify the consistency of the Italian law with supranational
principles.
However, this case of Italian law is only an exemplification of how the dialogue
among the courts produces the development and application of European law, and how
such a dialogue may impact domestic legislation, especially laws regarding very
sensitive and delicate issues.

KEYWORDS
Biolaw. European Law. Impact of supranational law on domestic legislation. Legal
status of Human embryos. Medically assisted procreation.

1. LAW 40 OF 2004 ON MEDICALLY-ASSISTED REPRODUCTION
On 19 March 2004, the Italian Parliament approved Law no. 40 concerning medicallyassisted reproduction3.

1

Jean Monnet Chair, Jean Monnet Centre of Excellence “Rights and Science”, Università degli Studi di
Perugia.
2
The author thanks Raffaella SASSI for research assistance and review of the text.
3
Among the early commentaries about Law n. 40 see: RUSCELLO, 2004; CASINI et al., 2004; BELLELLI,
2004; CARAPEZZA FIGLIA, 2004; BALESTRA, 2004; POCAR, 2004; ALPA, 2004; RIVA, 2004.
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In pursuance of Article 7 of the Law, the Ministry of Health issued “Guidelines”
(Ministerial Decree of 21 July 2004) aimed at implementing several legislative
dispositions.
Italy is among the last European countries to regulate a matter that has been addressed
in the legislation of other countries since the 80s of the last century4: Norway approved
a specific law in 1987; the Spanish law concerning the “Tecnicas de reproducción
asistida” was enacted in 1988, as was the Swedish law; Germany approved its
Embryonenschutzgesetz in 1990; the Austrian legislation related to in vitro fecundation
was enacted in 1992; in 1994, France approved law 94, which was devoted to “don et à
l'utilisation des éléments et produits du corps humain, à l'assistance médicale à la
procréation et au diagnostic prenatal”, alongside other legal texts regulating other
ethical aspects.
Law no. 40 was strongly promoted by the political majority of that period, which had
the open support of the Catholic Church hierarchies; similar to other occasions, they
intervened in this civil political debate, although to a greater extent (VALENTINI, 2003;
MAGISTER, 2003; SAVI, 2006).
In addition to the political opposition, the legal doctrine promptly criticised the
ideological approach of the law (see for example: SESTA, 2004; DOGLIOTTI & FIGONE,
2004), as well as its inconsistency with Constitutional principles during the period
immediately subsequent to its passage (MANETTI, 2004; CELOTTO, 2004; POCAR, 2004).
Compared to the legislation of the ‘70s and ‘80s relevant to family matters, which was
characterised by the non-interference of the State in people’s personal sphere (see the
reform of family law no. 151/1975; law on abortion; law on divorce, etc.), Law 40
represented a strong change of direction (ANGELINI, 2015).
However, the critics were not able to galvanise public opinion. As matter of fact, a
subsequent attempt to abrogate the law through a referendum failed because less than
the half of the electors voted (according to Article 77 of the Italian Constitution, a
referendum is valid only if the majority of electors exercise their right to vote).
Nevertheless, Law 40/2004 produced a true “reproductive tourism” which, according
to studies on the phenomenon, has interested between 3500-4500 Italians each year5.
The freedom of circulation within the European Union allows easy access to medical
reproduction techniques available in other European countries.
As a matter of fact, Law 40 contains several disputed dispositions.
Article 1, para. 1 solemnly requires the protection of all “persons” involved in
procreation, including the human embryo.
The access to medically-assisted procreation was allowed only for married or stable
heterosexual couples who were sterile (Article 5), and only if it were not otherwise
possible to remove the impediment to natural procreation (Article 4, para. 1).

4

Although since the end of 1950, draft laws on the subject had been submitted. In any case, until the
adoption of Law 40/2004, the matter had been regulated in circulars from the Minister of Health (now
Health), such as that of 1 March 1985. On the process leading to the approval of Law 40/2004, see CASINI
et al. (2004).
5
With respect to the year 2010, see the survey in SHENFIELD et al. (2010). In any case, the flow of Italian
couples who have gone to other European countries appears to have been constant over the last 10 years.
See the reports published at http://www.osservatorioturismoprocreativo.it/.
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However, Article 4, para. 3, Law no. 40/2004 prohibited access to heterologous
techniques for procreation: Only the gametes of the couple were available for the
assisted procreation.
With respect to the operations leading to the medical fecundation, two rules were
particularly relevant: first, the prohibition of any pre-implant analysis of the embryo,
and secondly, the obligation of the physician to provide the “single and contemporary
implant of the embryos at the maximum of three”, according to Article 14, para. 2, Law
no. 40/2004.
The conservation of the embryos was permitted only in the case of force majeure due
to the woman’s health condition and was not allowed beyond the time needed for the
implant (Article 14, paras. 1 and 2). On the other hand, the law establishes nothing
about the destiny of the embryos when no implantation occurs, and it does not regulate
the use of embryos that were produced before the law came into force.
Once requested, the intervention of assisted procreation might be refused based on the
will of either of the applicants, but only up to the moment of the fertilisation of the egg
(Article 6, para. 3).
To comply with the principle of the respect for embryos, the Italian legislation, in
Article 13, prohibits any embryonal experimentation (para. 1), only permitting clinical
and experimental research for therapeutic and diagnostic purposes, and only if there are
no alternative methods (para. 2). These prohibitions are supported by criminal sanctions
(para. 4).
According to Article 8 of Law 40, children who were born following the application of
the fecundation technique are considered to be sons/daughters of the persons requiring
the assisted procreation. Such a provision could also be applied in cases involving the
violation of Law 40, such as, for example, heterologous procreation. As a matter of fact,
the donor of a gamete who is external to the couple is not entitled to claim paternity or
maternity of the child born from the fecundation (see Article 9).
Although during the subsequent years, Law no. 40 has not been modified by the
Italian Parliament, its application has changed dramatically due to non-legislative
interventions.
As the subsequent paragraphs will demonstrate, the Italian legislation concerning
artificial reproduction seems to have experienced the same destiny as the main character
of F. Scott Fitzgerald’s story, Mr. Benjamin Button: Law no. 40/2004 was already old
when it was born (from a legal point view) and has experienced rejuvenation (losing its
wrinkles) over the years, until it has virtually disappeared.
The process of “rewriting” (D’AVACK, 2010) Italian legislation is not dependent on a
mysterious force, as was the case for Mr. Button; rather, it has occurred through the
interpretations of judges and the case-law of the Constitutional and European Courts.
As matter of fact, at least 28 judgements during the twelve years after the law came
into force have deeply modified the Italian legislation on medically-assisted
reproduction.
The present paper tries to describe how it was possible to modify legislation
concerning such a sensitive field without any intervention by the law-making power.
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2. PRE-IMPLANTATION
PROPORTIONALITY

ANALYSIS

AND

THE

PRINCIPLE

OF

A first important change was made regarding the prohibition of an analysis of the
embryo before its implantation in the uterus6.
As mentioned above, in order to respect the embryos, the law prohibited their
destruction before the implantation.
However, as highlighted by the early commentaries (RUSCELLO, 2004) and by the
case-law7, an abortion (Law 194/1977) could occur after the implantation of the embryo
to interrupt the pregnancy based on disease or malformation.
The disposition has been examined by the European Court of Human Rights.
The Court of Strasbourg held that Article 8 ECHR recognises the right to become or
not to become a parent8, as well as to access the techniques of medically-assisted
procreation9.
Meanwhile, European judges consider the use of in vitro fertilisation treatments to be
a sensitive moral and ethical issue, and thus, they have allowed the member States to
have a wide margin of discretion (see X, Y and Z v. the United Kingdom, cited above, §
44); however, the same Court does not exclude its own power to control compliance
with the principles of the European Convention, such as proportionality and the need for
legislators to take into consideration, as “necessary in a democratic society”, the
evolution of science and changes within society.
Decisions concerning the techniques available for medically-assisted procreation are
included in the legitimate margin of discretion of each State, as recently stated by the
Court in S.H. v. Austria. This may be resolved with different approaches, particularly as
it is a matter involving sensitive moral and ethical questions (see S.H. et al. v. Austria,
par. 61).
In particular, in the past, the European Court of Human Rights has underlined the
absence of homogeneity in the solutions adopted by the State members of the
Convention10.
However, the Court has noted the obligation of the States to respect other principles,
such as the principle of proportionality (see S.H. v. Austria, paragraph no. 117).
With respect to the Italian legislation on medically-assisted procreation, the Court of
Strasbourg argued that forbidding pre-implantation diagnosis in order to choose the
embryos to be implanted as required by Law 40/2004 is not proportional, based on the
(at the very least) odd justification supported by the Italian Government that in cases in
which the foetus was affected by disease, the woman would be able to abort (see the

6

Regarding the legal implications of a pre-implantation analysis according to Italian and the European
case-law, see STEFANELLI (2016).
7
See the decree of the Tribunal of Cagliari of 5 June 2004 in Famiglia e diritto (2004: 500).
8
See Evans v. the United Kingdom [GC], no. 6339/05, § 71, ECHR 2007-IV, and A, B and C v. Ireland
[GC], no. 25579/05, § 212, 16 December 2010; R.R. v. Poland, no. 27617/04, § 181, ECHR 2011.
9
See ECHR, Dickson v. the United Kingdom [GC], no. 44362/04, § 66, ECHR 2007. According to this
case-law, the Court of Strasbourg held that it was illegitimate, in accordance with Article 8 ECHR, to fail
to provide the applicants - a prisoner and his wife - with facilities for artificial insemination.
10
See the judgement ECHR, decision X, Y and Z v. the United Kingdom of 22 April 1997, Reports of
Judgements and Decisions 1997-II.
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case of Costa and Pavan v. Italy, Application no. 54270/10, of 28 August 2012, in
particular para. 57).
The Court stated: “The consequences of such legislation for the right to respect for the
applicants’ private and family life are self-evident. In order to protect their right to have
a child unaffected by the disease of which they are healthy carriers, the only possibility
available to them is to start a pregnancy by natural means and then terminate it if the
prenatal test shows that the fœtus is unhealthy. In the instant case the applicants have
already terminated one pregnancy for that reason, in February 2010” (para. 58).

3. THE OBLIGATION TO IMPLANT THE EMBRYOS
In recent years, the non-proportionality of the Italian legislation on procreation has
also been affirmed by the Italian Constitutional Court.
The obligation for the “single and contemporary implant of the embryos at the
maximum of three”, according to Article 14, para. 2, Law no. 40/2004 was determined
to be illegitimate by the Constitutional Court in judgement no. 151 of 8 March 2009
based on at least three constitutional principles11.
First, according to the Court, “[t]he prevision of the creation of a number of embryos
[that does] not exceed three, in the absence of any consideration of the subjective
conditions of the woman who from time to time is subjected to the procedure of
medically-assisted procreation, it is (...) in contrast with Article 3 Const., from the two
viewpoints of the principle of reasonableness and that of equality, as the legislator
reserves the same treatment to dissimilar situations”.
Secondly, the above-mentioned provision is in conflict with Article 32 of the
Constitution, which stipulates the obligation to require informed consent prior to all
interventions on the body of a person (v. 6.1 of the judgement).
Thirdly, the obligation to implant a fixed number of embryos must be considered to be
“unreasonable”, as the Corte Costituzionale affirmed, particularly because such a
provision does not allow the physician to decide the number of embryos to be implanted
based on the specific situation of the woman (i.e. her age), and technical and scientific
evolution (see VACCARI 2009).
The case-law of the Corte usually underlines that law-making power is limited by
“scientific and experimental knowledge, [which] is constantly evolving and which [is]
the base of the medical art: so that, in the field of therapeutic practice, the basic rule
is… the autonomy and responsibility of the physician, who, with the consent of the
patient, makes the necessary professional choices” (see para. 6.1 of judgement no.
151/2009; see also judgements no. 338/2003 and 282/2002).
The three constitutional principles must be considered as interlinked according to the
Court’s argument.
In fact, the lack of discretion accorded to doctors could lead to risks for both the
woman and the embryo: “The legislative limit in question ends, then, on the one hand,
[in] favour[ing] - making it necessary to resort to the recurrence of said cycles of
ovarian stimulation, where the first system does not give rise to any outcome - the
increase of the risk of occurrence of diseases that are linked to such hyperstimulation;
11

In Rivista italiana diritto e procedura penale, 2009, 928 ff.; in Foro Italiano, 2009, 9, 1, 2301; in
Famiglia e Diritto, 2009, 8-9, 761; in Corriere Giuridico, 2009, 9, 1213.
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on the other hand, [it] determines, in those cases in which…the chances of engraftment
[are higher], a different type of injury to the health of the woman and the foetus, in the
presence of multiple pregnancies, having regard to the ban on embryonic selective
reduction of such pregnancies [in] art. 14, paragraph 4, apart from abortion”.
As there is no longer an obligation to provide contemporary implantation, an
exception to the prohibition of cryopreservation was introduced in paragraph 1 of article
14, “as a logical consequence of [the] lapsing, within the limits specified, [of] paragraph
2 - which determines the need for recourse to the freezing technique with regard to the
produc[ed] but not implanted embryos [based on] medical choice”.
The 2008 Guidelines of the Ministry of Health had already abolished the prohibition
on maintaining the embryos in culture until their extinction. In eliminating the ban, the
Ministry had implicitly accepted the possibility of cryopreservation.
An interpretation from the constitutional viewpoint allowed another problematic
aspect of the law in question to be resolved: the prohibition of pre-implantation
diagnosis.
As a matter of fact, the Constitutional Court, on a first examination concerning Article
13 of Law 40/2004, after the issue of constitutionality was raised by the Court of
Cagliari, stated that there was nothing to censor12.
This was because the prohibition was not explicitly required by the law, but was
introduced by the ministerial guidelines of 200413.
The courts, however, have gradually dismantled the application of that provision.
The Tribunal of Florence, in a 2007 order14, argued that the pre-implantation diagnosis
banned by the Guidelines, both for eugenic purposes and other aims, did not have an
interpretative function, but was innovative. In this sense, the ministerial regulation was
in conflict with the hierarchy of sources scheduled by the Constitution and ordinary
legislation (in particular, the Tribunal refers to Article 17 Law 400/1988 and Article 5
Annex E of Law 2248/1865). In addition, the Court of Florence emphasised that the
absolute prohibition against pre-implantation diagnosis would lead to the violation of
the physician’s obligation to provide information according to Article 6 Law 40/2004.
Subsequently, the Administrative Tribunal of Lazio annulled the requirement of the
Guidelines that “any investigation in relation to the health of embryos created in vitro,
under Article 14, paragraph 5, will be observational” as an unlawful abuse of power15.
As stated by the Regional Administrative Court, Article 7 of Law no. 40 empowers the
Ministry to adopt procedural rules, but not to interfere in the regulation of the subject of
medically-assisted procreation, which was within the competence of the law. The

12

Corte costituzionale, order of 9 November 2006, no. 369, in Foro italiano, November 2006, c. 6. See
BIANCHETTI (2006); PALMERINI (2006). According to the Court of Cagliari, the ban on carrying out a preimplantation genetic analysis was in contrast with Articles 2 and 32 of the Italian Constitution, because it
would not sufficiently guarantee the health of the woman, due to the absence of information on the health
of the foetus.
13
As also argued, the pre-implantation diagnosis was difficult in the application of other dispositions of
Law 40/2004 as well, such as the prohibition of cryoconservation and the obligation to implant of all the
embryos (see FERRANDO 2009).
14
See Tribunale of Florence, order of 17 December 2007, in www.altalex.com.
15
TAR (Administrative Regional Tribunal) of Lazio, sect. III quater, judgm. of 21 January 2008, no. 398,
in Guida al diritto, 2008, part 6, p. 60 ff.
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Guidelines, as an administrative act of a regulatory nature, were not able to amend the
law.
In the subsequent Guidelines of the Ministry, in 2008, the sentence at issue was
stricken, eliminating the stipulation that the investigation must only be “observational”
and suppressing the limit of the diagnosis and reaffirming medical discretion.
An order of the Court of Bologna issued on 29 June 2009 (BAC, 2009) authorised
preimplantation diagnosis in a case in which the woman was a carrier of muscular
dystrophy and was already the mother of a child born in 1999 affected by the same
genetic disease. On that occasion, the Court, recalling judgement n. 151/2009 of the
Constitutional Court, said that the embryo transfer should take place (Art. 14, paragraph
3), taking into account the health of the woman.
The Court thus stated that the prohibition against preimplantation diagnosis is
“unreasonable and inconsistent with the legal system if compared with the widespread
practice of prenatal diagnosis, equally invasive of the foetus, dangerous for pregnancy,
but perfectly legitimate”. Therefore, the woman's “right to abandon the affected embryo
and… only [receive] the transfer of the healthy one” should be recognised.

4. THE PROHIBITION OF HETEROLOGOUS FECUNDATION
As mentioned above, one of the main provisions of Law 40/2004 was the prohibition
of heterologous fertilisation.
Such a prohibition constituted an important difference with respect to the legislation of
the other European countries and was not consistent with the opinion of the Court of
Strasbourg, which has often included the right to access heterologous insemination
techniques within the above-mentioned right to become a partner16.
According to the aforementioned judgement (of the Grand Chamber) in S.H. et al. vs.
Austria17, the European Court analysed Austrian legislation that regulated heterologous
fertilisation, allowing only the donation of sperm but not of ova.
In that case, the Court argued: “In the Grand Chamber’s view, the legislation in
question can be seen as raising an issue as to whether there exists a positive obligation
on the State to permit certain forms of artificial procreation using either sperm or ova
from a third party. However, the matter can also be seen as an interference by the State
with the applicants’ rights to respect for their family life as a result of the prohibition
under sections 3(1) and 3(2) of the Artificial Procreation Act of certain techniques of
artificial procreation that had been developed by medical science but of which they
could not avail themselves because of that prohibition”.
In its judgement no. 162 of 201418, the Italian Constitutional Court implicitly followed
this approach, affirming that, with respect to ethically sensitive issues, such as assisted
procreation, the identification of the equilibrium between different interests should be a
task of the legislative power; however, it must also be subject to the respect for human
16

See ECHR, Dickson v. the United Kingdom [GC], no. 44362/04, § 66, ECHR 2007-V, in which the
Court considered the refusal of the authorities to provide the applicants - a prisoner and his wife - with the
facilities for artificial insemination to be a violation of Article 8 of the European Convention.
17
See S.H. and Others v. Austria [GC], no. 57813/00, § 82, ECHR 2011.
18
See among others: D’AMICO (2014); CARBONE (2014); CASONATO (2014); MORRONE (2014);
MUSUMECI (2014); PENASA (2014); PIOGGIA (2014); RODOMONTE (2014); RUGGERI (2014); SORRENTI
(2014); TIGANO (2014); TRIPODINA (2014); VIOLINI (2014).
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dignity and to the control of the constitutional judges at the national and European
levels.
Based on that consideration, the Italian Constitutional Court, based on the principles
stated by the Court of Strasbourg, has censured the use of the power of discretion by the
Italian legislator.
In particular, the Corte Costituzionale stated that it is irrational to forbid heterologous
fecundation in all cases, because this would lead to a complete negation of the
fundamental right to become parents, especially for persons affected by serious
diseases, by preventing them from having a child (see judgement no. 162/2014, para.
13).
As the right to be a parent is constitutionally granted, any limitation of such a right
should be reasonable and duly justified based on the impossibility of simultaneously
protecting other relevant interests (see para. 6 of judgement no. 162/2014; see also
judgement no. 332 of 2000).
Furthermore, the Court argued that the access to reproductive techniques is necessary
to enhance the right to the protection of health (see Article 32 Italian Constitution)
(VALLINI, 2014) on the ground that such techniques constitute a remedy for
reproductive dysfunctions (see paragraph 7 of the judgements). In that respect, the
legislator is not allowed to substitute itself for physicians in the identification of better
instruments to satisfy the right to the health, as previously stated by the Corte
Costituzionale in its aforementioned judgement no. 151/2009.
Once the Constitutional Court declared the unconstitutionality of the prohibition
against heterologous fecundation, other judges affirmed that right. Thus, the Consiglio
di Stato (acting as an administrative judge of appeal) affirmed that a health authority
(i.e. the Lombardia Region) is not entitled to discriminate against heterologous
fecundation in favour of other techniques by refusing to reimburse the expenses borne
by the concerned couples19. Other forms of discrimination have been condemned by
other administrative judges, such as limiting access to heterologous fertilisation based
on age (see Administrative Tribunal of Veneto, judgement of 8 May 2015, no. 501
against the regulation of the Veneto Region).

5. THE ACCESS TO ASSISTED PROCREATION
The case-law has led to the dismantling of another pillar of Law no. 40/2004, that is,
the limitation of access to assisted reproduction to infertile couples.
The Court of Salerno, in an order of 9 January 2010, upheld the right of both parents
carrying a genetic mutation (mutation SMA1 gene, which causes spinal muscular
atrophy type 1), who already had a child with the disease who had died, to resort to
medically-assisted procreation preceded by pre-implantation diagnosis in order to
prevent harm to the foetus.
Furthermore, the Constitutional Court, in its judgement of 5 June 2015, n. 96, declared
Law no. 40 unconstitutional to the extent that it excluded couples who were affected by
viral diseases but were fertile from access to assisted procreation.

19

Consiglio di Stato, Sect. III, judg. 20 July 2016, n. 3297; see also Administrative Tribunal of
Lombardia, judgement of 28 October 2015, no. 2271.
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In the cases which gave rise to the ruling of the Constitutional Court, two couples had
not been allowed access to assisted procreation procedures with pre-implantation
diagnosis in order to avoid the risk of transmitting a genetic disease to their children.
The couples therefore brought an action before the Court of Rome, arguing the
violation of Articles 2, 3 and 32 of the Italian Constitution, as well as of Articles 8 and
14 of the European Convention of Human Rights.
The Constitutional Court indeed recognised the inconsistency of Law no. 40/2004
from the perspective of access to fertilisation techniques.
As a matter of fact, according to the principle of substantial equality stipulated by
Article 3 of the Italian Constitution, the Court affirmed that it is unreasonable to
preclude access to the benefits of assisted fertilisation to a fertile couple carrying a
transmissible disease.
This is because there was a clear antinomy in the legislation (a point also underlined
by the Strasbourg Court in the judgement in Costa and Pavan vs. Italy), because the
Italian legal system allowed such couples to pursue the goal of procreating a child who
does not suffer from a specific hereditary disease through abortion (undeniably the most
traumatic means) in the case of a foetus affected by the pathologies leading to
anomalies or malformations (see Article 6, para. 1, letter b), of the law 22 May 1978 n.
194).
As the European Court of Human Rights stated in Costa and Pavan vs. Italy, the
Constitutional Court also pointed out the irrationality of the Italian law, which did not
allow (although scientifically possible) the acquisition of “prior” information about the
health of the embryo, but permitted the detection of pathologies after the implantation,
as well as the subsequent right of women to interrupt the pregnancy.
With respect to Article 32 of the Italian Constitution, the Corte costituzionale argued
that the violation of women’s right to health was not balanced by an eventual need for
the protection of the rights of the unborn child, who would still be exposed to abortion.
The reference to Article 6 letter b) of Law 194/78 on abortion again acknowledges the
relevance of the judgement of the physician in all cases in which it is necessary to
establish the need for pre-implantation diagnosis, based on the criterion of gravity,
which must be determined on the grounds of scientific knowledge. This is necessary to
support the right to conscientious and responsible procreation as granted by Law
164/19788.
As a consequence of the above-mentioned interpretation, the selection of embryos in
order to avoid of the implantation of embryos affected by genetic disease could not be
sanctioned from a criminal point of view (see Articles 13, para. 3, b) and 4 of Law no.
40/2004), as was eventually stated by the Constitutional Court in judgement no. 229 of
2015, following doubts previously expressed by other judges (DE FRANCESCO, 2016).

6. RESEARCH ON HUMAN EMBRYOS
The judges have analysed a further critical aspect of Law 40, that is, the prohibition of
research activities concerning embryos.
The issue was addressed in the judgement of the Grand Chamber of the European
Court of Human Rights in the case of Parrillo vs. Italy (Application no. 46470/11),
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adopted on 27 August 2015 (see the commentaries in D’AMICO, 2015; POLI, 2015;
CONTI, 2015).
The applicant (the wife of an Italian soldier who had died in a mission in Iraq) brought
the action before the European Court in order to declare the illegitimacy of the
prohibition in Law 40/2004 of the donation of embryos obtained from in vitro
fertilisation for the purpose of scientific research.
The Court recognised that “the applicant’s ability to exercise a conscious and
considered choice regarding the fate of her embryos concerns an intimate aspect of her
personal life and accordingly relates to her right to self-determination” (para. 159), and
therefore, held that the issue is included under the protection of Article 8 of the
Convention of Rome.
However, the right to donate embryos for scientific research should not be considered
to be “one of the core rights attracting the protection of Article 8 of the Convention as it
does not concern a particularly important aspect of the applicant’s existence and
identity” (para 174).
As a consequence, the European judge recognised a wide margin of discretion to the
member States regarding that matter (para. 175).
In the Court’s opinion, a broad margin of discretion should also be recognised because
the matter of the donation of embryos is a delicate ethical issue, according to which
there is no consensus within the legislation of the States in the Council of Europe20:
Seventeen out of fifty members allow research on human embryonic cell lines; certain
States (Andorra, Latvia, Croatia and Malta) expressly prohibit any research on
embryonic cells; others allow research on cells imported from abroad (Slovakia,
Germany, Austria and Italy). The other States do not have specific legislation
concerning the use of human embryos for research.
Therefore, the Court confirmed the power of States “to enact restrictive legislation
where the destruction of human embryos is at stake, having regard, inter alia, to the
ethical and moral questions inherent in the concept of the beginning of human life and
the plurality of existing views on the subject among the different member States” (para
180).
The Court of Strasbourg also referred to several European legal sources (both the
Council of Europe and the European Union) which have established limits on the
research on human embryos in order to “temper excesses in this area” (para. 182)21.
20

See S.H. and Others, cited above, § 94; Evans, cited above, § 77; X, Y and Z v. the United Kingdom, 22
April 1997, § 44, Reports of Judgements and Decisions 1997-II; Fretté v. France, no. 36515/97, § 41,
ECHR 2002-I; Christine Goodwin v. the United Kingdom [GC], no. 28957/95, § 85, ECHR 2002-VI; and
A, B and C v. Ireland, cited above, § 232.
21
Among other legal sources, Article 27 of the Convention of Oviedo allows national rules providing a
wider measure of protection with regard to the application of biology and medicine, as well as Opinion
no. 15, adopted on 14 November 2000 by the European Group on Ethics in Science and New
Technologies to the European Commission, Resolution 1352 (2003) of the Parliamentary Assembly of
the Council of Europe on Human Stem Cell Research and Regulation (EC) No. 1394/2007 of the
European Parliament and of the Council of 13 November 2007 on advanced therapy medicinal products
(see paragraph 58, point III letter F and point IV letter B above). Other European dispositions prohibit the
creation of human embryos for research purposes (see Article 3 of the EU Charter of Fundamental Rights
and Article 18 of the Oviedo Convention) and ban patenting scientific inventions where the process
involves the destruction of human embryos (see the judgement of the Court of Justice of the European
Union, Oliver Brüstle v. Greenpeace eV of 18 October 2011).
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The Court, within its wide margin of discretion, argued that the Italian legislative
power had created a fair balance between the interests of the State and those of the
individuals directly affected by the solutions in question (see Evans, cited above, § 86,
and S.H. and Others, cited above, § 97) (para. 183).
This result was achieved through a parliamentary iter which, according to the Italian
Government, “had taken account of the different scientific and ethical opinions and
questions on the subject”, as well as the fact that the text of the law had been subject to
a referendum that had been declared invalid because it had not reached the required
threshold of votes cast.
This last argument is very curious.
The case-law of the European Court itself, as well as the judgements of the
Constitutional Court and of other Italian judges, clearly state that Law no. 40 does not
constitute a good example of a balance between the interests protected at the
constitutional and international levels.
It is not clear how this equilibrium was reached in relation to research on human
embryos.
As has been argued - within the European Court itself - a simple reference to the
parliamentary debate is not sufficient to show why a blanket ban on donation is
necessary when weighed against the applicant’s personal choice: “The Court’s citation
from the preparatory works does not explain why a ban on donation is necessary for
Italy’s purported moral preference in favour of embryos”22.
The disequilibrium of the Italian legislation, which is acknowledged in the case-law of
the European Court itself, stems from its disproportionate protection of embryos23,
without sufficient consideration of the other fundamental interests (PARDINI, 2016).
On behalf of such fundamental interests, the national and European judges have
censored the Italian legislation: the health of the woman; the right to consent to medical
treatment; the right to become parents; the freedom of circulation; the freedom of
research and to exercise a professional activity, etc.
The prohibition of research on stem cells from human embryos has also been criticised
in some of the legal doctrine (Among others: FERRANDO, 2004; MUSIO, 2004;
VERONESI, 2007; PENASA, 2011).
Furthermore, the judgements mentioned above underlined the incoherence of Law 40
with respect to constitutional principles and other laws, such as the legislation
concerning abortion.
In relation to the specific issue of research on human embryos, the Court of Florence,
in a decree of 12 December 201224, affirmed that the balancing of interests put in place
in Law no. 40 was “totally unreasonable”, considering that embryos which cannot be
implanted for procreation purposes are destined for self-destruction in few years.
As a matter of fact, Law no. 40 and the above-mentioned judgements will lead to a
dramatic increase in the number of embryos which cannot be used and which must be
22

See the Dissenting Opinion of Judge Sajó, para. 13. See PENASA (2016).
In other judgements, the opinion of the Court appears different. For example, the Court of Strasbourg in
Evans vs. United Kingdom affirmed that human embryos are not a legal subject of rights and duties and
that both members of a couple have the right to choose the fate of the embryos.
24
Tribunal of Florence, 12 December 2012, in Nuova giurisprudenza civile commentata, 2013, I, 589.
23
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maintained indefinitely at an excessive expense to society (see the Guidelines of the
Ministry of Health). In other countries, it is possible to use embryos that are “in [a] state
of abandonment” for research purposes25.
Law no. 40 does not provide any alternative, and this is contrary to the interests of the
Italian Republic in developing research (see Articles 9 and 33 of the Italian
Constitution).
On that ground, the Tribunal of Florence remitted the question of constitutionality to
the Constitutional Court in its judgement no. 84 of 20 April 2016.
The decision of the Corte Costituzionale affirmed that the “tragic choice” between the
respect for life at its beginning and scientific research, which is so divisive from an
ethical and juridical point of view, should be made by Parliament (see point 11) based
on the judgement in Parrillo vs. Italy in the Grand Chamber of the European Court of
Human Rights26.
This certainly does not appear to support a “balance” of interests realised by Law no.
40; rather, it seems to be an invitation to change the legislation in consideration of this
matter.

7. RECOGNITION OF THE STATUS LAWFULLY ESTABLISHED IN OTHER
EU COUNTRIES
The freedom of circulation of persons within the European Union has inflicted
additional blows on the Italian legislation on reproduction.
Such a freedom may be considered as one of the most important fundamental rights
recognised by the European Treaties (the Treaty of the European Union, the Treaty of
the Functioning of the European Union, the Charter of Fundamental Rights).
That freedom not only allows persons to freely move from one EU country to another,
but also to stay in the host country.
The persons also maintain their individual legal qualifications: their names, their
drivers’ licences, their professional and academic diplomas, and their family status (e.g.
spouses, parents, children).
States cannot create barriers to the implementation of a status established by other EU
laws, such as reciprocity (see Article 16 of the preliminary provisions to the Codice
Civile) or “public order” (see Italy’s Article 16 of Law 218/1995 providing for the
reform of the Italian system of private international law).
However, EU law allows the Member States to impose limitations on the free
movement of persons (see Article 27, para. 2 Directive 2004/38/EC) for the purpose of
“public order”. But the reference to such limitations based on public order
“presupposes, in any event, the existence, in addition to the perturbation of the social
order which any infringement of the law involves, of a genuine, present and sufficiently
serious threat affecting one of the fundamental interests of society”27.
25

See Articles 2141-5 and 2141-6 of the Code de la Santé Publique in France which provide the “accueil
de l’embryon” in case the couple does not want to follow the process of assisted procreation.
26
D’AMICO (2014) pointed out that the Italian Constitutional Court waited for the judgement of the Court
of Strasbourg before taking its decision.
27
ECJ 4 October 2012, C-249/11, Hristo Byankov/ Glaven sekretar na Ministerstvo na vatreshnite raboti,
para. 40, not yet published; see also ECJ 10 July 2008, C-33/07, Jipa, ECR 2008 p. I-5157, para. 23; Id.,
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The question is: What happen if an EU citizen has a family status which is not
recognised in another EU country? This question is particularly relevant with respect to
the Italian legislation on reproduction, which is among the more restrictive in Europe.
In particular, this problem was posed by Law 40/2004, which prohibited heterologous
fertilisation and led to a refusal to recognise the parentage of same-sex couples.
The Italian judges also correctly applied Constitutional and supranational principles in
this case.
The Court of Appeals of Bari, on 25 February 200928, declared that the transcription of
the parentage of two children born based on a surrogacy is considered to be admissible
in Italy, because the two children were citizens of the United Kingdom, and therefore,
were EU citizens, and also in furtherance of the best interests of the children.
A decree of 1 July 2011 by the Tribunal of Naples ordered the transcription of a
certificate of a child born abroad as a result of the technique of heterologous artificial
insemination, because it was not considered to be a violation of public order.
The Court of Appeal of Milan, in an order on 25 July 2016, underlined that decisions
concerning the recognition of childhood must be taken only considering the interests of
the children, regardless of the prohibitions in the legislation on artificial procreation.
The same principle has been applied by French courts (see the Court of Appeal of
Paris, 25 October 2007) and by Spanish practice (see Resolution of the Directorate
General of Registries and Notaries, 18 February 2009).
Furthermore, as argued by the legal literature (BILOTTA, 2010), Italian judges have
usually recognised the filiation of same-sex couples, which has legally been established
by the rules of other EU countries, although in cases not covered by Italian law29.
More recently, a judgement of the Corte di Cassazione (sent. 30 September 2016, no.
19599) recognised the validity of the act of birth concerning a child born from two
mothers issued in another EU country in the Italian legal system.
The lawfulness of a technique of reproduction, in accordance with the legislation of
other States, must be considered a situation in which there is an exemption from penal
liability, whereby the criminal sanctions provided by Law 40/2004 are not applied (see
Cassazione penale, sent. 10 March 2016, n. 13525)30.
Based on the above-mentioned cases, as well as other many others, when a valid form
of parentage is recognised in one EU country, the application of the principles of the
substantial definition of family relations, the prohibition against discrimination, the
right to free movement, and especially the duty to protect the interests of the child
should require full recognition in all other EU States.
The necessity to comply with European principles, along with the defence of
traditional approaches, often leads to very curious formal solutions.

17 November 2011, C-430/10, Gaydarov, para. 33, not yet published. Regarding the limitation on the free
movement of the persons, see PIZZOLO (2013).
28
In leggiditalia.it.
29
In 2009, the Tribunal of Rome rejected an action concerning the denial of paternity promoted by the
brothers of a man, an Italian citizen, who was married to another man in accordance with UK Law. See
GARIBALDI (2009); MOLASCHI (2010).
30
In Foro Italiano, 2016, 5, 2, 286; in Diritto Penale e Processo, 2016, 8, 1085.
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This occurred in the Conseil d'État in France31, which, in a case involving a surrogacy
performed abroad, suggested the transcription of the paternity, but not the maternity of
the “mère d'intention”.
However, the Conseil proposed that the relationship between mother and son could be
indirectly recognised through “delegation” (Article 377 Code Civil) or by noting the
decision of the foreign administrative authority on the birth certificate in order to
demonstrate the linkage in the relations of daily life (for the public administration,
schools, etc.).
A similar formal solution was adopted in the judgement of the Italian Corte di
Cassazione no. 4184 of 15 March 2012, which decided that same-sex marriage is
“inexistent” under domestic law; however, using an ambiguous formula, the Court held
that cohabiting homosexuals couples are entitled to a “family life” and have the right to
“uniform treatment” as that is accorded to spouses of different sexes.
Such a formalistic approach was disowned by the European Court of Human Rights in
its recent judgement in Mennesson vs. France of 26 June 2014 (application no.
65192/11).
The Court of Strasbourg argued that, as the domestic case-law and the opinion of the
Conseil d’État showed, the absence of the transcription of filiation in the case of
surrogacy created an obstacle to and thus affected the full exercise of the right to a
family life as recognised by Article 8 ECHR.

8. LEGISLATIVE AND JUDICIAL APPROACHES TO REGULATING ASSISTED
PROCREATION
As mentioned above, for more than ten years, the Italian Parliament and the Italian
Government have not formally amended Law no. 40.
Only the dialogue between the Courts has enabled the law to be consistent with the
basic rules at the national and supranational levels (CONTI, 2015).
Not all of the outcomes of this jurisprudential conversation are perfect, as highlighted
by the issue of research on embryos. However, even in that case, the link between the
national and supranational case-law is evident.
This mechanism is not “curious”; rather, it is the normal result of the processes of
legal integration.
First, family law is today conceived as a matter related to the fundamental rights of
persons.
During the second half of the twentieth century, along with the constitutionalisation of
human rights, such rights were also internationalised. Indeed, this affirmed the idea that
the protection of individual rights is too important to be limited only to national forms
of protection 32 ; rather, it must be approached from a “global constitutionalism”
viewpoint (see, for example: ESPINOZA DE LOS MONTEROS SÁNCHEZ, 2010).
The international legal sources compose a “corpus iuris of human rights”, which
strongly influences the domestic legal systems, penetrating the national law, especially
31

Conseil d’État, La révision des lois de bioéthique, Paris, 2009, in legifrance.gouv.fr.
The establishment of the international organisations as an instrument to achieve peace is underlined, for
example, in BOBBIO (1984).
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through domestic dispositions such as Article 10 of the Italian Constitution (see also
Article 10.1 of the Spanish Constitution, and in particular, Article 40.2 concerning the
rights of children; see § 25 of the German Fundamental Law).
The legal doctrine has argued that the national courts are allowed to implement the
Drittwirkung (CASSETTI, 2010), according to which fundamental rights, in particular, as
interpreted by the international courts33, should be directly applied to relationships
between individuals (see SPIELMAN, 1995; NUNIN, 1991).
Secondly, the Italian regulations are subject not only to the international system of
human rights, but should be consistent with European law.
The regional integration is not only a kind of international cooperation among States
(PIZZOLO, 2010), but also may lead to the progressive establishment of a regional legal
system. This is the case for the system for the protection of human rights established by
the Council of Europe, and moreover, for the supranational law of the European Union.
In particular, within the regional legal cooperation, the presence of transnational
judges has strengthened the integration process. The interpretative strategy implemented
by the regional judges, based on a teleological approach, has recognised the existence of
a legal system which is prevalent over the domestic ones.
In this respect, the Court of Strasbourg is the main interpreter of the European system
of protection of human rights; the Court of Justice recognised the existence of the
community legal system in the Van Gend en Loos case issued in 1963, at the beginning
of the history of European integration34, and it has developed it during the last decades.
Indeed, even matters such as family law, which are not subject to exclusive
supranational competence, are nevertheless deeply influenced by European legislation.
In this context, the national courts have attempted to make the legislation coherent
with both constitutional and supranational principles.
Today, the situation is considerably different from the circumstances under which the
1975 reform of the family law were introduced, when the discussion was focused on the
comparison and circulation of the models developed in Europe during the same
period35.
The compliance with European rules and principles, including family matters, is a
positive obligation of the State, as well as of its powers, in particular, the judicial one
(SANZ CABALLERO, 2013). Within such integrated legal systems, the application of rules
that do not directly refer to family relationships also have a strong impact on them36.
As mentioned above, in many cases, the coherence of the Italian legislation with
European principles has been established by the courts, through their interpretative
instruments, which have been made available both by international and supranational
law. The judicial activities have allowed the dynamic and quick adaptation of domestic
33

SCOTT & STEPHEN (2006) referred to the case-law of the Supreme Court of the USA, especially the
judgement in Sosa v. Alvarez-Machain, 542 U.S. 692 (2004), which supported the idea that the federal
courts can apply international law; see also Medellin v. Dretke, 544 U.S. 660 (2005); Roper v. Simmons,
543 U.S. 551 (2005).
34
ECJ, 5 February 1963, 26-62, Van Gend en Loos / Administratie der Belastingen, ECR, 1963, p. 3.
35
Regarding works concerning the Italian reform of 1975 on Family Law, see, for example, CASSANO
(2006).
36
With respect to the impact of European principles, especially regarding the matter of assisted
procreation, see, among others: BERTI DE MARINIS (2014); CASINI & CASINI (2014); D’AMICO (2012:18).
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law to transnational principles. However, a judicial adaptation alone does not permit the
necessary discussion of sensitive matters, which are subject to different opinions and
ideological approaches, such as the legal regulation of family relationships.
Many judgements of the Tribunals have been implementing a constitutional reading of
the law.
The Constitutional Court can declare the illegitimacy of the norms only if an
interpretation consistent with those principles is not possible (see the Constitutional
Court in judgement no. 96/2015) (FERRANDO, 2015).
Obviously, such a situation, which has occurred regarding Law no. 40, through the
extensive intervention of the courts, should not be considered desirable in the lawmaking process, especially in sensitive fields such as assisted reproduction, for which
dialogue should represent the main political instrument.
As explained by the case-law of the Court of Strasbourg, the relationship between the
judicial and legislative powers should be more well-balanced, especially in matters
linked to the ethical and social implications of techno-science.
It is not accidental that the matter of medical reproduction, and in particular, the
Italian legislation, provide a good example of the opinions of the European Court of
Human Rights.
According to that case-law, legislation concerning science and its implications for
society should be the result of substantial debate within society (see Evans vs. United
Kingdom of 200737).
According to the European Court of Human Rights, the implementation of the lawmaking power must be based on “scientific acceptability”38.
Based on this view, the legislator is not allowed to substitute itself for physicians and
other professionals or scientists in identifying better instruments to satisfy fundamental
rights such as the right to the health.
In scientific matters, the European Court invoked the principle of proportionality when
it affirmed, in S.H. v. Austria of 2011, the necessity for an “assessment of the rules
governing artificial procreation, taking into account the dynamic developments in
science and society noted above” (see paragraph no. 117).
Therefore, a legislative approach to assisted procreation should be possible and
opportune, as the experience of other countries has shown39.
The French law on bioethics (most recently, Loi no. 2011-814 of 7 July 2011) can be
used as a counterexample; it was the result of a broad debate involving many
components.
At a technical level, the contribution of the Conseil d'État was very interesting40; it
verified the proposed law with specific reference to European and international law
through an analysis relative to each provision. This was done in order to measure the
compatibility of the draft law with the supranational regulatory environment and to
avoid remarks from the judges of Luxembourg to Strasbourg.
37

ECHR, judg. 10 April 2007, Evans v. United Kingdom [GC], no. 6339/05.
ECHR, judg. 28 August 2012, Costa y Pavan v. Italia, no. 54270/10.
39
In the past, the debate on the drafting of law in Italy was more important than today, see, D’ANTONIO
(1990); for a comparative standpoint, see LANCHESTER (1990).
40
Conseil d’État, La révision des lois de bioéthique, Paris, 2009, in legifrance.gouv.fr.
38
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Such an examination will not guarantee that the legislative choices will be
unexceptionable in every case, but it does reduce the risk that the law, at its birth, may
already be legally “old”, that is, disjointed from the constitutional, supranational and
international legal context.
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IN THE EU LEGAL FRAMEWORK FOR BIODIVERSITY1
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ABSTRACT
The paper aims to analyse how Reg. EU n. 511/2014 links the principle of solidarity to
one of the most visible areas of intersection between EU law and ethical choice,
particularly in the field of research activity: the implementation of the Nagoya Protocol
in the EU legal framework. A broad range of users and suppliers in the Union, including
academic, university and non-commercial researchers and companies from different
sectors of industry, use genetic resources for research, development and
commercialisation purposes. Some also use traditional knowledge associated with
genetic resources [see point 3 Reg (EU) 2014/511]. Thus, all research activities
involving germplasm, genetic resources, and traditional knowledge related to genetic
resources are currently subject to Article 15, point 6, of the Convention on Biodiversity,
and they also must observe the fundamental principle (established by Article 19 of the
Convention and EU legal sources) of benefiting the countries involved in the research
and development actions. The mutually agreed terms and the contracts mandated by art.
3 reg. EU n. 511/2014 are correlated with distributive justice and the principle of
solidarity, which underpin the entire EU legal system.

KEYWORDS
Research Activity. Principe of solidarity. European Union legal framework.
Biodiversity.

1. A BRIEF INTRODUCTION
In 2011, the European Commission (EC) adopted an EU biodiversity strategy
extending to the year 2020 aimed at halting the loss of biodiversity and ecosystem
services by 2020. This document is an integral part of the Europe 2020 strategy and the
7th Environmental Action Programme. It implements the EU’s commitments under the
Convention on Biological Diversity (CBD). Further, Reg. EU n. 511/2014 - on
compliance measures for users under the Nagoya Protocol on Access to Genetic
Resources and the Fair and Equitable Sharing of Benefits (ABS) arising from their
Utilization in the Union - is correlated with distributive justice and the principle of
solidarity, which underpin the entire EU legal system as general principles of EU law.
In the European Union legal system, matters relating to seeds are governed by various
directives: Council Directive 2002/55/EC of 13 June 2002; Commission Directive
2009/145/EC of 26 November 2009; Commission Directive 2003/91/EC of 6 October
2003; Council Directive 2002/53/EC of 13 June 2002; and Council Directive 98/95/EC
of 14 December 1998.
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In its decision of 24 February 2004, the Council of the European Union approved the
conclusion of the International Treaty on Plant Genetic Resources for Food and
Agriculture.
However, it was only during 2014 that the European Union ruled on measures for
users under the Nagoya Protocol on Access to Genetic Resources and the Fair and
Equitable Sharing of Benefits Arising from the Utilization in the European Union (Reg.
EU n. 511/2014). Further, it was only in the second part of 2015 that articles 4, 7 and 9
of Reg. EU n. 511/2014 entered into force. The abovementioned articles respectively
address the “Obligations of Users”, “Monitoring user compliance” and checking user
compliance. By “users”, Reg. EU n. 511/2014 means the natural/legal persons that
utilise genetic resources or the traditional knowledge associated with genetic resources.
The biodiversity guarantee is expected to have many legal consequences in the EU
legal system: i.e. on contracts for the transfer of knowledge and/or germplasm; on the
circulation of the results of research activities and germplasm; on bioethics; on EU
funding; on EU patents; on access and benefit sharing, etc.
More generally, the activities of modern factories, laboratories, universities and
research centres have produced a great deal of valuable information based on genetic
resources and traditional knowledge. They have generated income through the free
access to this kind of knowledge, non-protected information and genetic resources with
the aim of developing their business (POSEY, 1993: 287). Multinational enterprises have
trademarked the full use of traditional knowledge, although the local communities,
farmers and indigenous persons that provided it have not provided conscientious assent
or received adequate remuneration from the multinational beneficiaries of their
knowledge (DUTFIELD, 2005: 513).
As a matter of fact, this iniquitous approach stems from the abusive exploitation of
traditional knowledge, which has occurred based on corruption and is not politically or
ethically acceptable. The abovementioned iniquitous approach is amplified by the
common behaviours of multinational firms, which are able to obtain (including in the
EU legal system) patent protection or other forms of intellectual property rights
(trademarks, utility models, short-term patents, plant variety rights) based on traditional
knowledge or genetic sources.
The above-mentioned legal framework must comply with the EU jurisprudential
approach to the biodiversity guarantee. In fact, on the 12th of July 2012, the European
Court of Justice, in the case Case C-59/11 (Association Kokopelli v. Graines Baumaux
SAS), confirmed that “old varieties” could be traded if they are listed in the official
catalogues of one or more of the Member States and if they comply with the
requirements of Directive 2002/55/EC. That directive allows for the trading of certain
“conservation varieties” and “varieties developed for growing under particular
conditions”. The European Court of Justice reconfirmed that only seeds of registered
varieties may be traded within the EU.
The European Union seems to have a two-faced approach to biodiversity. One
approach is to support the defence of biodiversity through the EU’s political positions,
and now, through EU law having a direct effect, i.e. Regulation n. 511/2014. On the
other side, the limitation on the certification and marketing of vegetable seeds was
affirmed by the EU Court of Justice in Case C-59/11.
The paper aims to analyse how Reg. EU n. 511/2014 links the principle of solidarity to
one of the most visible areas of intersection between EU law and ethical choice: the
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implementation of the Nagoya Protocol in the EU legal framework. This meanwhile
presupposes that EU institutions must “align” their two-faced approach to biodiversity
in the legal system.
To achieve these goals, in section 2, the paper analyses the function of contracts and
mutually agreed terms for the fair and equitable sharing of benefits, and section 3
evaluates whether or not the obligations of Article 3 reg. EU n. 511/2014 constitute a
general principle of EU law. Next, the paper investigates the nature of the invalidity of
contracts and mutually agreed terms if specific provisions for the fair and equitable
sharing of the benefits arising from the utilisation of genetic resources or the traditional
knowledge associated with genetic resources are missing. Thus, in light of the legal
framework described in the previous sections, section 5 examines how to apply for a
vegetable patent in light of the aims of reg. EU n. 511/2014 despite the absence of any
apt coordination between the Regulation itself and the system for the protection of plant
variety rights established by European Union legislation. The same section briefly
considers art. 2 Prot. 1 ECHR as an underpinning support for the biodiversity guarantee
in the EU legal system. Section 6 is the concluding discussion on contractual liability,
actions for damages and the nullity of contracts as measures that safeguard the EU
economic order.

2. CONTRACTS FOR THE FAIR AND EQUITABLE SHARING OF BENEFITS
Reg. EU n. 511/2014 identifies a set of criteria that should be applied in the
identification of the areas (country, region, etc.) from which the genetic material used
for developing new varieties comes. These criteria reflect the enforcement of legal
rights, the rate of entrepreneurship, the structure of the higher education system, etc. of
the partner countries of the Nagoya Treaty. First, they should guarantee the
effectiveness of legal contracts and technology transfer agreements following the
completion of the biotech research activity.
Second, they must contribute to developing the potential market value of new crop
varieties. Thus, the measurement of returns - mainly monetary - for the
commercialisation of innovations will be crucial in identifying fair prices for which the
new varieties could be sold, with particular attention to the local communities.
One of the criterion is a provision in the contract for benefit sharing with the provider
of the genetic resources or the traditional knowledge arising from their utilisation,
subsequent application and commercialisation.
The competent authorities of the Member States should verify whether users are
complying with their obligations (see point 29, reg. EU n. 511/2014). In addition, the
competent authorities could refer to the judges of national and European Union courts.
It is possible to fulfil the goal of reg. EU n. 511/2014 through the jurisdictional control
of contracts for the utilisation, subsequent application and commercialisation of genetic
resources and the traditional knowledge linked with them; in the European Union’s
internal market, this mandates the fair and equitable sharing of the benefits arising from
the utilisation of genetic resources and traditional knowledge.
Reg. EU n. 511/2014 requires mutually agreed terms and contracts including prior
informed consent and establishing the terms for benefit sharing with the provider of the
genetic resources or the traditional knowledge associated with genetic resources.
These kinds of contracts must set out specific conditions for the fair and equitable
sharing of benefits arising from the utilisation of genetic resources or the traditional
© Juri-Dileyc
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knowledge associated with genetic resources. According to article 3 reg. EU n.
511/2014, they must also include further conditions and terms for such utilisation, as
well as subsequent applications and commercialisation.
For such cases, and to gain a better understanding of the kinds of juridical control
there could be over these contracts and mutually agreed terms, it is relevant to
determine the nature of their invalidity. This situation is complicated and takes on
different contours depending on the nature of the interests to be protected.
It is relevant to understand whether or not the obligations of Article 3 reg. EU n.
511/2014 express general principles of EU law.
Starting at this point, the following paragraph considers the nature of the invalidity of
the relevant contracts and mutually agreed terms in the absence of specific provisions
for the fair and equitable sharing of benefits arising from the utilisation of genetic
resources or the traditional knowledge associated with genetic resources.

3. MUTUALLY AGREED TERMS AND THE EU PRINCIPLE OF SOLIDARITY
It is true that, more often than not, the general principles of EU law were not
developed or based on a thorough textbook style of analysis. However, this does not
make an examination of the interaction of EU law and comparative law in this particular
field less interesting.
Reg. EU n. 511/2014 links the “general principles of law” to one of the most visible
areas of intersection between EU law and ethical choice in light of maintaining the EU
legal system. The mutually agreed terms and contracts covered by art. 3 reg. EU n.
511/2014 are correlated with distributive justice and the principle of solidarity, which
underpin the entire EU legal system.
As a matter of fact, the legal traditions of some of the EU Member States (formerly
planned economies) have had an impact on the European Union’s legal system in
dealing with distributive aims and approaches.
Studies have demonstrated a variety of institutional settings observed across the EU
(AMABLE, 2003). They are deeply rooted in historical and cultural factors, which have
decisively shaped its social structures and distribution of power, and the resulting
juridical settings and evolution (ACEMOGLU, 2010).
The institutionalisation of the legal concept of solidarity in Europe has been a long
journey (STJERNØ, 2004), starting with the Summa Theologiae, in which the Catholic
ideas of solidarity are expressed, moving to the Age of Enlightenment, and continuing
into the formation of the welfare states (BOURGEOIS, 1906: 10). However, at the
beginning of the 21st century, doubt continued to persist about whether or not the
provisions of the constitutions regarding solidarity, as a general principle, could be
directly applied (CIPPITANI, 2011). With the post-World War II constitutions, the
principle of solidarity began to shape the institutional and juridical settings of the
European States. It was only after the adoption of the international treaties of human
rights and the “second generation” of constitutions that was possible to refer to the
principle of solidarity in explicit terms. In second half of the 20th century, an exploration
began of the idea that people could make claims to the public authorities in order to
obtain social benefits, as explained by Thomas H. Marshall, who recognised a new
political notion of citizenship (MARSHALL, 2002: 48). Thus, it has only been in the most
recent times that the provision of the proper conditions to guarantee equal opportunities
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and substantial equality before the law has been recognised as a State responsibility
(MEZZADRA, 1995: 81; MORTATI, 1946: 49). This was a time during which European
democratic institutions were gaining increasing strength. The most recent developments
in the literature now recognise a horizontal effect on constitutional norms: The
interpretation of constitutional rules in the European States is increasingly related to the
concept of individualisation (ARNOLD, 2003). Individualisation is an anthropocentric
approach based on the full respect for human dignity as a precondition for the protection
of fundamental rights, which must occur to the largest extent possible and must be
functionally efficient.
According to this approach, a modern constitution should be able in itself to guarantee
the complete protection of the individual, even against new and emerging threats. The
role of the judge is, therefore, crucial in interpreting and implementing general
constitutional principles and translating them into binding protective measures.
At the same time, it is up to the constitutional courts to provide interpretations of laws
that ensure the complete protection of the individual (ARNOLD, 2013: 563).
In the European multilevel juridical approach, this role is also assigned to the EU
Court of Justice and the European Court of Human Rights. As matter of fact, after a
long process of institutionalisation, the legal concept of solidarity is now part of all EU
constitutions, as a spill-over effect of the European legal tradition, the jurisprudence of
the ECHR and EU adhesion (MONATERI, 2003: 575).
In more recent years, the process has been completed and reinforced by the adoption
(in 2001) of the Charter of Fundamental Rights of the European Union. Specifically, the
principle of solidarity has been translated into concrete provisions by the States (Article
36 of the Charter of Fundamental Rights), such as social security and welfare services.
Those working together in elaborating the general principles of EU law tend to be
responsive to input from national laws, and the laws of the Member States have no
choice but to be responsive to the general principles developed at the EU level
(COLCELLI, 2015).
The presence of the principle of solidarity, which underpins the EU legal system which requires access to essential services by EU citizens in destination Member States
- may be better explained by this spill-over effect. This is because the status of
citizenship also incorporates the right of free circulation, which is interconnected with
distributive justice through the possibility of acceding essential services and benefits in
the destination Member States [COM(2002)694]. In addition, based on the principle of
solidarity, no limitations on the free circulation of EU citizens are recognised.
The principle of solidarity, which also supports reg. EU n. 511/2014, could be defined
as a general principle common to the laws of the Member States [Art. 340(2) TFEU]
(CIPPITANI, 2011).

4. THE NULLITY OF MUTUALLY AGREED TERMS AND PROTECTION OF
THE COMPENSATION OF PROVIDERS
Starting with the above conclusion, based on reg. EU n. 511/2014 and art. 191, 192(1)
and art. 340(2) TFEU, it is possible to say that in the field of biodiversity, the EU
framework aims at structuring and safeguarding the EU internal market as a market that
avoids bio-piracy.
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The nature of the general principles of law described, which are aimed at maintaining
the EU legal system and are carried out by individuals against other individuals,
requires that the effet utile of EU rights be ensured3. In this situation, as in other similar
situations, the EU legal system assigns to contracts the role not only of self-regulating
the private interests directly involved in them, but also of preserving the economic order
sought by the European Union.
A comparison of the term “nature” in reg. EU n. 511/2014 with that provided in art.
101 TFEU is helpful in providing a better understanding of the above consideration.
Based on Art. 101, paragraph 1, TFEU (Art. 81 of the EC Treaty) (conferring rights on
individuals), persons can assert claims for damages caused by actions or contracts
which may restrict or distort the competitive process.
It is well known that the full effectiveness of such a disposition - and specifically, the
effectiveness of the prohibition established in paragraph 1 Art. 101 TFEU - may be
jeopardised if the domestic legal system renders the exercise of the rights conferred by
European Union law either practically impossible or excessively difficult (the principle
of effectiveness) because of a distortion of competition4. In the Manfredi judgements,
which confirm the Court of Justice’s reading of Courage v. Crehan, the Court pointed
out that Art. 101, paragraph 1, TFEU has a direct effect on horizontal relationships and
confers rights on individuals which the national courts must protect.
In protecting the economic order of the European Union, Art. 101 TFEU legitimises
the public reliance on the invalidity of competition-restricting agreements, and
therefore, enables anyone to seek the remedy of damages suffered if a causal link can be
established between the aforementioned agreements or practices and the damages
claimed.
Anyone (not only businesses, but also consumers) who suffers damages because of
competition-restricting agreements can claim for damages5. The case law of the Court
of Justice on the infringement of Arts. 101, 102 et seq. TFEU (old Arts. 81 and 82 of the
EC Treaty), which are aimed at structuring and safeguarding the EU’s internal market,
often combines claims for damages with those for the absolute or relative nullity of the
competition-restricting contracts (SCAGLIONE, 2008).
Like Art. 101 TFEU, the general principles underlying reg. EU n. 511/2014 and the
nature of reg. EU n. 511/2014, which confers rights on individuals, work within the EU
legal system to maintain the economic order of the EU. It legitimises anyone’s reliance
on the invalidity of mutual agreements lacking specific conditions for the fair and
equitable sharing of the benefits arising from the utilisation of genetic resources or the
traditional knowledge associated with genetic resources, and therefore, their ability to
seek damages suffered if a causal link can be established between the agreements or
practice and the damage suffered.
More specifically, the local community, the native populations and everyone involved
in conserving the biodiversity and traditional knowledge associated with genetic
resources, as weaker parties, can legitimately rely on the invalidity of mutual
agreements lacking the specific conditions mentioned above. Thus, the infringement of
EU rules through the failure to set out the specific conditions for the fair and equitable
sharing of benefits arising from the utilisation of genetic resources or the traditional
3

Corte giust., sent. 20-9-2001 c-453/99, Courage/Crehan.
Corte giust., Courage/Crehan, cit.
5
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4
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knowledge associated with genetic resources in a contract results in the nullity of that
contract.
In the case law of the EU Court of Justice regarding the infringement of arts. 101, 102
et seq. TFEU (old Arts. 81 and 82 of the EC Treaty), claims for damages are often
combined with those for the absolute or relative nullity of a competition-restricting
contract. Specifically, the principles of equivalence and effectiveness are the basis of
the most recent intervention by the Court of Justice for damages regarding the breach of
European Community competition law in the important judgement of the 13th of July
2006 (the Manfredi case)6.
The principle of equivalence requires the Member States of the European Union to
ensure that the protection of EU civil rights is at least as effective as the national rights.
The principle of effectiveness requires the Member States of the European Union to
adopt a national framework that will ensure the practice and the exercise of rights.
On the basis of the complex and substantial framework for antitrust used in this
comparative analysis, it is now possible to make a few observations on the actual
application of the remedial system of private law to the market.
Just as the civil protection of the weaker party in a contract to supply a monopoly is
expected, according to the jurisdictional rule, the protection of the local community and
the indigenous population protecting biodiversity can also be expected.
The invalidity of the contract and damages are, in fact, intertwined and take on
different contours depending on the nature of the interests to be protected. This can be
found only through a proper investigation of the systematic and conceptual synthesis of
the doctrine.
We will start with the recognition of the essential unity of the subject, especially with
regard to the execution of contracts that are prohibited on the basis that they will result
in the abuse of a dominant position.
In both cases, the remedial situations to be contemplated are identical, and they should
be distinguished on the basis of the interest claimed in court.
That said, the fundamental interests of the weaker party that may be asserted before
the civil courts are twofold and coincide with those already examined in respect of
contracts regarding competitive bidding:
a) The interest in the elimination of an unfairly unbalanced contract and b) the interest
in the preservation of the contract through the balancing of the contracts’ terms.
However, there may be an assumption that a) the most appropriate remedy is that of
relative nullity, accompanied by an action for damages, and that b) an award of
damages should open the gate to begin the rebalancing of the relationship.
The determination of a “quantum” of damages may not be reinstated according to
unfair decisions based on the willingness of the contracting parties. It must be
determined through the use of objective guidelines based on the comparison of the
terms offered to the competitive structure of the market. It must be executed in this way
because the weaker party is unable to assess the economic viability of the matter for the
purposes of making a free and informed choice regarding the contractual conditions
most favourable to him. He has nothing to compare with the terms of the offer. He is
6

Corte giust., sent. 16-07-2006 c-295-298/04, Manfredi.

© Juri-Dileyc

49

V. COLCELLI – R&S VOL. 0 (2017), ISSUE 0 (43-54)

only able to appreciate the prejudice that arises as a result of the absence of bargaining
power.
In light of what has been mentioned here, it is easy to see that a nullity that is imposed
making the contract null and void is essentially a sanction. The shared interests of the
undertakings participating in the cartel, outside of cases of exemption, relentlessly clash
with the public’s interest in the efficiency of the EU market.
If the heart of the legal problem of contracts that pursue prohibited agreements is
neglected, this will result in the violation the public policy of economic protection,
which prohibits the freedom of contract of the weaker party from being hindered.
As a result, unlike the nullity of the agreement (which is absolute), the nullity of the
contract is valid and important, because this sanction has been put in place to protect the
harassed or weaker party.
The same reasoning can be used in cases involving the abuse of a dominant position
through imbalanced or unfair contracts. Thus, the possibility of invalidity based on
relative nullity arises as a general remedy for an imbalance of economic power, and
thus, is contractual.
In order to protect compensation, it may be in the weaker party’s fundamental interests
to preserve the contract if the terms of the contract are revised as a compensatory
measure.
Thus, on the one hand, if a weaker party has suffered damages because of an unfair or
unbalanced contract, the fundamental interests of that party concerning the contract may
produce a desire not to maintain the contract. In such a case, the remedy that is likely to
coincide with the weaker party’s interest is a nullity action related to an action for
damages within the bounds of the negative interest. Conversely, the weaker party may
envisage maintaining a contract that infringed competition rules. Thus, the remaining
terms of the contract are safeguarded by an action for damages based on a violation of
the rules intended to safeguard the internal market. In such cases, the protection of
compensation is not connected to a nullity action.

5. RECONSIDERING THE EU APPROACH TO BIODIVERSITY
In light of the above-mentioned legal framework, it is possible to critically analyse the
EU’s two-faced approach to biodiversity which proposes legal transfer models based on
“benefit sharing” to the local community in order to avoid a multinational bio-raid.
When art. 4 reg. EU n. 511/2014 entered into force, problems arose regarding the
correct interpretation of documents requesting patents for vegetables. In settling the
different approaches that apparently exist between the jurisprudential defence of patents
(Corte giust., sent. 12-07-2012 c-59/11, Association Kokopelli v Graines Baumaux SAS)
and the EU law on the defence of biodiversity, particular attention should be paid to the
use of benefit-sharing tools with regard to new varieties that are derived from traditional
plant material with a view to increasing the benefits to the local communities that have
traditionally maintained the selection.
Users [art. 3, point 4), reg. EU n. 511/2014] must exercise due diligence to ascertain
the genetic resources. The due diligence obligation should apply to all users, regardless
of their size (including micro, small and medium-sized firms) [point 23, reg. EU n.
511/2014]. Art. 4 reg. EU n. 511/2014 explains what users must do in order to comply
with the “due diligence” requirement in their own activities linked with ascertaining
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genetic resources: The transfer and keeping of genetic resources, including food and
agriculture not listed in Annex I of the International Treaty on Plant Genetic Resources
for Food and Agriculture (ITPGRFA), require the presence of an internationallyrecognised certificate of compliance.
Point 21 of reg. EU n. 511/2014 requires that “genetic resources have been accessed
by applicable legal or regulatory requirements and to ensure that, where relevant,
benefits are fairly and equitably shared”. In that context, it is relevant that the user has
obtained “internationally-recognised certificates of compliance as evidence that the
genetic resources covered were legally accessed and that mutually agreed terms were
established for the user and the utilisation specified therein” (point 21), and that the
national authorities have evaluated them.
Where no international certificate exists, the documents and information must be
verified by the users (reg. EU n. 511/2014). Also, the regulation states that users must
declare and provide evidence that they have exercised due diligence when requested.
Due diligence and an internationally-recognised certificate of compliance, as well as
full information on the genetic material and resources, give attention to and address how
to apply for a vegetable patent pursuant to the aims of reg. EU n. 511/2014.
It is relevant to underline point 25 of reg. EU n. 511/2014, which affirms that suitable
points for such a declaration are when research funds are received, as well as at the final
stage of utilisation, i.e., the stage of the final development of a product, before a request
for market approval for a product developed via the utilisation of genetic resources or
the traditional knowledge associated with such resources, or if market approval is not
required, at the stage of the final development of a product before it is first placed on
the Union market.
Also, in accordance with Article 291(2) TFEU, the aforementioned point 25
underlines the need for the implementing power of the EU Commission to determine
the stage of final development of a product, in accordance with the Nagoya Protocol,
which is the system for the protection of plant variety: See Reg. EC n. 2100/94 of 27
July 1994 on Community plant variety rights, reg. EC n. 1238/95 of 31 May 1995,
which establishes rules for the application of the fees payable to the Community Plant
Variety, and Reg. EC n. 1768/95 of 24 July 1995, for the implementation of the rules on
the agricultural exemption set forth the system for the protection of plant variety rights
established by the European Union. The abovementioned legislative framework allows
intellectual property rights, which are valid throughout the EU, to be granted for plant
varieties.
Even without waiting for the implementing power of the Commission, a method for
applying for vegetable patents in light of the aims of reg. EU n. 511/2014 could be
realised. The quickest solution could be to refuse to grant vegetable patents if the
relevant documents do not indicate that due diligence has been exercised and would
likely result in the nullity of a bad patent if granted. Also, in accordance with the nature
of the juridical goods protected by art. 2 Prot. 1 ECHR, and allowing the direct effect of
reg. EC n. 2100/94, each Member State of the ECHR could assert claims before the
European Court of Human Rights in order to evaluate the legitimacy of vegetable
patents granted which were initiated based on genetic resources and traditional
knowledge, seeking their rejection if they do not comply with the Nagoya Protocol.
This hypothesis is strengthened by art. 2 Prot. 1 ECHR, as well as scholars’ studies
(VEZZANI, 2007: 305-342) on the nature of genetic resources and traditional knowledge
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as juridical goods protected by the ECHR. Genetic resources and traditional knowledge
could be qualified as “goods” protected by Article 1 of the First Additional Protocol of
the European Convention on Human Rights. It is clear, therefore, that the scope of the
cited article is quite extensive and includes any measure that involves a legal situation
regarding goods (COLCELLI, 2012). Genetic resources and traditional knowledge
represent a mixture of private and public characteristics. Thus, they could be treated as
impure public goods.
According to the case law of the European Court of Human Rights, the notion of
goods protected by the law has a broad meaning. It is not limited to the ownership of
material goods, and it not only covers private ownership rights, but extends to public
benefits7 and entitlements such as genetic resources and traditional knowledge.
The nature of the goods and the increasing complexity of resources, as well as the
changing roles for the State, are analysed frequently because of the challenges in
understanding the introduction of adaptive ecosystem governance (SANDBERG, 2007).

6. CONCLUSION
The nature of reg. EU n. 511/2014 is correlated with distributive justice and the
principle of solidarity, which underpin the entire EU legal system as general principles
of EU law; consequently, the infringement of EU rules regarding the specific conditions
for the fair and equitable sharing of the benefits arising from the utilisation of genetic
resources or the traditional knowledge associated with genetic resources in a contract
results in the nullity of the same contract/mutually agreed terms (which is absolute) or
in the revision of the contract in order to guarantee the protection of compensation if it
would be in the fundamental interests of the weaker party to preserve it. Local
communities and native populations that conserve biodiversity and the traditional
knowledge associated with genetic resources, as the weaker parties, can legitimately
rely on the invalidity of mutual agreements that fail to include the specific conditions
for the fair and equitable sharing of benefits. Actions for damages claimed by the
weaker party to an unfair contract are also expected.
Reg. EU n. 511/2014 also provides for the nullity of bad patents in the absence of due
diligence, internationally-recognised certificates of compliance, and full information on
genetic material and resources to apply for a vegetable patent, which are the aims of reg.
EU n. 511/2014. As a matter of fact, art. 2 Prot. 1 ECHR lays down a jurisprudential
path for the protection of genetic material and resources in order to fully implement the
spirit of the Nagoya Protocol. This is based upon the nature of the genetic resources and
traditional knowledge as juridical goods and allows the direct effect of reg. EC n.
2100/94. This means that each ECHR State member can assert claims before the
European Court of Human Rights to evaluate the legitimacy of the vegetable patents
granted in the EU legal system to determine whether they comply with the Nagoya
Protocol.
These conclusions confirm the trend in the EU legal system toward using new
complementary/alternative ways to govern its market integration8, including familiar
private law instruments (COLCELLI, 2013). Thus, tort or contract law are now only a
7

ECHR, Woonbron Volkshuisvestingsgroep & Others v the Netherlands, 47122/99/18-6-2002.
Le Livre blanc sur la gouvernance européenne COM 428 (2001) final and Suivi du Livre blanc sur la
gouvernance européenne - Pour un usage mieux adapté des instruments, COM 278 (2002) final, 5 June
2002, Recours encadré à un mécanisme de corégulation.

8
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small part of many possible tools that can be utilised with the aim of obtaining
allocative efficiency or distributive justice, which are synthetically described as
correcting market failures (e.g. legal rules applicable to contracts for services, EC
environmental law, environmental liability, product safety, product liability, etc.).
Additionally, private law assumes the effects of the externalities suffered by third
parties (see e.g. liability that may also provide ex post situational remedies in cases in
which one party has been seriously underprivileged) (AMUNDSEN, BALDURSSON &
MORTENSEN, 2003). In this situation, in the EU legal system, contracts are assigned not
only the role of the self-regulation of the interests of the individuals directly involved in
them, but also the function of maintaining the economic order of the EU (CAFAGGI &
WATT, 2008), which has been described by scholars as the “social” regulation of private
law (JOERGES & PETERSMANN, 2006).
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1. INTRODUCCIÓN
El Instituto de Investigaciones Jurídicas de la UNAM y el Instituto Iberoamericano de
Derecho Constitucional nos han convocado a todos a participar en este magnífico XIII
Congreso de Derecho Constitucional en la acogedora ciudad de México.
Nos reunimos en ocasión de los significativos cien años de la constitución de
Querétaro, de 1917, para revisitar la Trayectoria y porvenir del constitucionalismo
contemporáneo.
Uno de los objetivos anunciados por nuestros organizadores expresa:
“Reflexionar acerca del futuro del constitucionalismo en Iberoamérica, sobre la
dinámica de su desarrollo y las posibilidades de reforma institucional en los años por
venir, en las distintas vertientes: los derechos y los instrumentos para garantizarlos,
las estructuras para el ejercicio del poder y la democracia”.
Es lo que nos proponemos hacer. Pero antes, vamos a elegir un objeto específico para
discutir en este panel.
Pretendemos traer al debate el tema del acceso al patrimonio genético y al
conocimiento tradicional asociado y la investigación científica en el contexto brasileño,
evidentemente insertado en la problemática latinoamericana.
Según el informe de las Naciones Unidas, América Latina es actualmente una
superpotencia agropecuaria, aunque también puede ser una superpotencia en el campo
de servicios de biodiversidad, del carbono y del agua dulce.
“Adicionalmente como almacén global de carbono y diversidad biológica, tiene la
oportunidad de liderar la monetización de los servicios de los ecosistemas y
1

Marcelo Figueiredo es Doctor en derecho por la Pontificia Universidad Católica de São Paulo, donde es
también catedrático.
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establecer la base para la integración de las funciones de producción y conservación”
(AGUILERA, 2013: 223).
Inicialmente recordamos que en Brasil, el marco fundamental de la creación de una
política ambiental ha llegado con la Ley 6.938/81.
Ésta ha delineado los principales instrumentos de la política ambiental por cuyo medio
se pasan a imponer restricciones al comportamiento de emprendedores y de la propia
Administración Pública, como la necesidad de sujeción de las obras y actividades a la
correspondiente licencia ambiental. Además, se ha estructurado, por la misma ley, un
sistema de organismos competentes para la reglamentación y aplicación de esa y de las
demás normas en materia ambiental.
Posteriormente, con la Constitución brasileña de 1988 se ha dado un tratamiento más
uniforme al medio ambiente (artículo 225).
Por otro lado, como todos sabemos, fue a partir del Informe Brundtland que las
Naciones Unidas han formulado el concepto de desarrollo sostenible intentando
acomodar las diferentes perspectivas de los países involucrados en la materia.
“Es sostenible el desarrollo tal que permita satisfacer nuestras necesidades actuales
sin comprometer la capacidad de las generaciones futuras de satisfacer las suyas”2.

2. EL DESARROLLO SOSTENIBLE, LA NECESIDAD DE PROTEGER LA
BIODIVERSIDAD Y SUS PRINCIPALES ASPECTOS
En efecto, es relativamente reciente la preocupación internacional sobre, o respecto a
la protección de todas las formas de vida en nuestro planeta.
O en otros términos, fue recién en 1992, en la RIO-92 que se logró dar vida a la
Convención de Diversidad Biológica (CDB), importante documento matriz que
pretende proteger todas las formas de vida en nuestro planeta.
La Convención de la biodiversidad busca esencialmente la compatibilización entre la
protección del patrimonio biológico y el desarrollo social y económico.
Han pasado veinte y pocos años y podemos constatar aún, en la mayoría de las veces,
la falta de energía y voluntad política de los Estados para alcanzar las metas y objetivos
pre-establecidos en aquel escenario internacional de la RIO-92.
De todos modos no hay cómo empezar a reflexionar sobre el tema sin ofrecer algunas
nociones básicas sobre la diversidad biológica, o biodiversidad que en palabras simples
nada más es sino la variedad de las formas de vida en la Tierra.
2

Adoptamos el concepto del principio de la sustentabilidad propuesto por FREITAS (2011: 41): “Trata-se
do princípio constitucional que determina, independentemente de regulamentação legal, com eficácia
direta e imediata, a responsabilidade do Estado e da sociedade pela concretização solidária do
desenvolvimento material e imaterial, socialmente inclusivo, durável e equânime, ambientalmente limpo,
inovador, ético e eficiente, no intuito de assegurar, preferencialmente de modo preventivo e precavido, no
presente e no futuro, o direito ao bem estar físico, psíquico e espiritual, em consonância homeostática
com o bem de todos”.
“Se trata del principio constitucional que determina, independientemente de reglamentación legal, con
eficacia directa e inmediata, la responsabilidad del Estado y de la sociedad por la concretización solidaria
del desarrollo material e inmaterial, socialmente inclusivo, durable y ecuánime, ambientalmente limpio,
innovador, ético y eficiente, con el intuito de asegurar, preferentemente de modo preventivo y precavido,
en el presente y en el futuro, el derecho al bienestar físico, psíquico y espiritual, en consonancia
homeostática con el bien de todos”.
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Esta variedad se presenta en varias perspectivas, tanto en el aspecto genético, como en
la diversidad de ecosistemas y de paisajes.
Nurit BENSUSAN, bióloga e ingeniera forestal nos enseña que la diversidad biológica
es la:
“variabilidad de organismos vivos de todos los orígenes, que comprende, entre otros,
los ecosistemas terrestres, marinos y otros ecosistemas acuáticos y los complejos
ecológicos de los que forman parte; y comprenden también la diversidad dentro de
especies, entre especies y ecosistemas” (BENSUSAN, 2005: 34 y ss).
La diversidad o variabilidad genética es fundamental. Permite la posibilidad de
cambios.
La misma autora ejemplifica: Si, por ejemplo, una planta adaptada a una determinada
situación climática produce semillas que son diferentes entre sí y que habrán de generar
otras plantas diferentes entre sí. Si las condiciones climáticas cambian, el clima se
vuelve más cálido y seco, existe la posibilidad de que algunas de las semillas sean más
resistentes y broten. Si todas fueran absolutamente iguales y no estuvieran preparadas
para dichos cambios climáticos, el resultado sería el desaparecimiento de esa planta de
la región en cuestión.
De la misma manera, el rol de la variabilidad genética en la resistencia de las plantas,
y de los seres humanos a las enfermedades ha sido decisivo en la historia de la
humanidad.
La autora da tres ejemplos interesantes de la papa, el arroz y la mandioca que merecen
traerse a la discusión.
Papa: los irlandeses cultivaban sus papas - fuente primordial de alimento en el
invierno y base de su economía - utilizando una planta “mejor” que las otras, o sea,
todas las papas eran genéticamente iguales.
Cuando una enfermedad, causada por uno hongo, atacó las plantaciones de papa en
1845, los irlandeses perdieron toda la cosecha, y lo peor, no tenían cómo enfrentar la
situación plantando variedades de papa resistentes al hongo.
En un ambiente natural, la diversidad genética de las poblaciones haría con que
hubiera individuos resistentes que habrían de producir una nueva generación de plantas
resistentes a dicha enfermedad.
Este es el dilema constante en la agricultura: ¿una plantación uniforme con la “mejor”
planta, más productiva y con las características deseadas, aunque potencialmente
víctima de una enfermedad o una plaga devastadora, o la preservación de la variabilidad
genética con pérdidas en la producción de rutina?
Arroz: el arroz también ya ha sido víctima de la variabilidad genética en la búsqueda
de la “mejor” planta, más resistente, más productiva, etc.
Cuando el arroz híbrido asiático, usado en la agricultura mundial, fue acometido por
una enfermedad causada por un virus, toda la producción mundial de arroz estuvo en
riesgo. La salvación vino de algunas variedades salvajes de dicha especie, oriundas de
Filipinas, que tenían resistencia al virus.
Mandioca: finalmente, la mandioca, planta de origen amazónica, ha venido
sucesivamente perdiendo variabilidad genética.

© Juri-Dileyc

57

M. FIGUEIREDO – R&S VOL. 0 (2017), ISSUE 0 (55-71)

La mandioca se cultiva hoy en toda la región tropical y subtropical del planeta y
constituye la cultura básica de cerca de 500 millones de agricultores.
Sin embargo, la cultura masiva y mecanizada, al contrario de la tradicional, utiliza
pequeñas variedades para atender al mercado.
Se han perdido saberes de los pueblos indígenas de cómo cultivarlas, entre los más
jóvenes. Se sabe que entre las populaciones indígenas de la Amazonia, es grande el
número de variedades cultivadas, cerca de 50. Éstas, sin embargo no se fomentan. Pocas
se han privilegiado por motivos comerciales3.
Actualmente cerca de 1,5 millones de especies (formas de vida) existentes en el
planeta han sido descritas por la ciencia, siendo que muchas especies desaparecen
incluso antes de ser conocidas4.
Los niveles de pérdida de biodiversidad, derivada de la conversión de ambientes
naturales en ambientes dedicados a otras finalidades se han elevado y se estima que a
ese ritmo la situación será cada vez más preocupante (BENSUSAN, 2005).
Por otro lado, la biodiversidad está concentrada en pocos países del mundo. De los 12
países más ricos del mundo en diversidad biológica, nada menos que siete son países de
América Latina y seis son de América del Sur (MITTERMEIER & ROBLES, 1997)5.
El medio ambiente y la biodiversidad no existen como esferas desvinculadas de las
acciones y necesidades humanas, y como tal, de los elementos políticos, económicos y
culturales.
Es en el medio ambiente que vivimos todos, y del que obtenemos el alimento, la
vivienda y la vestimenta. El desarrollo, a su vez, es el proceso resultante de la acción
que todos realizamos al intentar mejorar las condiciones de nuestra sobrevivencia en el
lugar en que estamos.
Ambos están intrínsecamente unidos, son inseparables.
La biodiversidad ha adquirido cada vez más relevancia6, no solo en función del
importante papel que ejerce en el mantenimiento del equilibrio del medio ambiente,
generando valor ambiental, sino, principalmente, por representar rica fuente de recursos
naturales y genéticos y como consecuencia de estos últimos, también valor económico.
Siendo así, entendemos que el desarrollo sostenible únicamente será posible con la
adopción de un nuevo modelo socioeconómico mundial en el cual la naturaleza sea
entendida como un bien de interés público y de reflejos globales.
3

Brasil abriga 240 sociedades indígenas con cerca de 896.917 personas, 324.834 viven en ciudades y
572.083 en áreas rurales, 150 idiomas diferentes y dialectos. Se estima que existan aproximadamente 50
grupos indígenas aislados en el país (según www.pib.socioambiental.org - ingreso en octubre de 2016).
4
La pérdida acelerada de especies ha sido una constante en los últimos tiempos. Por otro lado la
existencia de las diversas especies garantiza una serie de servicios ambientales, como conservación de los
suelos, regulación del clima, polinización, control de plagas y enfermedades y ciclo de nutrientes.
5
Los seis países de América del Sur forman un único bloque: Brasil, Colombia, Perú, Bolivia, Ecuador y
Venezuela. Colombia, entre todos los países del mundo, es el campeón de la diversidad de vertebrados,
excluyendo peces. Respecto a éstos, es Brasil quien ocupa el primer lugar. Pero la riqueza de la
biodiversidad de América del Sur no se limita a vertebrados, y tiene paralelo en diversidad conocida de
invertebrados y plantas.
6
La Ley Federal nº 9.985/2000, establece el “Sistema Nacional de Unidades de Conservación” cuyo
objetivo es la conservación del medio ambiente y su biodiversidad, estableciendo mecanismos como: a)
unidades de conservación, b) unidades de protección integral; c) unidades de uso sostenible; d) estudio
previo de impacto ambiental (EPIA); y e) sanciones administrativas definidas en la Ley 8.078/90 y en la
Ley 9.605/98.
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Delante de las informaciones y lecciones arriba, hasta el momento podemos constatar:
a) la gran importancia de la biodiversidad, además de la especie humana para la
preservación de la vida en el planeta en todas las sus dimensiones. Nadie sabe cuántas
son las especies necesarias para la sobrevivencia de la vida humana en la tierra. Siendo
así, cuantas más especies tengamos y preservemos, mejor será.
b) hoy, sin duda, es grande el impacto de la población humana sobre la naturaleza,
proporcionando drástica pérdida de biodiversidad. Esta degradación preocupa a todos en
el mundo entero.
c) la importancia de la biodiversidad, por tanto, para el bienestar y la salud humana
solo ha ganado mayor destaque cuando el proceso de pérdida de la diversidad biológica
ha alertado sobre la necesidad de conservación y uso racional de los recursos vivos, con
protección del flujo de servicios de los ecosistemas naturales.
d) la fabricación de medicamentos y la productividad económica dependen de la
información genética que contienen las diferentes especies de micro-organismos,
plantas y animales, obtenidas, por ejemplo, con la transferencia de genes de especies
silvestres resistentes a enfermedades que sirven de alimento al hombre. O también de
técnicas de biotecnología para la cura de distintas enfermedades.
e) hay fuerte ligación por tanto, entre la medicina, la ciencia, la etnomedicina,
utilizada por los pueblos tradicionales de Brasil, y el uso técnico-científico y comercial
de la biodiversidad, hecha por la industria farmacéutica. Es preciso combatir la
biopiratería en este contexto.

3. LA DEFICIENTE PROTECCIÓN DE LA PROPIEDAD INTELECTUAL. LAS
PATENTES Y LA CONVENCIÓN SOBRE DIVERSIDAD BIOLÓGICA (CDB).
ALGUNOS EJEMPLOS LIGADOS A LA SOCIEDAD INDÍGENA
Como se sabe, el acceso a los recursos genéticos es un tema que ha evolucionado
mucho en los últimos diez años y que hoy abarca no solo recursos genéticos de
microrganismos y vegetales, sino también recursos genéticos animales e incluso de
seres humanos.
Lamentablemente, recién en el siglo XX el ser humano ha comenzado a preocuparse
más seriamente con los ecosistemas. A notar que éstos tardan millones de años para
recomponerse, lo que evidentemente coloca en riesgo la propia sobrevivencia de la
especie humana en la Tierra. Esta percepción es resultado de la constatación de que las
condiciones tecnológicas, industriales y económicas de la sociedad eran discrepantes
con la calidad de vida de la población.
La Convención sobre Diversidad Biológica (CDB)7, que entró en vigor en 1993, como
ya lo hemos comentado, tiene como objetivos “la conservación de la diversidad
biológica, el aprovechamiento sostenible de los recursos y la justa y equitativa
repartición de los beneficios derivados de la utilización de recursos genéticos”.
En efecto, son básicamente cuatro los objetivos de la Convención de Diversidad
Biológica: a) la conservación de la diversidad biológica; b) la utilización sostenible de
7

Ratificada por el Decreto-Legislativo nº 2/94 e internada por el Decreto Ejecutivo n. 2.519/98. Sobre el
tema, consúltese también la Medida Provisoria n. 2186-16/2001 y la Ley n. 11.105/2005 que establece el
régimen jurídico de la bioseguridad para ingeniería genética en Brasil. A su vez el Decreto 2.519, de
16/03/1998, es el responsable de promulgar la Convención sobre Diversidad Biológica (CDB), firmada en
Rio de Janeiro, el 5 de Julio de 1992.
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sus componentes; c) la repartición justa y equitativa de los beneficios derivados de la
utilización de los recursos genéticos, inclusive mediante el acceso adecuado a éstos; d)
la transferencia adecuada de las tecnologías pertinentes, teniendo en cuenta todos los
derechos sobre dichos recursos y tecnologías, y mediante financiación adecuada8.
Nos gustaría destacar las dificultades existentes en el sistema de patentes para
promover la repartición de beneficios entre usuarios comerciales de los recursos
genéticos y del conocimiento tradicional - sobre todo de las comunidades indígenas9.
La Constitución brasileña reconoce “a los indios su organización social, costumbres,
lenguas, creencias y tradiciones”, y corresponde al Estado garantizar “el pleno ejercicio
de los derechos culturales”, protegiendo, “las manifestaciones de las culturas populares,
indígenas” y otras (art. 215, § 1º, y 231 de la Constitución Federal, CF).
Ya sabemos que la degradación acelerada de la diversidad biológica, de manera
directamente proporcional a los avances tecnológicos, industriales y agrícolas, ha puesto
en alerta a toda la comunidad internacional y desencadenado fenómenos naturales de
grandes proporciones, y urge la búsqueda de deliberaciones atrás de respuestas que
hagan posible la interacción humana con menos daños al medio ambiente.
Es en este sentido que se inserta la participación de los pueblos indígenas y
comunidades tradicionales en la conservación de la diversidad biológica, a partir de los
conocimientos tradicionales y de la forma de manejo de dichos conocimientos con
respecto a los recursos de la biodiversidad. Imágenes de satélites comprueban que las
tierras ocupadas o utilizadas por las comunidades indígenas10 se encuentran en mejor
estado de conservación que las de propiedades privadas y de dominio gubernamental
(ABRANTES, 2010: 50).
No obstante las patentes debieran proteger los intereses de todas las partes
involucradas, ello no siempre sucede11. En el caso de las comunidades indígenas ocurre
8

Para la Declaración de Estocolmo sobre el Medio Ambiente Humano (1972), los recursos no renovables
deben ser compartidos por toda la humanidad, para tener, así, la naturaleza de patrimonio común de la
humanidad. Sin embargo, con el advenimiento de la CDB, se aclara que lo que pasa a ser “común a la
humanidad” - de acuerdo con el preámbulo de la Convención - no son los recursos biológicos y genéticos,
sino la preocupación con la conservación de la diversidad biológica.
9
Sobre el tema de la bioprospección, véase también las Directrices de Bonn de 2000, el Protocolo de
Nagoya de 2010 /2012, sobre el acceso a los recursos genéticos y la participación justa y equitativa de los
beneficios que deriven de su utilización.
10
Los derechos indígenas en Brasil son derechos colectivos y se pueden clasificar en derechos
territoriales, derechos a la diversidad étnico-cultural, derecho a la auto-organización y derecho a la
diferencia. Las tierras indígenas son bienes de la Unión, pero no son tierras públicas, ya que el poder
público no puede disponer de las mismas, tampoco son utilizadas como un bien de uso común por toda la
población del país, sino únicamente por los propios indios que lo hacen según sus usos, costumbres y
tradiciones, aunque sin tener la propiedad de la tierra. Con el objetivo de asegurar el derecho originario de
posesión permanente de los indígenas el dominio de la Unión produce una “propiedad vinculada y
reservada”. Así, “esas tierras son inajenables, indisponibles y el derecho que sobre ellas recae es
imprescriptible, no se sujetan a la prescripción así como a afectaciones de especie alguna” (art. 231,§ 4º,
de la CF). Véase también la Convención 169 de la OIT y el Decreto 5.051/2004 de su promulgación en
Brasil.
11
En tesis, al prever la exigencia de consentimiento previo fundamentado de los países originarios de los
recursos biológicos y genéticos, así como la repartición de los beneficios oriundos de las actividades de
bioprospección, la CDB procura mitigar los efectos del desequilibrio económico y político de los países
desarrollados con relación a los países em desarrollo. Cada país miembro debería, por medio de su
legislación, elaborar normas capaces de disciplinar el acceso y la justa repartición de los beneficios entre
los países proveedores de los recursos biológicos y genéticos y los destinatarios y utilizadores de dichos
recursos. Además, se debe tener en cuenta el consentimiento previo de los pueblos indígenas y
poblaciones tradicionales que ostentan dichos conocimientos.

© Juri-Dileyc

60

M. FIGUEIREDO – R&S VOL. 0 (2017), ISSUE 0 (55-71)

que ellas no gozan de los derechos de propiedad legal sobre su conocimiento valioso, o
potencialmente valioso.
Como destaca GEROSKI (1995), “las comunidades indígenas tienden a no gozar de los
derechos de propiedad legal sobre su conocimiento valioso o potencialmente valioso. Si
lo hicieran, seguramente ayudaría, pero el hecho de que no lo hagan es realmente
mucho más una cuestión de injusticia social que de ineficiencia económica.
Entendemos que existe también dificultad en determinar la naturaleza jurídica de los
conocimientos tradicionales (asociados) de los indígenas.
Otra posible razón para la falla en la justa repartición de beneficios es que las
empresas que utilizan material genético y conocimiento tradicional asociado prefieren
negociar con los gobiernos y mantener distancia de las comunidades indígenas”.
Del otro lado Graham DUTFIELD (2004) critica el sistema de patentes, considerándolo
inútil para promover una repartición justa y equitativa de los beneficios.
Afirma que tanto en Europa como en Norteamérica, regiones que tienen más
experiencia en patentar sustancias aparentemente naturales, nunca ha habido cualquier
tipo de exclusión de invenciones con el argumento de que al no ser 100% hechas por el
hombre, no podrían ser invenciones12.
Recuerda que aunque se presumiera, en general, que cosas vivas no podrían ser
patentadas, ocasionalmente algunos países concedían patentes a plantas y microorganismos.
Únicamente a partir de los años 70 la protección conferida por las patentes se fue
ampliando, no sólo a los productos de micro-organismos, sino también a las plantas y
los animales, hasta llegar al DNA en 1980.
Incluso es posible obtener patente de una sustancia natural, simplemente por ser el
primero a descubrirla en el lenguaje de la bioquímica.
El Consejo de África del Sur para la Investigación Industrial y Científica (CPIC) ha
patentado en distintos países ciertos compuestos encontrados en una planta llamada
hoodia, utilizados tradicionalmente como supresores del apetito por ciertos grupos de
aborígenes sudafricanos, conocidos como XHOMANI.
El CPIC tiene gran esperanza de que la planta constituya la base del tratamiento anti
obesidad exitoso, y que será la primera droga fantástica de África. Pero el uso
pretendido para la planta difícilmente sería considerado reciente por los grupos de
aborígenes sudafricanos (Bushmen), que absolutamente no son mencionados en la
patente (DUTFIELD, 2004: 69).
La conocida patente del uso del polvo de raíz de azafrán para cicatrizar heridas
concedida al centro médico de la Universidad de Misisipi, también ha causado polémica
y revuelta en India. Y ello porque el uso del azafrán era parte del conocimiento común
en aquel país. Sin embargo, la agencia de gobierno de India que impugnó la patente no
solo tenía que persuadir a la oficina de marcas y patentes de EUA de que ello fuera
verdad. Precisaba conseguir documentación publicada para revocar la patente.
Por fin afirma Graham DUTFIELD:
12

Recuerda que la adrenalina fue patentada en 1903, y la insulina en 1923. La empresa Merck obtuvo
patentes de dos productos extraídos de un micro-organismo llamado Streptomyces griseus: el antibiótico
estreptomicina y la vitamina B12 en 1948 y en 1951.
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“Un extracto o mezcla de extractos de planta o animal, de que un grupo indígena
conoce una característica benéfica, no puede ser patentado por no ser una novedad.
Sin embargo, la hazaña de ser el primero en explicar la eficacia del extracto por
medio de algunos ensayos, en describir el modo de acción en el lenguaje de la
Química, o aún en simplemente hacer una modesta modificación en la mezcla,
parece suficiente, en algunas jurisdicciones, para merecer el premio de una patente.
Es común que dichas patentes no hagan ninguna referencia al conocimiento
tradicional relevante (por ejemplo, la patente de la hoodia) o simplemente lo
mencionen superficialmente como si fuera de poca importancia (por ejemplo, la
patente del azafrán).
En estas circunstancias, realmente no nos sorprende que los grupos indígenas
consideren al sistema de patentes explotador y predatorio. Y ésta también no es la
situación ideal para la industria. Patentes de este tipo dificultan mucho el desarrollo
de relaciones de confianza entre los grupos indígenas, los investigadores y las
empresas, relaciones que podrían beneficiar a todas las partes” (DUTFIELD, 2004: 77).
En Brasil son conocidos los productos de la biodiversidad amazónica que han sido
patentados por multinacionales extranjeras. Entre ellos, el curare, el jaborandi, la
andiroba, la jararaca, el cupuaçu, el açaí, y la copaíba. Veamos algunos.
El jaborandi (Bilocarpus jaborandi) contiene en sus hojas la pilocarpina, muy
utilizada en el tratamiento del glaucoma. Era utilizado por las comunidades amazónicas
que conocían sus propiedades medicinales. La pilocarpina fue patentada por la
farmacéutica y química alemana Merck, obligando a las comunidades tradicionales que ya hacía mucho tiempo sabían sobre las propiedades medicinales del jaborandi - a
pagar los royalties por la compra del medicamento.
La andiroba (Carapa guianensis), cuyas semillas producen un aceite amarillo, era
utilizada por indios y caboclos como repelente natural contra insectos, contra la fiebre,
tratamiento de “bicho-de-pé” (tunga penetrans) y como cicatrizante. En 1990, la
empresa francesa Rocher Ives Vegetable patentó el extracto de andiroba, alcanzando,
así, cualquier aplicación farmacéutica o cosmética del producto.
La jararaca (Bothrops jararaca) contiene en su veneno un principio activo capaz de
combatir la hipertensión. Fue el investigador brasileño Sergio Ferreira que en 1963
descubrió esa propiedad del veneno de la jararaca, y publicó un artículo sobre su
descubrimiento. Sin embargo, fue el laboratorio norteamericano Bristol Myers Squibb
que patentó la sustancia en el medicamento Captopril, utilizado para el tratamiento de
hipertensión, insuficiencia cardíaca congestiva, infarto del miocardio y enfermedad
renal de los diabéticos.
El cupuaçu (Theobroma grandiflorum) es de la misma familia del cacao, y su fruta
siempre ha estado muy presente en la cultura amazónica, siendo fuente primaria de
alimento de las poblaciones indígenas y animales de la Región. Su pulpa es muy
cremosa por eso se utiliza en la culinaria local, en la fabricación de dulces, jugos,
helados, jaleas y tortas.
A causa de su semejanza con el cacao, las semillas de la fruta pueden utilizarse en la
confección de un tipo de chocolate, el “cupulate”.
Una empresa japonesa de Kyoto, la Asahi Foods Co. Ltda., patentó el cupuaçu para la
fabricación del “cupulate”. Sin embargo, la patente, después de ser contestada, fue
revertida por faltarle el requisito de la novedad, puesto que la EMBRAPA (Empresa
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Brasileira de Pesquisas Agropecuarias) ya había patentado el producto en Brasil en
1990.
El açaí (Euterpe precatoria) es una especie de palmera amazónica, cuya pulpa de los
frutos contiene alto valor energético y nutritivo, utilizándose en la fabricación de dulces,
jugos, licores y del sabroso “vino de açaí”. Numerosas marcas usan el nombre “açaí”
para comercializar sus productos. En marzo de 2001, el nombre açaí se convirtió en
marca registrada en la Unión Europea y en 2001, en EE.UU., como “Açaí”.
Por fin la copaíba (Copaifera multijuga) es un árbol de cuyo tronco se extrae un aceite
transparente, muy utilizado como anti-inflamatorio, en el tratamiento de la caspa, de
enfermedades de la piel, úlcera de estómago, bronquitis e incluso como cancerígeno. En
el mercado internacional, de 1993 a 1999, tres patentes del producto (una en Francia y
otras dos en Estados Unidos) fueron registradas por el laboratorio Techico-Flor S.A.,
para la producción de alimentos, cosméticos y otros (BOSQUÊ, 2012: 92).
Queda claro que esta realidad de explotación desreglada, compromete no solo la
soberanía de los Estados delante de sus recursos biológicos y genéticos sino que
comprime el derecho de propiedad de los pueblos indígenas y de las comunidades
locales sobre sus conocimientos tradicionales.
Como bien analiza Alessandra Figueiredo dos Santos BOSQUÊ:
“A preservação da biodiversidade Amazônica é importante porque a floresta contém
riquezas inestimáveis e, em sua grande maioria, ainda inexploradas. Contudo, sua
preservação pura e simples (no sentido de sua intocabilidade) não basta. Preservar a
floresta sem usufruir dela toda a riqueza que oferece é o mesmo que ter um imenso
tesouro sem poder dele dispor. Preservar e, ao mesmo tempo, investir em ciência e
tecnologia é a maneira mais segura de dificultar a espoliação de nossa biodiversidade
e garantir o verdadeiro desenvolvimento econômico sustentável”.
“La preservación de la biodiversidad Amazónica es importante porque la floresta
contiene riquezas inestimables, y en su gran mayoría aún inexplotadas. Sin embargo,
su preservación pura y simple (en el sentido de su intocabilidad) no basta. Preservar
la floresta sin de ella disfrutar toda la riqueza que ofrece es lo mismo que tener un
inmenso tesoro sin poder disponer del mismo. Preservar y al mismo tiempo, invertir
en ciencia y tecnología, es la manera más segura de dificultar la espoliación de
nuestra biodiversidad y garantizar el verdadero desarrollo económico sostenible”
(BOSQUÊ, 2012: 95).
Finalmente nótese que tras la Convención sobre la Diversidad Biológica, en la ciudad
de Bonn, en Alemania, sucedió el COP (“One Nature - One World - One Future”). En
esta conferencia participaron más de 4000 representantes de los Estados-Partes y de
Gobiernos, agencias de las Naciones Unidas, agencias intergubernamentales,
representantes de comunidades indígenas y locales, universidades y otros sectores.
La COP adoptó 36 (treinta y seis) resoluciones relativas a los diversos temas de la
Conferencia. Es evidente la tentativa de “enforcement” a las disposiciones de la
Convención. Con ese propósito, se adoptaron numerosas medidas de monitoreo, planes
de acción concretos, mecanismos de participación, indicadores de evaluación del
progreso de las reglas previstas en la Convención13.
La conclusión parcial a que se puede llegar hasta aquí, en este aspecto, es la de que el
sistema creado sobre la organización de la Convención de Diversidad Biológica es
13

Véase www.cbd.int/decisions/cop/.
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innovador, bien intencionado. Hasta el momento, es preciso reconocer, sin embargo,
que ha surtido pocos efectos en el campo de su eficacia. Parece que los Estados todavía
están apegados a un discurso y una práctica de defensa fuerte del concepto de soberanía
en un mundo cada vez más globalizado en cuestiones sensibles que afectan a todos
como es el caso del medio ambiente que no respeta fronteras.
Por otro lado, en lo que se refiere a los derechos de los pueblos indígenas y
comunidades locales, los Estados aún temen lidiar con sus derechos territoriales en las
tierras que han ocupado desde hace siglos.
Por fin, el régimen internacional de protección a los conocimientos tradicionales en lo
que concierne al acceso y repartición de beneficios por las mismas razones no camina
de manera satisfactoria.
En definitiva, los Estados no quieren sufrir perjuicios o, si quisiéramos, no quieren
disminuir su influencia también en ese campo. No desean disminuir sus ganancias
provenientes, lamentablemente, es preciso decir, de la biopiratería y de la etnopiratería
de los recursos genéticos y de los conocimientos tradicionales (sobre la materia,
consúltese BELFORT, 2006).

4. LA BIODIVERSIDAD AMAZÓNICA Y LA BIOPIRATERÍA
Brasil aparentemente permanece como líder en cuestión de biodiversidad, reuniendo
entre el 10% al 20% de toda la vida natural del planeta.
Además, cuatro de los biomas más ricos del planeta están en su territorio: la Mata
Atlántica, el Cerrado, la Amazonia y el Pantanal.
Se estima que haya en Brasil cerca de dos millones de especies de plantas, animales y
micro-organismos. En ningún lugar del mundo existen más especies de animales y de
plantas que en Amazonia, tanto en términos de especies habitando la región como un
todo, como coexistiendo en un mismo punto.
Amazonia concentra:
•
•
•
•
•
•
•
•

700 millones de hectáreas (más de la mitad en territorio brasileño);
40 mil especies de vegetales, muchas de las plantas endémicas, raras;
3.000 especies de peces;
1200 especies de pájaros;
427 especies de mamíferos;
428 especies de anfibios;
378 especies de reptiles;
De 10 a 15 millones de insectos14.

Las abundantes reservas minerales de la región hacen crecer la codicia internacional,
la industria y el capital buscan explotar la biodiversidad de la región como se sabe.
Además, la biodiversidad amazónica representa el más grade repositorio de genes en
el mundo a disposición de la ingeniería genética y de la biotecnología, que a pesar de
todo avance científico, no consigue crear genes, sino apenas modificar los existentes.
Finalmente tenemos el interés por las comunidades indígenas que ya hemos relatado
en este trabajo anteriormente. Todos desean absorber ese conocimiento, pero no siempre
remunerarlo y tratarlo con dignidad.
14

Vide www.conservation.org/sites/celb/documents/brazil_5ffactsheet.pdf.
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La llamada bioprospección es el proceso de evaluación, extracción y utilización de la
biodiversidad y del conocimiento tradicional para obtención de recursos genéticos y
bioquímicos comercialmente rentables.
La biodiversidad y la diversidad cultural deben ser tratadas y conservadas
mutuamente. Como muy bien resalta Fernanda Bianco de Lucena COSTA, la
bioprospección realizada dentro de parámetros legales bien establecidos, además de
contribuir al desarrollo de la capacidad científica y tecnológica, favorece también la
preservación de la propia biodiversidad.
Sin embargo, el abuso de esta práctica deja vulnerable el patrimonio genético para la
biopiratería, consustanciada en la explotación predatoria, indebida o clandestina de la
diversidad biológica y de los conocimientos tradicionales (COSTA, 2010: 106).
Incluso, desde o siglo XV las cartas de privilegios papales eran concedidas a
explotadores para que pudieran apropiarse de las tierras descubiertas o aún por
descubrir, así como de especierías, metales preciosos y todo lo demás que encontrasen
de valor en esas tierras, “transformando, así, actos de piratería en voluntad divina”
(SHIVA, 2001).
La historia de las luchas coloniales ha sido la historia de la usurpación de las riquezas
biológicas nativas en beneficio del colonizador.
Jeremy RIFKIN (1999) anota que las grandes expediciones explotadoras al Novo
Mundo eran volcadas tanto a la tarea de encontrar nuevas fronteras biológicas de
alimentos, fibras, pigmentos y medicamentos, como a la de encontrar oro, plata y otros
metales preciosos.
El término “biopiratería” fue utilizado por primera vez, con su sentido actual, en 1993
en un documento elaborado por la Rural Advancement Foundation International, ONG
RAFI, actualmente denominada ETC Group15, que así define la biopiratería:
“La biopiratería se refiere a la apropiación de conocimiento y recursos genéticos de
comunidades de agricultores e indígenas por individuos o instituciones que buscan el
control exclusivo del monopolio (patentes y propiedad intelectual) sobre estos
recursos y conocimientos. ETC Group cree que la propiedad intelectual es predatoria
sobre los derechos y conocimientos de comunidades rurales y pueblos indígenas”.
La biopiratería16 o biocolonialismo es el uso de patrimonio genético de un país por
empresas, en general, multinacionales para atender a fines industriales, explotando,
indebidamente y clandestinamente, su fauna y su flora, sin efectuar ningún pago por esa
materia prima (DINIZ, 2009).
Una de las grandes dudas que plantea el tema dice respecto a la posibilidad de patentar
los organismos genéticamente modificados17, dada la omisión de la ley de bioseguridad
que genéricamente prohíbe patentar tecnologías genéticas de restricción de uso, así
como de cualquier forma de manipulación genética cuya finalidad sea la activación o
desactivación de genes relacionados a la fertilidad de las plantas por inductores

15

www.etcgroup.org/en/isues/biopiracy.
En Perú véase la Ley 28.216/2004 que se ocupa del tema.
17
Sobre la legislación de los transgénicos en el plano nacional brasileño véase: la Ley 6.938/91, la Ley
7.802/89, la Ley 8.078/90, la Ley 10.668/03 y la Ley 11.105/05. En el plano internacional véase el
Protocolo de Cartagena sobre Bioseguridad de la Convención de la Diversidad Biológica aprobado en el
año 2000, especialmente su artículo 12.
16
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químicos externos, a la luz del artículo 6º, párrafo único (sobre el tema, véase también
AGUILERA, 2013: 199).
Ya la biotecnología e incluso la bionanotecnología18 suponen un universo de riesgos y
peligros, inseguridad e incertezas, siendo así un campo fértil para la investigación y para
la concesión de patentes.
La biopiratería, según Alessandra Rapasi Mascarenhas PRADO (2010), es considerada
la tercera actividad ilegal más lucrativa del mundo, quedando atrás apenas del tráfico de
drogas y armas. Además, anualmente Brasil llega a perder más de US$ 3.000 millones
con la biopiratería.
Se sabe que numerosas plantas, en Brasil, sobre todo amazónicas tienen propiedades
especiales que permiten su uso en el tratamiento y cura de una serie de molestias, y por
este motivo se ha registrado amplia utilización de dichas sustancias en la industria
farmacéutica.
Muchos de los descubrimientos sobre los principios activos de estas plantas se deben
acreditar a las poblaciones tradicionales, que hace miles de generaciones ya hacían uso
de estas plantas.
Sin embargo, FONSECA alerta que:
“para que esses compostos sejam realmente transformados em remédios
devidamente incluídos no elenco de medicamentos comercializados no mundo todo,
ainda vai ser necessário o uso de muita ciência, de muita experimentação e de muita
tecnología”.
“para que estos compuestos se transformen realmente en remedios debidamente
incluidos en el elenco de medicamentos comercializados en todo el mundo, será
necesario todavía contar con mucha ciencia, mucha experimentación y mucha
tecnología” (OSORIO José de Menezes, apud BOSQUÊ, 2012: 93).
La producción y la comercialización de varios medicamentos a base de productos
extraídos de la floresta amazónica duran en promedio de ocho a quince años. Los costos
de dicho proceso pueden resultar entre 350 y mil millones de dólares, ya que ahí se
deben incluir los gastos con instituciones de investigación, universidades y ensayos
experimentales.
Alfredo Kingo OYAMA HOMMA (apud BOSQUÊ, 2012: 94) explica:
“A grande questão é que, após serem patenteados por instituições internacionais,
esses medicamentos implicam necessário pagamento de royalties à entidade
detentora da patente por qualquer que queira ter acesso ao produto. Enríquez afirma
que, na maioria dos casos, é praticamente impossível descobrir a origem do
componente utilizado no produto, já que, normalmente, constitui tarefa fácil a
ocultação de fórmulas e produtos medicinais. Tendo sido a patente do produto
registrada no exterior, fica ainda mais difícil conseguir a sua reversão, a não ser que
seja tipicamente nacional o nome registrado do produto. Ainda assim, há uma série
de variáveis que podem fazer com que um produto seja destinado a terceiros com
prejuízo completo ao Brasil”.
18

Es la ciencia que utiliza la creación y manipulación de las propiedades físicas, químicas y biológicas de
partículas en escala nano (mil millonésima parte del metro). Varias áreas están interconectadas en el
centro de su utilización: electrónica molecular, química supramolecular, equipos nanométricos, sistemas
inmunológicos artificiales, computación, física cuántica, semiconductores, entre otros.
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“La gran cuestión es que, después de ser patentados por instituciones
internacionales, estos medicamentos conllevan el pago obligatorio de royalties a la
entidad que posee la patente por quien quiera tener acceso al producto. Enríquez
afirma que, en la mayoría de los casos, es prácticamente imposible descubrir el
origen del componente utilizado en el producto, ya que, normalmente, es muy fácil la
tarea de ocultar fórmulas y productos medicinales. Si la patente del producto ha sido
registrada en el extranjero, será todavía más difícil lograr su reversión, a menos que
sea típicamente nacional el nombre registrado del producto. Aun así, hay una serie de
variables que pueden hacer con que un producto se destine a terceros en total
perjuicio a Brasil”.

5. LA LIBERTAD DE INVESTIGACIÓN Y EL MEDIO AMBIENTE
Finalmente, en un panel dedicado al medio ambiente y la investigación es útil intentar
relacionar estos dos temas, ver cuáles son las conexiones existentes entre ellos.
La comunidad internacional es consciente de que la libertad de investigación es un
derecho con límites. Se afirma, con razón, que no hay derechos absolutos. Aquí también
debe prevalecer la máxima.
Ya en lo que concierne a la investigación, se sabe también que hay que dar atención a
la responsabilidad19. Los descubrimientos científicos y todo el trabajo de investigación
se deben realizar con responsabilidad y ética. Es el campo de la bioética20.
Si buscamos la vertiente de la libertad de expresión podríamos remontarnos a la
Declaración de los Derechos de Virginia, de 1776, que en su artículo 14 ya comprendía
no sólo la prensa, sino también la investigación.
Posteriormente recordamos la Declaración de los Derechos del Hombre y del
Ciudadano de 1789 que en su artículo 11 también aludía a la libre comunicación de
ideas, opiniones, etc.
Con respecto a la protección de las innovaciones podemos citar también la
Convención de la Unión de París para la Protección de la Propiedad Industrial, de 1883
con revisión en 1967.
En el ámbito de la ONU, recordar los artículos XIX, XXVII (1) y (2) de la
Declaración Universal de los Derechos Humanos y el “derecho al proceso y producción
científica”. Y el Pacto Internacional sobre los Derechos Civiles y Políticos (artículo 19
19

El conocido Informe Belmont publicado en 1978 sirvió como base para el reconocimiento de varios
principios y orientaciones concernientes al respeto a las personas. Cuando hablamos de bioética y
comportamiento en la investigación involucrando temas vinculados a la persona debemos contemplar el
principio de respeto a las personas (autonomía) o de beneficencia, justicia y no maleficencia: a) el respeto
a la persona presupone tratar a todos los individuos como personas autónomas y proteger a las personas
cuya autonomía se encuentre disminuida; b) el principio de la beneficencia, tratar éticamente a alguien
significa respetar sus decisiones, evitar causarle daños o prejuicios y asegurar su bienestar; c) el principio
de la justicia tiene varias dimensiones, igualdad de trato y con relación al Estado, justa distribución de
presupuesto para la salud, para la investigación, ventajas esenciales para los sujetos involucrados en la
investigación y un mínimo de encargos a los otros individuos; d) el principio de la beneficencia involucra
la ponderación por parte del profesional de los riesgos y beneficios, actuales y potenciales, individuales y
colectivos con el propósito de evitar sufrimientos innecesarios al paciente (vide HOGEMANN, 2013: 59).
20
En el ámbito de la ética de la vida, y en particular, en la relación médico-paciente o investigador-sujeto
en experiencia, la toma de decisiones frente a una situación clínica crítica dependerá de los valores
morales que traigan los sujetos de esta relación y dentro del pluralismo ético puedan no coincidir. Así
también las situaciones nuevas que se revelan con los progresivos avances en el campo de la biogenética
pueden colocar en jaque valores morales admitidos hasta entonces como inmutables.
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(1) y (2) y el Pacto Internacional de los Derechos Económicos, Sociales y Culturales,
artículo 15 (1), (2), (3), alusivos a la participación de los individuos en los beneficios
alcanzados por la ciencia.
Se calcula que hoy por lo menos 37 (treinta y siete) Estados incluyen en sus
Constituciones normas relativas a principios bioéticos y al derecho genético21. Claro
que al tener la materia mínimamente regulada en sus constituciones ya nos da la
dimensión de la importancia del tema.
La Declaración de Helsinki, de la Asociación Médica Mundial, acogida en 196422 y
revista en 2000, establece principios éticos en las Investigaciones en seres humanos.
Hay que resaltar su punto 12, que proclama que “se deben adoptar cuidados adecuados
en la conducta de la investigación que pueda afectar el medio ambiente, así como debe
respetarse el bienestar de animales usados para la investigación”.
Recuérdese también que el Convenio para la protección de los derechos humanos y la
dignidad del ser humano con respecto a las aplicaciones de la Biología y la Medicina,
hecho en Oviedo (España), el 4 de Abril de 1997, y la Declaración Universal sobre
Bioética y Derechos Humanos, aprobada por la UNESCO, el 19 de Octubre de 2005
que reconoce en su artículo 3.2. esa misma idea: “los intereses y el bienestar de la
persona deberían tener prioridad con respecto al interés exclusivo de la ciencia o la
sociedad”.
Como documentos internacionales importantes hay que mencionar igualmente la
Convención Americana de Derechos Humanos (Pacto de San José de Costa Rica),
artículo 13, la Convención relativa a la Protección del Patrimonio Mundial, Cultural y
Natural de París (artículo 5), el Informe Belmont de 1979, la Declaración sobre el
Derecho al Desarrollo de 1986 (artículo 2) y la CDB que ya hemos visto aquí.
Por fin la Agenda 21 en sus artículos 31, 35 también se ocupa de la ciencia para el
desarrollo sostenible.
En el ámbito doméstico, la expresión de la actividad científica está presente en la
Constitución en varias dimensiones. En la dimensión negativa, se consagra el derecho a
que el Estado o particulares no impidan el trabajo, la investigación de los individuos. Ya
en la dimensión positiva, la libertad científica es un derecho fundamental (artículo 5º,
incisos IX, XIII, 206, II, 207, 214, 218, 225 de la CF).
21

Suiza ha sido la precursora en esta materia. Recuérdese que también la Carta de los Derechos
Fundamentales de la Unión Europea de 2000, resalta la protección especial que la persona en el campo de
la medicina y en las Investigaciones deben respetar el consentimiento libre e informado, la prohibición de
la eugenesia, la prohibición de la comercialización del cuerpo humano, la prohibición del clonaje
reproductivo o sexual, así como la prohibición de discriminación genética.
22
La Declaración de Helsinki, revista en Tokio en 1975, trajo tres avances significativos: primero,
establece que en la contabilización de los riesgos, los intereses del individuo deben prevalecer sobre los
intereses de la ciencia, e incluso sobre los de la sociedad. Segundo, define que el principio de la
obligatoriedad del consentimiento informado necesariamente debe conducir a los responsables del
experimento a hacer una apreciación diferenciada de los individuos que se encuentran en situaciones
específicas de dependencia e incapacidad. Tercero, establece la obligatoriedad de someter todo protocolo
de investigación a una comisión de ética independiente y definir las garantías específicas que se deben
observar en los casos de ensayos sin beneficios terapéuticos directos. Finalmente, establece que la noconformidad con eses principios éticos debería impedir la publicación de los resultados de la
investigación. La Declaración de Manila, de 1981, elaborada por la Organización Mundial de la Salud y
por el Consejo de las Organizaciones Internacionales de las Ciencias Médicas, haría una importante
indicación en la relación ciencia-ética: no es posible establecer una clara demarcación entre apreciación
ética, pues una experiencia con seres humanos que no tenga valor científico es contraria a la ética.
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La libertad de investigación debe permitir a sus titulares, desde la perspectiva de la
libertad en sí: a) la elección del objeto de la investigación; b) el libre intercambio de
información con sus pares, sea nacional o internacionalmente; c) la participación en
eventos científicos nacionales y extranjeros; d) la divulgación de sus descubrimientos
por cualesquiera medios de comunicación; e) no ser objeto de censura de cualquier
especie en la publicación del resultado de sus descubrimientos; f) no sufrir
impedimentos en el desarrollo de su trabajo de investigación; g) la realización de
experimentos de campo, con ensayos aplicados en el medio ambiente, en animales y
seres humanos; h) aplicar los resultados obtenidos por medio de la investigación,
directamente o a través de su empleador, según el tipo de actividad, garantizada su
participación financiera; i) no sufrir coacción, sea moral, financiera o de cualquier clase,
en el desarrollo de estudios que vayan contra sus convicciones personales (CEOLIN,
2012: 147).
Por fin, nos gustaría dedicar una palabra sobre el mito de la investigación en la
opinión pública. Se cree o se divulga la versión simplista según la cual, cuantas más
investigaciones, se hagan, mejor será para la prosperidad económica y para el bienestar
social.
Al contrario de lo que dicen los gobiernos en general, no hay forzosamente una
correlación positiva de los avances de la investigación científica y tecnológica con, por
ejemplo, la posición de determinado país en términos de indicadores de desarrollo
humano, social y ambiental.
¿Quiénes son los principales grupos sociales que presionan por más presupuesto
destinado a la ciencia y la tecnología? En general, son las grandes empresas que
vislumbran la posibilidad de gordas ganancias en la introducción de bienes y servicios;
las cúpulas de las fuerzas armadas, que sueñan con la hegemonía militar, aunque sea
regional, y las corporaciones científicas y tecnológicas identificadas con ellas.
Por eso, el progreso y la investigación científica y tecnológica deben, a nuestro juicio,
ser “libres” en principio, pero orientados por la ética y por el interés público y
financiados preferencialmente por el Estado.
Todo y cualquier proyecto de infraestructura, obras públicas, carreteras, ferrovías, así
como las Investigaciones científicas actuales y la tecnología deberían obligatoriamente
respetar las condiciones ambientales y los impactos sociales sobre la salud, la educación
y el empleo, todo con transparencia y debate social.
Se debe evitar la cooptación de los representantes populares, de los políticos por las
grandes corporaciones financiadoras de esos proyectos a cambio de una contrapartida
posterior en obras y servicios.
La participación de la población en consejos, audiencias públicas por un lado, y la
contratación de equipos técnicos independientes por el otro, pueden mejorar el nivel de
“accontability” de dichos proyectos y su responsabilidad social, también en la búsqueda
de la ciencia y de la tecnología.
Todas las nuevas tecnologías que tengan impacto en la salud deberían ser
criteriosamente comprobadas, evaluadas por el Estado antes de recibir aprobación para
el consumo y desfrute humano.
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6. SÍNTESIS CONCLUSIVA
Es el momento de aportar las síntesis conclusivas abajo articuladas.
1) Según el informe de las Naciones Unidas, Latinoamérica es actualmente una
superpotencia agropecuaria y puede también ser una superpotencia en el campo de los
servicios de biodiversidad, carbono y agua dulce.
2) Es sostenible el desarrollo tal que permita satisfacer nuestras necesidades actuales
sin comprometer la capacidad de las generaciones futuras de satisfacer las suyas.
3) La Convención de la Biodiversidad busca esencialmente la compatibilización entre
la protección del patrimonio biológico y el desarrollo social y económico.
4) Se ha notado también que se han perdido saberes de los pueblos indígenas de cómo
cultivarlas en los más jóvenes.
5) La biodiversidad está concentrada en pocos países del mundo. De los 12 países más
ricos del mundo en diversidad biológica, nada menos que siete son países de América
Latina y seis son de América del Sur
6) Entendemos que el desarrollo sostenible únicamente será posible con la adopción
de un nuevo modelo socioeconómico mundial en el cual la naturaleza sea entendida
como un bien de interés público y de reflejos globales.
7) Hay numerosas dificultades en el sistema de patentes para promover la repartición
de beneficios entre usuarios comerciales de los recursos genéticos y del conocimiento
tradicional - sobre todo de las comunidades indígenas.
8) Las patentes deberían proteger los intereses de todas las partes involucradas, pero
ello no siempre sucede. En el caso de las comunidades indígenas sucede que ellas no
gozan de los derechos de propiedad legal sobre su conocimiento valioso, o
potencialmente valioso.
9) En Brasil son conocidos los productos de la biodiversidad amazónica que han sido
patentados por multinacionales extranjeras. Entre ellos, el curare, el jaborandi, la
andiroba, la jararaca, el cupuaçu, el açaí, y la copaíba.
10) La biodiversidad amazónica representa mayor repositorio de genes en el mundo a
disposición de la ingeniería genética y de la biotecnología, que a pesar de todo el avance
científico, no consigue crear genes, sino tan solo modificar los existentes.
11) La biopiratería o biocolonialismo es el uso del patrimonio genético de un país por
empresas, por lo general, multinacionales para atender a los fines industriales,
explotando, indebidamente y clandestinamente, su fauna y su flora, sin efectuar pago
alguno por esa materia prima.
12) Al contrario de lo que dicen los gobiernos en general, no hay forzosamente una
correlación positiva de los avances de la investigación científica y tecnológica como por
ejemplo, la posición de determinado país en términos de indicadores de desarrollo
humano, social y ambiental.
Por ello, el progreso y la investigación científica y tecnológica deben ser, a nuestro
juicio, “libres” en principio, pero orientados por la ética y por el interés público, y
financiados preferentemente por el Estado.
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LA RESPONSABILIDAD DEL INVESTIGADOR EN LA UNIÓN
EUROPEA
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ARTICLE INFO
ABSTRACT
Partiremos del concepto de investigación, para poder pasar a analizar posteriormente
la figura del investigador. Hay diversas definiciones, atendiendo a distintos criterios;
nosotros emplearemos la más básica: actividad desarrollada por el ser humano con la
finalidad de ampliar su campo de conocimientos y dar solución a interrogantes técnicos
o científicos.
La Unión Europea ha proporcionado diversas definiciones de “investigación” pero,
además, ha establecido los ámbitos a los que afecta esta actividad, que son de mayor
relevancia que la mera definición conceptual. Así, la investigación y la innovación en el
ámbito europeo constituyen la garantía de un buen sitio para vivir y trabajar, es decir,
desarrollan la política económica mediante la creación de empleo e impulsan la
competitividad y el crecimiento personal de cada individuo.
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INTRODUCCIÓN E HISTORIA
Partiremos del concepto de investigación, para poder pasar a analizar posteriormente
la figura del investigador. Hay diversas definiciones, atendiendo a distintos criterios;
nosotros emplearemos la más básica: actividad desarrollada por el ser humano con la
finalidad de ampliar su campo de conocimientos y dar solución a interrogantes técnicos
o científicos.
La Unión Europea ha proporcionado diversas definiciones de “investigación” pero,
además, ha establecido los ámbitos a los que afecta esta actividad, que son de mayor
relevancia que la mera definición conceptual. Así, la investigación y la innovación en el
ámbito europeo constituyen la garantía de un buen sitio para vivir y trabajar, es decir,
desarrollan la política económica mediante la creación de empleo e impulsan la
competitividad y el crecimiento personal de cada individuo.
Si bien es cierto que la generación de una política comunitaria de innovación ha estado
siempre presente durante la creación de la Comunidad Europea (incluso desde la firma
de los Tratados CECA y CEEA, también denominado éste último, como es sabido,
EURATOM, que incluyen disposiciones sobre investigación), no ha sido hasta la
década de los años 90 cuando ha adquirido una mayor importancia. Con el fin de
respetar lo establecido en el art. 179 TFUE2, el objetivo principal de la actuación de la
1

Catedrático de Derecho Administrativo y Catedrático Jean Monnet “Ad Personam” de Derecho
Comunitario. Presidente del Instituto Eurolatinoamericano de Estudios para la Integración. Universidad
de Alcalá de Henares (Madrid).
2 “La Unión tendrá por objetivo fortalecer sus bases científicas y tecnológicas, mediante la realización
de un espacio europeo de investigación en el que los investigadores, los conocimientos científicos y las
tecnologías circulen libremente, y favorecer el desarrollo de su competitividad […]”.
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Unión Europea en el ámbito de la Investigación va en la línea de fortalecer tanto el
desarrollo tecnológico como favorecer la competitividad internacional de los proyectos
europeos. La pregunta que nos surge al analizar el citado artículo es si “favorecer la
investigación” es una posibilidad que la Unión Europea debe tener en cuenta o una
obligación que ha de cumplir. Entendemos que, si bien la investigación no es, al menos
inicialmente, una potestad que los Estados soberanos puedan ceder a la Comunidad
Europea como lo son las finanzas, la economía, la protección del medio ambiente, etc.,
y tampoco se trata de una política en el sentido literal de la palabra; el texto del TFUE
nos hace entender que se trata, más bien, de un deber, de una obligación, que
corresponde a la Unión impulsar y que abarca a la investigación en su conjunto, es
decir, en todos los ámbitos. Lo que no se expresa son los medios y las medidas que debe
observar la Unión para la consecución de dicho fin.
Para conseguir que Europa esté entre las potencias investigadoras, es necesario que se
establezcan unas redes que funcionen a pleno rendimiento, así como mecanismos de
coordinación con el fin de integrar la investigación a nivel nacional con la investigación
a nivel comunitario. Esto se ha conseguido mediante la creación del Espacio Europeo de
Investigación (EEI), ya previsto en la redacción del artículo mencionado anteriormente.
El acuerdo de creación del EEI fue en el año 2000 (aunque desde los años 70 era un
proyecto que se tenía en mente, hasta ese momento no se materializó), actualmente se
hace referencia a él en el TFUE en el art. 189.1, cuando se establece que la Unión “[…]
elaborará una política espacial europea” y en el art. 182.5 al reconocerse el deber del
Parlamento y el Consejo de establecer “[…]las medidas necesarias para la realización
del espacio europeo de investigación”.
Los objetivos principales del EEI son tres, claramente diferenciables:
•

•

•

En primer lugar implica la creación de un “mercado europeo de investigación”
donde se estimulan todo tipo de sujetos, tanto del sector público (Centros de
Investigación o Universidades) como del privado (empresas nacionales incluidas
las PYMES), capaces de llevar a cabo actuaciones dentro de este ámbito y se
permite la libre circulación tanto de éstos como de sus conocimientos e
innovaciones tecnológicas.
En segundo lugar, el EEI implica la creación de un espacio de coordinación
entre los Estados miembros y las instituciones de la Unión Europea, esto fue lo
que más tarde conllevó a la creación de entidades que, precisamente, ostentan
dicha función coordinadora de la Investigación como son el Centro de
Investigación Conjunto (Joint Research Centre, JRC) o el Instituto Europeo de
Innovación y Tecnología (EIT).
En tercer lugar, se configura como un espacio de funcionamiento a través de la
circulación y el intercambio y de financiación de los proyectos de investigación.

En ese último sentido, los arts. 182 a 186 del TFUE ofrecen al legislador europeo el
principal instrumento para fijar los objetivos tecnológicos que deban alcanzarse así
como las acciones a emprender para llevarlos a cabo. Este instrumento es el llamado
programa marco plurianual, que se adopta por el procedimiento de codecisión
(Parlamento y Consejo, previa consulta del Comité Económico y Social), y que se
ejecuta a través de programas específicos (adoptados por el procedimiento legislativo
especial, y previa consulta al Parlamento Europeo y al Comité Económico y Social)
desarrollados dentro de cada una de las acciones que haya previsto el programa marco.
La financiación, duración y medios que se ponen a disposición del investigador se
detallan en cada uno de los programas específicos.
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El primer Programa Marco de Investigación se puso en funcionamiento en el año
1984, y desde entonces se han ido adoptando diversos Programas plurianuales (desde
1984 hasta 2013, siete) cada vez con una financiación mayor y con un campo temático
más variado. En el año 2013 finalizó el Séptimo Programa Marco (7PM), y en 2014 se
creó el nuevo Programa denominado “Horizonte 2020”.
Es el mayor programa con el que ha contado la Unión Europea, tanto a nivel de
financiación, como a nivel de objetivos previstos (retos sociales relacionados con el
medio ambiente, liderazgo industrial, investigación médica y sanitaria, investigación en
recursos nucleares…). Además el Instituto Europeo de Innovación y Tecnología (EIT)
pasa a formar parte de este Programa como principal coordinador de los proyectos,
financiado con el presupuesto destinado a dicho Programa3.
A modo de ejemplo, desde la puesta en marcha del programa marco Horizonte 2020, a
31 de diciembre de 2014 4 hubo un total de 100 convocatorias que atrajeron
aproximadamente a 37.000 propuestas de investigación de toda Europa, concediéndose
hasta mediados del año 2015 subvenciones por un importe de 5.400 millones de euros.
Visto queda que la Investigación es un tema que la Unión Europea tiene muy presente
dada su importancia en un mundo globalizado, y con un nivel de conocimientos tan
avanzado. Y, por esta razón, cada vez se cree más firmemente que los retos que atañen a
la sociedad en el presente, en cualquiera de sus aspectos, se afrontan mejor mediante la
cooperación; en esa línea, en el año 2008 se redactó un nuevo modo de cooperación
estratégica entre los Estados miembros que se recogió en una Comunicación de la
Comisión5. Por otro lado, hay que tener en cuenta que la investigación no sólo adquiere
importancia como actividad a desarrollar o como un mero concepto teórico, sino que tal
importancia se materializa a través de los investigadores.

INVESTIGADORES EN LA UNIÓN EUROPEA
A medida que la investigación iba adquiriendo relevancia en el ámbito europeo, la
necesidad de establecer o aclarar las facultades de los investigadores y la importancia de
la labor que llevaban a cabo también se hacía notoria. En la Resolución del Consejo de
10 de noviembre de 20036, se hace hincapié en la importancia de la investigación y,
sobre todo de los investigadores en el crecimiento y la competitividad de Europa y,
además, se da una definición de tal concepto: “[…] profesionales que trabajan en la
concepción o creación de conocimientos, productos, procesos, métodos y sistemas de
carácter novedoso y en la gestión de los proyectos correspondientes”. Como podemos
observar, se hace referencia a la actividad como un “trabajo”, por ende, se reconoce la
profesión de investigador.

3

Para el período 2014-2020 asciende a 2 380 millones EUR, según lo establecido en el Programa Marco
de Investigación e Innovación Horizonte 2020.
4
COM (2015) 401 final, 19.8.2015. Informe anual sobre las actividades de investigación y desarrollo
tecnológico de la Unión Europea en 2014.
5
Comunicación de la Comisión Europea al Parlamento Europeo, al Consejo, al Comité Económico y
Social Europeo y al Comité de las Regiones, de 15 de julio de 2008, denominada: “Hacia una
programación conjunta en investigación: trabajar juntos para abordar de forma más eficaz las cuestiones
preocupantes comunes” [COM(2008) 468 final - no publicada en el Diario Oficial].
6
DO C 282. Resolución del Consejo de 10 de noviembre de 2003 (2003/C 282/1 sobre la profesión y la
carrera de los investigadores en el Espacio Europeo de la Investigación (EEI).
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En dicha Resolución, además, se menciona el proyecto de una Carta Europea del
Investigador7, documento que se encarga de establecer las bases de las relaciones entre
investigadores y empleadores o financiadores de la investigación, así como un código
de conductas, derechos y obligaciones que ha de cumplir el investigador (y su
coordinador), y las exigencias y responsabilidades que ha de observar durante la
realización de su labor.
Ya hemos mencionado anteriormente, que los sujetos investigadores pueden ser tanto
privados como públicos y, ahora, además, aclaramos que pueden ser tanto personas
físicas como asociaciones, organismos y entidades las que se dediquen a esta profesión.
En el ámbito estatal español, destacan a modo de sujetos públicos los Organismos
Públicos de Investigación (OPIS) que junto con las Universidades forman el núcleo
básico de la investigación en España.
Sin perjuicio de la naturaleza del investigador, y el país en que este se encuentre (ya
realice su actividad investigadora dentro de un proyecto estatal o comunitario) debe
cumplir con las obligaciones y las responsabilidades definidas en la Carta Europea del
Investigador y, por supuesto, beneficiarse de los derechos que ésta le confieren.
Una vez asentado el concepto de investigador, y el reconocimiento de su actividad
como una profesión, procederemos a analizar cada una de las responsabilidades que
éstos deben observar en sus actuaciones. Todo ello en base a la Carta Europea de
Investigación.

RESPONSABILIDADES DEL INVESTIGADOR
La exigencia de responsabilidades asegura que la actividad investigadora se lleve a
cabo de manera profesional, proporcionando garantías de seguridad y fiabilidad en los
argumentos o ideas presentadas y ofreciendo ideas factibles, reales, accesibles y válidas.
Con el objetivo claro de facilitar el estudio de cada una de las responsabilidades que
vamos a tratar, procederemos a dividirlas en internas y externas. Las primeras serán
aquellas que debe observar el investigador antes, durante y después de realizar las
actuaciones propias de su profesión con respecto a la investigación en sí misma y de
cara a las entidades financiadoras o empleadoras. Las segundas abarcan un ámbito más
extenso, y exceden del ámbito puramente profesional en que se realiza la investigación
para incluir aspectos como el respeto por el medio ambiente, el respeto a la sociedad
europea y a su ética, el respeto a los trabajos de otros investigadores e incluso a los
derechos fundamentales de terceras personas al realizar la investigación.
Responsabilidades internas
Entre las responsabilidades internas se encuentran: la forma de la investigación, las
obligaciones contractuales, las obligaciones jurídicas, y el desarrollo profesional
continuo.
Forma de la investigación
Antes de iniciar su actividad, el profesional investigador debe conocer los objetivos
que, con su actuación, pretende conseguir, así como, observar todos los trámites
previos, solicitando a la entidad correspondiente los permisos que sean necesarios, y
asegurarse el acceso a todos los recursos (financieros, humanos, documentales,
7

Se redactó en el año 2005 como una Recomendación de la Comisión, y además incluye el Código de
Conducta para la Contratación de Investigadores.
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telemáticos, etc.). Una vez que el investigador tiene todos los recursos a su disposición,
estará en posesión de la información necesaria para realizar su actividad, pero lejos de
acabar aquí su trabajo, esto no es más que el principio. El profesional ha de organizar
toda la información obtenida de tal modo que pueda dar respuesta a las incógnitas que
pretende despejar con su investigación.
Dentro de esta responsabilidad, enteramente formal, podemos diferenciar un
subapartado que tiene que ver con la temporalidad y con los plazos de finalización del
proyecto de investigación así como con la renuncia o abandono antes de tiempo por
parte del investigador. Éste ha de comunicar a sus empleadores - o a aquella entidad que
financie el proyecto - con la antelación suficiente dicha renuncia, expresando los
motivos y observando las formalidades que al comienzo de la investigación se hubiesen
convenido entre ambas partes.
Obligaciones contractuales
Indiferentemente de la forma que adquiera la financiación por parte de la Unión
Europea y, sin perjuicio del tipo de empleo de que se trate y del modo de adquirirlo, el
investigador debe respetar todas las condiciones y requisitos que se establezcan en lo
relativo a la metodología de la investigación, la entrega de resultados (periódica o única)
en la forma y plazos que se le indiquen.
Es interesante destacar que la forma que presente la financiación de la investigación en
el contexto de la Unión puede orientarse u ofrecerse bajo la fórmula de financiar un
proyecto que puede tener varias modalidades. En este mismo orden de ideas, hemos de
apreciar que, puede tratarse de un contrato de trabajo en el que la Unión Europea (a
través de uno de sus organismos) opere como empleador y el investigador ve
remunerada su investigación a través de un salario; una beca, ya sea individual o ya sea
para un equipo de investigación; una subvención que financie total o parcialmente la
actividad del investigador (pueden incluirse gastos por desplazamientos para realizar la
misma, manutención durante los desplazamientos, inversión en útiles necesarios para la
investigación…); intercambios entre investigadores; premios convocados, etc.
Como vemos, hay una gran variedad en cuanto a los modos de financiación por parte
de la Unión, por ello el investigador ha de conocer de antemano el tipo de ayuda que va
a recibir y los requisitos que debe observar para cumplir con las condiciones que se le
ofrezcan.
Obligaciones jurídicas o legales
Están relacionadas con la anterior responsabilidad o exigencia, tan estrechamente que,
en la Carta Europea del Investigador se configuran como una sola. Sin embargo, nos
parece interesante separarlas dada la cantidad de normativa que ha proliferado en los
últimos años en materia de investigación.
El investigador debe conocer, en el ámbito de la investigación que realice, la
legislación y disposiciones reglamentarias, tanto nacionales (generales o sectoriales),
como institucionales (comunitarias), sin obviar los derechos de la propiedad intelectual
en sus dos vertientes: propiedad industrial (patentes, marcas, denominaciones de
origen…) y derechos de autor (reconocimiento de autoría y derecho de explotación).
Toda esta esfera legal que rodea al investigador lo que intenta prevenir son posibles
delitos derivados de la inobservancia de alguno de los aspectos antes mencionados.
Pero, no sólo eso, sino además se intenta evitar que las investigaciones llevadas a cabo
en un país miembro tengan problemas para ser aceptadas o integradas en otro país
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miembro, como consecuencia de no haberse llevado a cabo conforme a la legislación
vigente.
Desarrollo profesional continuo
Se nos antoja como algo notorio el hecho de que, para llevar a cabo una investigación,
el investigador debe tener unos conocimientos previos, unos valores y un interés por la
materia que lo estimulen a ello. Sin embargo, durante toda su etapa como profesional de
la investigación debe mantener continuamente actualizados dichos conocimientos y
ampliarlos a través de cursos, seminarios, congresos, aprendizaje virtual, etc. A través
de esta exigencia se obliga al investigador a desarrollar su aprendizaje y a extender sus
conocimientos de manera permanente.
La mencionada situación es debida al hecho de que el investigador, adquiere en el
momento en que comienza su actividad, no sólo un compromiso social, sino un
compromiso educativo. Parece evidente que el investigador crea conocimiento,
contribuye a esclarecer incógnitas y resolver problemas o buscar e integrar en los modos
de vida de las personas avances o mejoras (cualesquiera sean estas). Los ciudadanos y,
también, los organismos financiadores de los proyectos de investigación, confían a los
investigadores la tarea de informarse a fin de conseguir avances que, de otro modo, no
serían posibles. Por ello, un investigador no puede conformarse con los conocimientos
que tenga en un primer momento sino que ha de ir más allá.
Responsabilidades externas
Las responsabilidades que hemos denominado externas incluyen: la responsabilidad
profesional, la rendición de cuentas, las buenas prácticas y la difusión de los
conocimientos.
Responsabilidad profesional
Consideramos que aparece relacionada con el respeto por la propiedad intelectual que,
anteriormente, ya hemos mencionado al examinar las obligaciones jurídicas del
investigador. En este sentido, podemos afirmar que, la actividad que realice el
investigador debe ser desarrollada de manera totalmente novedosa o que suponga un
cambio para la sociedad. De no respetarse esto, se estaría plagiando una labor realizada
con anterioridad o una idea que ya habría sido desarrollada con anterioridad o
previamente. Cosa distinta sería emplear una investigación antes realizada como base o
punto de partida para plasmar nuevas ideas sobre la misma que supusieran algún tipo de
avance en la materia o emplearla como medio para desarrollar la nueva.
En este mismo orden de ideas, la Carta Europea del Investigador permite la delegación
por parte del investigador de algunos aspectos de su trabajo en terceras personas, siendo
él mismo el encargado de acreditar la capacidad de la persona o personas elegidas en un
momento previo a la delegación de funciones y supervisar la actuación de las mismas
hasta finalizar la tarea que les haya sido encomendada.
La rendición de cuentas
Semejante tipo de responsabilidad se puede analizar desde dos perspectivas diferentes:
la primera, en un sentido estricto, hace referencia al derecho que tienen los empleadores,
en primer lugar, y también la sociedad, a tener acceso al conjunto de conocimientos que
se vengan a aportar como consecuencia de la investigación realizada; la segunda, sigue
haciendo hincapié en los derechos exigibles por parte de la sociedad en lo que atañe a la
investigación, aunque en esta ocasión, desde una perspectiva estrictamente económica.
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Por un lado, el investigador, debe observar una infinidad de formalidades con los
organismos financiadores o empleadores, siendo que, podemos decir que, precisamente,
ésta es una de ellas. Asimismo, hay que afirmar que, éstos tienen, a su vez, la
responsabilidad de supervisar y gestionar la actuación de los investigadores. La
obligación de rendir cuentas o, dicho de otro modo, presentar informes o memorias
periódicas del trabajo que se ha estado realizando durante un periodo determinado de
tiempo, a su vez, obliga al investigador a revestir su actividad de constancia y
regularidad. Mediante estos controles periódicos se acentúa y acrecienta también la
relación del investigador con sus superiores (financiadores o empleadores),
favoreciendo el contacto entre ellos y dando oportunidad a la intervención de éstos,
pudiendo llegar incluso, en algunas ocasiones, a convertirse en colaboradores de la
propia investigación. Es muy importante, sobre todo, la relación entre los investigadores
y sus supervisores cuando los primeros se encuentran aún en fase de formación.
Por otro lado, conviene advertir que, aunque sea de manera implícita, al aceptar un
trabajo como el que venimos mencionando, el investigador crea un compromiso con la
sociedad. El investigador no actúa más que como un intermediario entre la realidad y
los receptores, es decir, éste no actúa como un protagonista, sino que en todo momento
la investigación - o el resultado de la misma - acapara la atención de la sociedad. Por
ello, los estudios que el investigador realice no deben revestirse de subjetividad, sino ser
puramente objetivos y estar siempre caracterizados por respetar en todo momento los
valores y la ética de la sociedad.
Como ya hemos adelantado, hay otro nivel de rendición de cuentas por lo que respecta
a la sociedad. Cuando la entidad contratante o financiadora es un ente público (como, en
nuestro caso, la Unión Europea), puede aseverarse, sin ningún género de dudas que,
quienes financian indirectamente la actuación de los investigadores son los ciudadanos.
Por tanto, deja de ser una responsabilidad sólo de cara a los empleadores, para
convertirse en una mucho más extensa que obliga a que la gestión del dinero recibido
sea mucho más eficaz, pues entra en juego toda la sociedad en su conjunto y la
confianza que ésta deposita en el proyecto a llevarse a término por los investigadores
designados. Consecuentemente, será por ello que, junto a las memorias o informes del
progreso que el investigador haya realizado y vaya presentando periódicamente,
también deberá adjuntar documentos que justifiquen y acrediten los gastos en que
hubiere incurrido, de manera que sirvan los mismos para garantizar a los ciudadanos la
gestión financiera correcta y la transparencia de su actividad.
Buenas prácticas
Los investigadores durante el tiempo que dure la investigación deben observar todas
las precauciones necesarias para evitar causar perjuicios. Tienen la obligación de
observar, además, y como ya se ha mencionado con anterioridad, la legislación vigente
tanto nacional como comunitaria y, sobre todo, las normas relativas a la protección de
datos y la confidencialidad.
Ligado a este principio citado recientemente, de manera casi inseparable del mismo, se
encuentra el principio de seguridad. Por ejemplo, en el ámbito material de las
investigaciones que requieran el uso de medios informáticos, el investigador debe
prever una posible pérdida de la información, motivo por el cual, deberá adoptar cuantas
precauciones considere que sean necesarias (realizar copias de seguridad, guardar el
archivo en diferentes unidades, etc.).
Cobra especial relevancia la responsabilidad en aquellas investigaciones que incluyen
seres humanos. Siempre se debe obrar desde el respeto a la dignidad humana, a la
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intimidad y a la confidencialidad y, además, los medios empleados deben maximizar los
beneficios y minimizar los riesgos. Además los investigadores deberán solicitar y
obtener siempre el denominado “consentimiento informado” de las personas que
participen en la investigación, sobre todo en aquellos casos en que se requiere una
invasión de la privacidad (por ejemplo, revisar informes) o sean supuestos de violación
de la norma ética médica (por ejemplo, al compartir con otros investigadores el
resultado de la investigación). Dicho consentimiento debe ser documentado,
incluyendo, en todo caso, los datos del investigador, los propósitos y duración del
estudio, la descripción del estudio (procedimientos que se van a emplear, experimentos
que se van a realizar, etc.) y las firmas tanto del investigador como de la persona que da
o manifiesta su consentimiento.
Difusión de resultados o publicidad
El objetivo primordial de las investigaciones, como ya hemos apuntado en alguna
ocasión, es la aportación de nuevos conocimientos o métodos para solucionar problemas
a los que la sociedad se enfrenta. Por ello, nos parece lógico, que los resultados
obtenidos deban ser amplia y suficientemente difundidos, ya sea de manera gratuita y
pública, ya sea a través de su comercialización.
En este mismo sentido, la publicidad de las investigaciones debe realizarse como un
compromiso con la sociedad y responsabilizándose el investigador del aprovechamiento
de los resultados obtenidos. A modo de ejemplo, el investigador debe velar porque el
lenguaje empleado sea comprendido por una persona no especialista en la materia.
Volvemos a hacer hincapié en la obligación que, a nuestro entender, tienen los
investigadores, en el sentido de dirigir los resultados de su investigación no únicamente
hacia un público especializado sino, también, a la sociedad en su conjunto, por ser ésta como ya mencionábamos con anterioridad - la que financia las investigaciones en
último término y en una gran parte de los supuestos que puedan recogerse para proceder
a su estudio en la realidad social actual y, desde luego, dentro del marco contextual de la
Unión Europea.
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ABSTRACT
The main problem, caused by this new technology are social-cultural implications, is
that the current way in which are used those technologies, has impacted the classical
values promoted by the human rights. The cyber technology is not only a social and
revolutionary technique, but also implies flashbacks on themes like social equality,
tolerance, liberty, and justice. First, it is necessary to deepen on the cultural implications
of these processes, considering its positive and negative aspects (about the perspective
of human rights). The purpose is to explore possible new questions and answers to
respond these complex problems. That’s why, it could be a good solution to face
successfully this situation, to develop and promote a new way to understand and teach
the human rights perspective.
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I
Approach to the problem and methodological perspective:
“The man is historical in its being same (E. NICOL). It is to be in process. If
something allows understanding the ontological nature of man are the categories of
possibility, to be in power, contingency. It leads to non - being in its own being; so,
but it may be otherwise. The animal, on the other hand, is what it is; It has a defined.
Inherent in being human in-determination factor is nothing more than his freedom
(...). Only man can human being and in-human; only the can deny its being or affirm
it, never default, and unlimited ways. With your freedom, you can ascend or descend
to the lower forms of existence (PICO DELLA MIRANDOLA viewed). The free status
opens the eternal alternative” (GONZALEZ, 2005: 102-103).
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INTRODUCTION
New multimedia communication, in re - routing of the already traditional Media (film,
TV, radio), based on the new digital technologies are decisively influencing social and
cultural interactions when less of the West and the elites of non-Western countries,
which are part of the cultural hegemony of the present-day capitalism. Practically are
very few social spaces and regions of the world, public and private, which have not
penetrated and influenced.
In this latest cultural transformation of the second decade of the 21st century, put in
question the dominant actors interested politically and economically in that direction
(transnational corporations), presented as inevitable, remaining ancient freedoms and
human rights, conquered over the centuries by mankind (today estimated that the oldest
traces of humanity back to 300 thousand years ago). Human rights are threatened,
unwound by the power of market mechanisms, criteria of profitability and the pragmatic
utility.
Facing this direction technocratic, rational-instrumental, dehumanized, unidirectional
of globalization, driven by these regressive cultural changes, fundamental rights, like
the right to information and to knowledge, cultural diversity, must hold and resist.
These threats to fundamental rights require a vigorous defense, since until now there is
no any contrapose by the sectors most weak and vulnerable in society (the majority of
the world's population of more than 7 billion humans), voiceless and invisible,
unconnected, mediated too, of the benefits of cultural, educational and technological
development.
This problem adds stately - new-liberalism and deregulatory policies, imposed since
the eighties of the last century in the global society. At the same time, Imperial and
subsidiary or peripheral States use the NTC as massive instruments monitoring their
own citizens (political opponents) and friendly Governments and adversaries (cyberespionage), under the pretext of the fight against terrorism and organized crime.
New habits, beliefs and social practices, ways of apprehending and des-apprehender,
children and young people, contrary to fundamental rights, such as social trendsetters,
monolithic, fundamentalist, in the market, and behaviors such as a Autism, narcissism,
necrophilia, cyber bulling, the impoverishment of language, digital addictions,
intolerance; that promotes this cultural market, give account of the close link between
technology and ideology.
The global cultural space becomes a battle field. Intolerance, inequality social,
educational, cultural, economic, political, the private appropriation of the knowledge are
the background geopolitics and military the conquest of productivity and economic
growth, social equity and sustainability, supported by new technologies. An
instrumental vision of the “rationality” and the calculation of capital, opposes the
critical reason, ecology, environmental conservation (human health and the planet), the
solidarity, the biological and cultural diversity, as an essential part of the right to life of
all species, the right to information, the defense of public goods, the common good,
democracy, tolerance, pluralism, freedom of information, the socialization of
knowledge (as opposed to its private appropriation).
Particularly education on human rights (when values higher), can be a powerful
guiding compass, before the loss of the “sense” and the “significations” (“values”)
virtual cyber-space and the mega data, ordered by the big electronic corporations and
the model of irrational consumption alienated, media, imposed with the arrest warrant
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uncritical from a large number of social actors, including the educational. This is vital to
make continuous critical reviews of the new hegemonic model technologic-cybernetic
and dehumanizing, of signs pragmatic and irrational, and promote pluralistic and
democratic directions to own globalization, focused currently on economic values and
interests and profits of capitalism transnational.
These are some of the questions that we can do from the perspective of human rights.
Their ethical principles inspiring, such as dignity, freedom, fraternity, autonomy and
privacy of persons (children, young people, adults), will continue to be moral values
“superiors” for new “generations”, against anti-social behavior (cyber-addiction, autism,
necrophilia, narcissism) and other (dementia) psychopathology and social pathologies
that are conducive to the NTC uncritical applications.

II
In the second decade of the 21st century, the scientific and technological revolution
(applied science), presents progressions and regressions, lights and shadows,
contradictions, between a fragmented, complex, creative scientific thought purposes
“humanist”, and on the other hand, use of scientific advances and knowledge purposes
“destructives”, militaristic domination of peoples, cultures and destruction of
biodiversity (commercial use).
A scientific practice without awareness, and epistemologically fragmented (explained
by MORIN). Natural and social sciences, in turn, have contributed, more quickly the
first, its services, economic productivity and economic growth without environmental
sustainability (economic fundamentalism). A chasm separates scientific advances, most
jobs as arm integrated capital (BRAVERMAN) and the State primary, barbarian, of a
range of social, no solidareis, unequal, unjust relations, violate human rights, in
different coordinates of the world, West and East, North and South, between groups,
social classes, ethnicities and cultures, gender and age.
It is also true, that a part of the natural and social scientific knowledge has paid off,
beyond the fragmentation of knowledge, towards a thought dialectical, complex,
creative, eco-friendly, providing solutions, which often are not taken into account by the
international power relations, which control the global destination. In such a way that
there may be theoretical-practical solution proposals, that they are not considered by
power remains unanswered, since agents that do not respond to the interests of social
class of dominant groups.
For example, the difficulty of altering consumption patterns irrational systemic scale
planetary. It is clear that the progress of science during the 20th century and the first
decades of the 21st century, we have been given light on the origins and evolution of the
universe (quantum Astrophysics), breaking traditional paradigms of modern physics;
knowledge of the human genome and other species, as part of the biological-genetically
evolution of life (biodiversity); ecology as interdisciplinary science, has shown us the
enormous struggle, cooperation, organization, dependency, co-dependency between
living beings, broadening the knowledge of the ecosystem, as a living, particularly
complex and fragile body, at the same time.
The social sciences have been reorganized, rethinking their ideological, cognitive,
epistemological assumptions about the historicity of the knowledge of the social reality
and their “myopias”, subjectivity, - objectivity, rationality - irracinality of the
knowledge (WEBER; BAGÚ).
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Homo sapiens, has become, not only a subject characterized by the potential use of
reason, but also a “subject” attached to the dictates of the “unconscious”, with drives
aimed to (life) Eros or Thanatos (death), discovery largely developed by FREUD2. We
can also look with more candles, human barbarism of the twentieth century, the century
of disaster and war, from the perspective of the homo sapiens-demens (MORIN); or
homo-videns (SARTORI), the latter, a being that it has left from “think”, because of the
new technologies of the self (FOUCAULT), and paralyzed with new communication
technologies of the 21st century, with new forms of mass control and market,
consciousness, into a single, totalitarian, dogmatic, thought closed, linear, onedimensional, mono-cerebral.
The process of rationalization (disenchantment / rational adaptation of means) modern,
whose origins were discovered by Max WEBER, in “the Ethic Protestant and the Spirit
of the capitalism”, as a process specifically “Occidental”, based on the rational
organization of work and rational, preceding morality “burgess” law, has led us
throughout the 19th and 20th century various revolutions, industrial-technological. In
them, science became, be an outer arm of capital and productivity, for increase of the
2

The theoretical influence of S. Freud, founder of psychoanalysis, occurs practically in many fields of
the social sciences (Sociology, Politics, and Anthropology), Arts and Humanities (literature, music,
painting, etc.) throughout the 20th century. For the subject that concerns us, the social and cultural
consequences of the NTC from the perspective of human rights, (specifically in its pitfalls: how to
overcome violence and war, xenophobia, racism, human destructiveness?) in this second decade of the
21st century, and to the understanding of our time, are particularly valuable contributions to the analysis
of culture (“Totem and Taboo”, 1912; “Beyond the Pleasure Principle”, 1920; “Group Psychology and
the Analysis of Ego”, 1921; “The Future of an Illusion”, 1927; “Civilization and its Discontents”, 1930),
principle among other many works of “social” nature and culture (cf. RUITENBEEK, 1978: 13-14). By the
mid-20th century, J. LACAN, in France, proposed a return to Freud, starting from the “speech of Rome”
(26-27/9/1953):
“(...) One of the constant concerns of Lacan was having worked on the restoration of the Freudian
originality of the experience of the unconscious under the slogan of one as bold as the following
hypothesis: the unconscious is structured like a language. May even be considered that this is the
fundamental assumptions of all the theoretical elaboration Lacanian, if only because that proposition
presupposes as it embodies the sense of return to Freud to Lacan did not expressly recommend since the
beginning of his teaching” (Cfr. DOR, 2000: 19 and ss.)
E. FROMM, takes up the relationship between the instincts of life and death (Eros/Thanatos) Freudian with
biophilia (love of life) and necrophilia, compulsion to death, which separates disintegrates, destroys the
living structure:
“(...) the ethical biophilia has its principles of good and evil. The good is everything favors the life and
evil is whatever serves to death. The good is reverence for life, all that exalts life, growth and
development. And evil is all that drowns the life, reduces it, stripped it (...). Destructiveness is not
parallel to the biophilia but its alternative. The love of life or love to death are the fundamental choice
that confronts every human being. Necrophilia is and increases to the extent that truncates the
development of biophilia. The man is biologically equipped with the ability to give it biophilia, but
psychologically has the potential to necrophilia as a workaround.
The psychological need for the development of necrophilia as a result of the paralysis must be
understood in relation to the existential situation of man (...). If man cannot create anything or move
anyone, if you cannot break their total narcissism and its isolation prison, only you can rid of the sense
of vital impotence and nothing asserting himself in the Act of annihilate life which is unable to create.
Does not require great effort, patience and care; destroy everything what is needed are strong arms, a
knife or a gun” (FROMM, 1970: 361-362).
New questions arise with the scientific and technical capacity of the second decade of the 21st century,
with respect to the human creative capacity (or destructive) in fields as diverse as biogenetics,
development of weapons of mass destruction, robotics, the artificial intelligence. The problem lies
specifically in the field of human rights, “perverse” of some subjects (common criminals or heads of
State), which are considered above the law (positive, natural, religious), the standard, morality, especially
“destructives”, as many “pathologic” cases in the social and individual history.

© Juri-Dileyc

84

E. NIETO SOTELO – R&S VOL. 0 (2017), ISSUE 0 (81-100)

exploitation of the work, not its decline or “elimination” (MARX), in arm “intern” of it,
not only in the field of technology (BRAVERMAN), but also in the educational superior,
with the encouragement of careers and professions, universities, technological,
scientific and applied, research institutes, public and private Centers, for such purpose
(productive transformation without equity social, unsustainable, environmentally).
There is a dialectical, complex, interaction between the process of humanization
(ENGELS) and work. The technology, from the stone to the cyber age, has molded the
human culture-societal and has also produced intergeneration’s, retroactivities (BAGÚ)
between the subject and the culture and society, transforming them quantitatively and
qualitatively, through the social space-time.
The human brain has not been unchanging throughout this interaction (plasticity),
from the evolution of language and human intelligence, until the cyber society.
However, against these “evolutions”, the “technological society” had their regressions,
among them, you will discover facets necrophilia’s (FROMM) and process of
dehumanization, in the field of cellular, personal communications, “pathologies”,
“perversions” a high content “narcissist”, particularly among young people
(Millenniums), which has led to the extreme a tendency already pointed out by
HOBSAWM, individualism and extreme selfishness, already present, in its origins, in the
bourgeois liberal ideology. This trend, which is contrary to the moral values of human
rights, contradicts social solidarity, fraternity, empathy, cooperation, global citizenship,
environmental sustainability.
This selfishness stands as obstacle, sometimes impassable, to the collective
improvement of the “perverse” contemporary social reality, towards a global
democracy, favoring the dominant powers, interested in maintaining the status quo
immutable (economic productivity without social equity), with irrational and
unsustainable consumption patterns (for example the widespread use of plastics,
petroleum, the planned obsolescence).

III
Currently different tendencies, the “hops” regarding various social sectors place
ideologically in technologies in general and the communication will outline in
particular. First, should mention, that the “technologies”, are not ideologically “neutral”,
have the intention, “use”, “purpose”, (formal and informal) objectives.
As mentioned previously, for big transnational capital, technology becomes a
productivity increase, in an internal arm of the same, calculation of capital, in
instrumental rationality (adaptation means/ends), for the increase of the profit, without
ethical considerations of the “social good”, of the “common good”, or “social justice”,
or the environmental sustainability.
At the same time, an idyllic view of the promises of technology, applied science,
underpins the “elimination” of human exploitation, through the modernization, but it is
a promise “fuse”, as noted by MARX in Das Kapital (volume I), in the second industrial
revolution, where productivity and the exploitation of labor multiplied, to replace the
work of hundreds of factory workers by the introduction of textile machinery, in the
second half of the 19th century England. At the same time, the Fabian Socialists were
destroying machines which eliminated jobs.
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In its evolution, the technological revolution in communication and transport, result of
scientific advances, has been one of the major advances of the twentieth century, by
shortening the distances and times, around the globe.
Today, the primary sense of globalization is just that, a rapid, unprecedented social
space-time approach. Although it must be said, is not the same the borders for capital
transfer and elites, which for the working population and peasant, which imposing walls
and impassable borders, except in some regions, such as the European Community,
classes and social groups that began its demographic decline of how accelerated in the
second half of the 20th century (HOBSBAWM), in various parts of the world.
“Universalism today imposed objectively is the relationship of capital that goes
global. It produces its opposite on the political and ideological levels. Why the
determining current trend is the decoupling between economic liberalism and
democracy, which finds its expression in the prevailing neoliberalism (...) and later:
political universalism that has fallen into crisis with the ‘world order’ of the 20th
century and the State requires a redefinition of content from which the traditional
meaning, coined by the estate-national framework - bourgeois of freedom, equality,
democracy and human rights is determined again.
Certainly delicate and difficult discussions about it require political forms of praxis
and organization exceeding the estate-nation framework, incidentally regarding both
its institutional structure and its territorial delimitation. He always insufficient
existence of democratic rights, social securities and political freedoms found
historically linked precisely to this form of capitalist-burgees State constitutes a
political dilemma that does not support simple solution formulas. Requires a policy
that both nationally and internationally, within the State and with it, is directed at the
same time against him” (HIRSH, 1996: 46/49; our emphasis).
This explains why the proximity of spacial-geographic produced by the process of
globalization (geographical universalism) accompanied by increased the localisms and
differentiations (localisms, particularisms), as well as intolerance and racism,
attributable also insufficiently universal progress in education and culture in human
rights. In this way, mundialization (French equivalent of globalization), is not exactly a
Community policy or ideology, but rather a spontaneous community (existential),
according to TURNER (see LAIDI, 1997: 18). It is noteworthy, that the guidelines of this
process of globalization, dictate them enterprises transnational, multilateral agencies,
and the prevailing economic values, imposed the mechanisms of the “market”,
according to their own interests Economic globalization, deepening inequalities:
“Globalization does not erase or inequalities or contradictions that constitute an
important part of the fabric of national and global social life. On the contrary,
develops ones and others, recreating the other levels and new ingredients. The same
conditions that feed the interdependence and integration, feed on inequalities and
contradictions in tribal, regional, national, continental and global levels.
It happens that the world is formed as a vast and complex kaleidoscope of Nations,
nationalities, ethnic groups, minorities, groups and classes. It reproduces diversities
and social, economic, political and cultural inequalities in different degrees and
multiple arrays. If there is something that reproduces and emphasizes, on a global
scale, it is uneven and combined development of relations and material and cultural
productions. The not contemporary, which already is a fact in the field of the nation,
is generalized and delves into the realm of global society. There are several cultural
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universes and materials, real and imaginary, that intersect and overlap, complement
and are divorced, are integrated and contradict” (IANNI, 1998: 84).
We can highlight the imagination of “scenarios” futuristic cyber society, through film
and literature. The Futurist cinema (Blade Runner), the human species shared / have the
robots or androids, whose artificial intelligence and “melded”, may be beyond human.
In 2001 Odyssey to the space, S. Kubrick, imagine a computer that is able to alter the
course and take control of a spacecraft, on a trip “intergalactic”. In his madness, (film
it), some humans decide to opt for the “love” of a female voice and intelligence voice of
woman software, (a computer), the main male character is attracted to which.
But what is specifically “human”, in the different technological mutations,
technological advances deepen or reduce social gaps, inequality? Can put it at the
service of human development, unfinished at the same time with the ecosystems? What
technologies are especially destructive to the environment and life on the planet (for
example, oil and its derivatives, like “plastic” used in nearly all gaskets, “massive
consume” - nuclear energy, military and purposes “peaceful”, the quick disposal of
appliances that support the NTC)?
Terrific visions of the techno-bureaucratic society have been represented in the
literature (Orwell) and even advance masterfully (Mary Sheleey/Frankenstein), Julio
Verne since the 19th century. The dehumanized future has not been far from the
creative imagination.
Optimistic visions of new communication technologies ranging from idea of
technology as a lifeline for the mass production of food (biotechnology, GMOs);
Intelligence artificial as a complement or substitute human brain, robotics, virtual
learning, virtual communities, information society and knowledge.
Some of the social problems involving these new communication technologies, from
the perspective of human rights, are:
Another’s news exclusions (social and cultural); (traditional and technological
illiteracy) in global and regional inequality.
Greater negative psychosocial consequences: autism, narcissism, necrophilia, cyberbullying, cyber-espionage, impoverishment of the language spoken and written, digital
dementia, historical fundamental rights regression characterized by unique thought,
monolithic language, intolerance, xenophobia, racism, in the ideological-political field cultural.
Predominance the criteria of “market” in real and virtual social relationships.
The “life’s styles” (or death) contemporaries, along with environmental pollution, at
least in urban populations and of these the subject to everyday of the NTC,
characterized by sedentary and nomadism lifestyle and detachment from real
relationships, the neglect of nature, alienation, may be associated with the leading
causes of death: heart disease, diabetes, dementia.
“The main causes of mortality in the world are ischemic heart disease and stroke,
resulting in 15 million deaths by 2015 and have been the main causes of mortality
during the past 15 years. Chronic obstructive pulmonary disease (COPD) caused 3.2
million deaths by 2015, while the lung cancer, along with the trachea and bronchi,
took the lives of 1.7 million people” (WHO).
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The number of deaths due to diabetes, which was less than a million in 2000, reached
1.6 million in 2015. The deaths from dementia between 2000 and 2015 more than
doubled, and this disease became the seventh leading cause of death in the world by
2015.
Many of these deadly diseases are attributable, particularly cancer, environmental
pollution, to smoking, due to the irrational consumption and the powerful tobacco
industry. How many of these deadly diseases are attributable to sedentary lifestyles
brought about by the NTC? The right to health (human and ecosystem), is in free
handicap, omission, oblivion.
According to the World Health Organization:
“dementia is a syndrome involving the deterioration of memory, intellect and
behavior and the ability to perform activities of daily living. Although it primarily
affects the elderly, dementia is not a normal consequence of aging. Throughout the
world there are some 47 million people who suffer from dementia, and 9.9 million
new cases recorded each year” (WHO).

IV
Towards the end of the second decade of the 21st century (2017) humanity lives a
profound crisis of civilization (human rights and environmental). At the same time,
different evolutionary processes (progress of knowledge), scientific and technological,
social and cultural revolutions, regressions (destructiveness, conventional and nonconventional wars) and uncertainty about their fate, as mentioned by Edgar MORIN, is a
“lasted future”:
“Everything in this world is in crisis. Say crisis is, as we have seen, progression of
uncertainties. Everywhere, in all, the uncertainties have progressed. I.e., if the
prophets can prophesy, if viewers can see, the diagnosticians can no longer see well
and forecasters cannot predict more. The present is in danger.
The planet live, hesitates, wheel, burps, you have hiccups, to break wind, every day.
Everything is made, live, in the short term. The future is deleted so much more as
soon as it depends on, not only accidents and forks (which perhaps have already
place...), but also one possible all or nothing.
However, we are not in confusion. We have lost the linear evolution, becoming preprogrammed, the robotic future, but have gained a complex of critical ideas. We
know that the linkages and the multiplication of crisis are inseparable from an
evolution that we had thought to call ‘evolution’ and ‘progress’; we have seen that if
this evolution entails effectively development and progress, developments involve
involutions and progressions involve regressions.
We also know that this evolution involves ruptures and radical transformations, it
will produce yet more radical changes, and that we are in the same century of
revolutions. Finally, we know that evolution tends perhaps to its self-destruction.
Thus, we are in a world that seems at once in evolution, revolution, in progression,
regression, in crisis, in danger. Need us, therefore, associate these notions of
evolution, revolution, crisis, regression, rather than select one and delete the other.
Live all this at the same time. And our uncertainty does not know which of these
terms will eventually be decisive” (MORIN, 2011: 45-46).
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Some of those “progressions”, mainly the technological, mean “regressions”. Other
“regressions” imply, for example, the rationalization of consumption, clean
technologies, “progressions”, especially in ecological conservation. On human rights,
progress and setbacks to global scale are diverse and heterogeneous, from the regional,
social and cultural point of view.
In some countries, both in the North and in the South, East and West, human rights,
that have been conceptually developed in at least three generations (individual, socioeconomic, political and cultural rights, and the so-called cooperation and solidarity),
middle distance abysmal (as in Mexico) between the legal reality and social reality3.
In addition, global recognition, evidence large differences between East and West.
Also we can say, that since 1948, date of promulgation of the Universal Declaration of
human rights and its further development with the international covenants
(International Bill of human rights), conferences and international conventions, in a
wide range of issues, has become a true, necessary and universal human rights
education culture. The contemporary social reality shows a contrary way.
Currently we can't say, that have been going on in the world a “culture” of human
rights, but on the other hand, dominated the des-humanization, the lack of social
solidarity, exclusion and inequality, ethnic separatism, racism and xenophobia, in
society and in conservative, neoliberal political elites who used as medium and massive
ideological support, new technologies of the self (FOUCAULT), recalling the nightmare
of the “Totalitarian State” of George ORWELL (1984).
In the process of globalization current capitalism (agreed in the Washington
consensus), characterized by the hegemony of the transnational capital, privatization of
public sector, the market economy, the Elimination of labor rights, control of
international organizations by the hegemonic powers, it has come to “global” level to an
extreme concentration of wealth (to benefit between 1% y .01% of the world's
population) and increasing cultural between social classes and social inequality ethnic
groups and regions. “1 percent of the population owned 40% of global assets, and that
10 percent of the population owned 85 percent of the total global wealth. The poorest
half of the world adult population owned for its part 1 per cent of global wealth”.
“A study by the World Institute for the research of the development economic of the
University of the United Nations stated that in the year 2000 1 percent of the
population owned 40% of global assets, and that 10 percent of the population owned
85 percent of the total global wealth. The poorest half of the world adult population
owned 1 percent of wealth global (James B. Davis, et there) this on the other hand,
however, is not more than a snapshot of an ongoing process. Daily appear even
worse news for global equality, and therefore also for our quality of life overall. And
the situation does not only worsen (...).
The stubborn persistence of poverty on a planet dominated by the fundamentalism of
the economic growth is enough for the Viewer to stop and reflect both on direct and
on the collateral damage of this distribution of wealth damages. The deep chasm that
separates the poor without future of rich, optimistic, confident and complexes - a
3

HUMAN RIGHTS WATCH (2016). “In August of 2016, the Government reported that it is was still
unaware of the whereabouts of more than 27,000 people reported as missing since 2006. It is usual that
police and agents of the public prosecutor's Office do not take basic investigative measures to identify
those responsible for enforced disappearances, and often indicate the relatives of missing persons who
should investigate on their own. Authorities have not identified remains or parts of human bodies found
in different parts of the country, including in clandestine graves”.
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chasm of such depth that it exceeds the capacity of most hard-working and brave
Explorer to delimit it entirely - is a good reason to be enormously concerned. As they
warn Rocard and the other co-authors of the article, the first victim of this deep
inequality will be democracy, as all goods required, increasingly scarce and
inaccessible to become subject of a fierce rivalry (and perhaps wars) between those
who have and those who are desperately in need” (BAUMAN, 2014: 12-13).
(Study cited by BAUMAN, of the authors: James Davies, Susanna Sandström,
Anthony Shorrocks and Edward N. Wolf, “The world distribution of household
wealth”, discussion document n. 2008/03, World Institute for Development
Economics Research, United Nations University, February 2008).
The global society keeps and perpetuates such abysmal economic and social
inequalities, kept as “structural violence”; real obstacles to material validity of
fundamental rights, a discursive level, the ideological positions contrary to human rights
(neo-Nazism, neo-fascism, authoritarianism, liberalism), democratization and moral
values, have been expanding at the speed of revolutions scientific - technological of the
century XX and XXI (nuclear energy, aerospace, biotech, astrophysics, etc.) and
communications: from the radio, analogue commercial television, so sad for the current
digital media broadcast: cellular telephony, internet and social networks.
The “neoliberal” ideological fundamentalism everywhere proclaims the economic
values of the “free” market and the irrational consumption (with serious ecological
consequences for the planet). Is the alienated society who produces and reproduces,
through the NTC, the sad, disseminated with greater speed and speed at global and local
levels.
In this logic of the market, everything has a price; everything is bought everything for
sale. Its trend is the imposition of the single thought and not cultural diversity. It
promotes the ideological intolerance, not human understanding and international
cooperation and social solidarity. Production and consumption are guided by criteria of
quick profit, planned obsolescence, immediate gratification, the culture of nonbiodegradable waste (used and thrown away).
The objectification of goods extends to all human activity, not only to the labor goods,
strength work, but to the whole of the inter-personal relationships. BAUMAN calls
“liquid modernity”, this dizzying social reality, understood as the fragility, the
replenishment of exchanges, the rapid replacement, linkages, if these can be called so,
“humans”. What is human in the neo-liberal globalization? And in liquid modernity,
social exchanges are crossed by the essential criterion of “market”. In its origins,
capitalism, had to the “money”, of fetish fashion, as the one God, that it overthrew all
the other gods (MARX) current global capitalism has taken to extremes this dogma
liberal and neo-liberal, radicalized it.
Neo-liberalism has led also, in addition to breaking with the regulating principle of the
State and promote indiscriminate privatization and annihilation of the welfare State, to a
regressive elimination of the “individual liberties”, social rights (such as health and
education), and international cooperation and peace, environmental sustainability.
Today the conservative elites who have imposed on Mr. Trump (2017), in the U.S.,
invalidate the individual and social rights, promote removal of international
commitments to reduce the production of greenhouse climate and greenhouse
anthropogenic (CCA) and drive new economic protectionism.

© Juri-Dileyc

90

E. NIETO SOTELO – R&S VOL. 0 (2017), ISSUE 0 (81-100)

The current crisis presents a great uncertainty at the same time from the perspective of
the rights of nature and biodiversity (Earth Charter)4. The destructiveness of human,
accompanied by technological necrophilia5 (FROMM), the Cybernetics society, technoscience, robotics, of type of “science without conscience” (MORIN), like nuclear energy,
have occurred in the past 50 years, the destructiveness of the habitat, the loss of
biodiversity, pollution, among other effects, endangering environmental sustainability
and survival of life on the planet Earth (natural resources considered as an object
(thing), subordinating to the human species (anthropocentrism) and for enjoyment of a
few (productive transformation without social equity).
4

Charter of the Earth
“(...) As never before in history, the common destiny calls us to look for a new beginning. Such is the
promise of these principles of the Earth Charter. To fulfill this promise, we must commit ourselves to
adopt and promote the values and objectives in it exposed.
The process will require a change of mentality and heart; It also requires a new sense of global
interdependence and universal responsibility. We must develop and implement the vision of a sustainable
lifestyle imaginatively to local, national, regional and global levels. Our cultural diversity is a precious
heritage and cultures will find their own ways to finalize provisions. We must deepen and broaden the
global dialogue that generated the Earth Charter, since we have much to learn in the partner search of
truth and wisdom.
Life often leads to tensions between important values. This may involve difficult decisions; However,
seek the way to harmonize diversity with the unit; the exercise of liberty with the common good; the
short-term objectives with long-term goals. Every individual, family, organization and community, has a
vital role to play. Arts, Sciences, religions, educational institutions, the media, companies, nongovernmental organizations and Governments, are called to offer a creative leadership. The partnership
between Governments, civil society and enterprises, is essential for effective governance.
In order to build a sustainable global community, the Nations of the world must renew their commitment
to the United Nations, to comply with their obligations under existing international agreements and
support the implementation of the principles of the Earth Charter, through a legally binding international
instrument on environment and development.
Ours is a time that it is the awakening of a new reverence for life; by the firm resolve to achieve
sustainability; by the acceleration in the struggle for Justice and peace and for the joyful celebration of
life”.
5 Necrophilia (E. FROMM). Necrophilia, love for the dead, in Greek neckros, meaning “cadaver”, the
dead, the inhabitants of Tartarus, in latin, nex, necs means violent death, murder (...) (FROMM, 1970: 324
and ss.). The Spanish philosopher Miguel de UNAMUNO used the word “necrophilia” to designate a
character trait and not an evil act in the traditional sense in 1936 on the occasion of a speech given by the
general nationalist Millán Astray in the University of Salamanca, who was rector Unamuno at the start of
the Spanish civil war (...).
“(…) The death already not expressed symbolically by fecal or smelly corpses. Their symbols are now
machines clean and bright; they do not attract men smelly bowel movements but the structures of
aluminum and glass. But the reality that hides this antiseptic facade becomes increasingly visible. Man, in
the name of progress, is transforming the world into a foul and poisoned place (and this is symbolic to
us). It corrupts the air, water, Earth, animals... and himself. It is doing this to such a degree that seems
doubtful that Earth is still living in a hundred years. Know the facts, but in spite of the many protesters,
who take the reins of the they go ahead with technical ‘progress’ and are willing to sacrifice everything
that is life for the cult of his idol (...). It gives the same to do so intentionally or not. If you had no
knowledge of the possible danger, may be discharged you of that responsibility. But it is the necrophilia
element of his character that prevents you to take advantage of the knowledge that has” (FROMM, 1970:
348-349).
“(...) But there is another relationship that has no choice but that arise when considering the nature of
cyber, completely alienated man: its aspects schizoid or schizophrenic. Perhaps the most notorious trait in
the modern man it’s the split between thinking, affection and desire. (...) The Cyber man is almost
exclusively brain orientation: is a mono cerebral man. His way of seeing the world to spin - and see
himself - is intellectual; you want to know what things are, how they work and how can build or handled.
Science promoted this point of view, and has been dominated since the end of the middle ages. It is the
very essence of modern progress, based on the technical domination of the world and consumption”
(FROMM, 1970: 349).
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The global environmental crisis has generated critical reflections (ecology,
philosophy, complex thinking) about our human nature, as a dependent living beings
(Biological) of the health of the planet: we are evolving part of the planet and the
cosmos; our species (homo sapiens) and its cultural evolution, has a community of
destiny (the global village), preceded by centuries of dispersion and the localism,
insulation, walls and borders, ethnic and political, military, economic, religious,
cognitive divisions. Complex thought, nature and human rights are an essential part of
this new global awareness of this new form of thinking and acting, a global democratic
citizenship.

V
Today it is necessary to reflect on the social and cultural impact of the new
technologies of communication, its nature, limits and conditions, positive and negative,
impacts from the humanizing perspective of human rights and fundamental values
(liberty, equality, fraternity, solidarity, tolerance and cultural diversity).
This perspective has been particularly abandoned intentionally by the new ideologists
and marketers privatization of education, without regard for cultural diversity, the
irrational economic impact, neoliberal globalization and possessive individualism which
today imposes itself as a unique formula, for the productive transformation without
social equity, justice and democracy. For this reason, believe that reflect and give a new
direction to the new educational technologies and its challenges we need to: a time of
uncertainty and rapid social and technological changes, with huge and historical cultural
backwardness, social inequality, ideological intolerance, abuse of power, crisis of
human rights, and ecological destruction.
The new communication technology (NTC), alongside other processes that
accompany them (such as economic globalization), have redrawn the traditional
categories: notions of space-time, the real and the virtual (the real, the symbolic, the
imaginary), public and private, biophilia and necrophilia cultural, what is legal and
illegal, standard and crime, creating new offences not established as crimes, some of
them still, like cyber bullying, values and sad, for the new “transgressions” standard and
before “prohibitions” by the convention and traditional morality (buying and selling all
kinds of organs, assisted reproduction, new types of family, surrogate motherhood,
belly rental, sale ovules, cyber-prostitution).
Freedoms and control state espionage, among other social and cultural processes that
have social, for human health and the right to health (facing problems such as cyberaddiction, loss of memory, lack of physical exercise) and implications of the ecosystem
(irrational consumption) from the perspective of the various “generations” of rights:
individual, social, cultural, political, educational rights diffuse, solidarity and
international cooperation, nature and the environment (nature rights). Mix effects and
causes, are confused, the phenomenal world becomes “essential” and is
“phenomenology”, the appearance, in the same way as the real and the virtual, lose
consciousness and handle, a world without sense, without “scale of superiors values”,
dominated the economic values, competition, intolerance and xenophobia. To
understand the present (and who can understand it with the speed of change?), we don't
have to another role of historians, recognizing the inevitable “distance” between the
event and the awareness of its meaning. In addition to our ignorance, our own limited
knowledge is what blinds us (cf. MORIN, 2011: 19).
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If these criticisms can be interpreted as a techno-digital phobia, or global phobia, there
is not our position. Appropriate use of social networks, information, and critical
consumption of media, the rights and duties of the subjects in the real and virtual world
should be taught to children and adolescents. Parents should supervise early video
games and TV programs that promote violence, and the internet activities. Social
networks that promote intolerance, violence and the bullying or harassment (school,
work, etc.). It must promote a true humanizing universalism, not tax for the “market”.
For this test, we have assisted in the “advantages” of the NTC, we have resorted to
writing on a computer (currently it seems a need for essential truism), consultation of
printed books, but also consulted hypertext on the Internet, in traditional and virtual
libraries. We have seen, in our personal experience, along with a generation that has
lived, from the second half of the 20th century, different technological, communicative
and also cultural changes that undoubtedly following generations, born in the 21st
century, perhaps live with more intensity and speed of changes.
Now combine different technologies multimedia, formerly separated: the radio or
traditional TV, printed media, including newspaper, magazines, books, electronic
media, as the radio-internet (closed and open with advertising programs), which are real
universal libraries and communities of Internet users exchanged music preferences, or
produce, their own preferences, their “ours” radio stations, as well as news that have
opened their doors in the radio-internet, to escape to the “censure” official of the
monopoly of the radio, TV or print media, what, for example in Mexico, most have
been part of the “establishment”, and hostage-taking political and economic power.
The multimedia: TV-internet, with programming, through the network, challenging
the production and distribution of documentaries, films, or “series”, which
conventionally had its own means of monopolization and commercial distribution,
against independent producers. Traditional means of “entertainment” in the dominant
ideological players almost throughout the twentieth century, as a Cinematograph,
created in 1895 by the Lumière brothers in France, and used by dictatorships and
democracies as ideological media, is currently accompanied by new electronic means of
production and distribution of content, the more different “multimedia” formats, leaving
behind the adjoining the cinemas, replaced by playback on DVD, all kinds of genre
film, commercial or art, in the homes of families of all social classes socialization
without precedent, through formal trade or the borders of the “illegal reproductions”.
Fortunately, in front of that computer morass, copy and paste, the reserve, prudence,
caution about the shallowness of digital information, there are serious research in all
disciplines, enabling to deepen not only the effects on behavior and physical and mental
health (individual and social), but also in the causes that encourage, what the German
psychiatrist Manfred Spitzer, called “digital dementia”: the risk that lead the NTC,
especially if it starts from childhood and youth, so that we can say climate change
anthropogenic (CCA), if not guarding it in time (if possible) and do not consider the
“digital culture” and the “virtual” world as a fate fatal and inevitable, although this is
interested towards the large electronics corporate and its organic intellectuals
(professors, analysts, propagandists, industrialists, politicians, etc.).
Digital media lead us to use less, each time less, our brain, and prevent, in infants and
young people (the first with a brain capacity still in growth), the “brain formation”,
reducing its ability to yield (memorization) directly affecting thinking, reasoning, will
(self-control, autonomy) emotions, social behavior (addiction, insulation, autism,
depression), among other findings that are becoming the research on digital technology
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behavior, and the human brain. (cfr. formation of the brain during life; ascent and
decline, positive and negative factors, Dr. SPITZER, 2013: 299)
The formation processes of the human brain (one of the most complex biological
organisms) starts in childhood, develops in adolescence, and reach maturity in a period
of age between 20 and 50 years, to decline naturally during old age and even death in
old age. The positive factors of its development at an early age, among others, are
manual and sports activities, arts, learning other languages, healthy eating, bonding with
the family and the community, nature, profitable work, personal relationships.
Negative factors to their brain development, which produced the risk of an early
decline, in childhood and adolescence are prompted by new digital and multimedia
technologies (TV, DVD, video, computer games, addiction to the internet, etc.)
producing various disorders of attention, language development, bad learning, lack of
body movement problems, which leads to overweight and addiction lack of sleep by
stress and multi-tasking, bad food (fast food).
“(…) This different auspicious ‘sickness’ psychosomatic, such as isolation,
addiction, depression, digital dementia, and finally advance brain death. This is one
reason for those education authorities around the world, and international
organizations like the UN, and the UNESCO, who, OECD, took letters on the issue,
but have not done so. Why some of these multinational agencies encourage, promote
the ‘learning’ of the NTC, indiscriminately from an early age, and as one of its
priorities for the educational skills of the 21st century system? According to Manfred
S., memory improves with the real, direct contact between people, unlike the
interaction ‘virtual’ (forget more online than in reality), according to a clinical
study:
(...) We also carried out the following discovery: the performance of the memory of
each person separately in a third match back was better when the collective memory
was produced electronically, but in direct contact. As well as it does the same if
some contents that must learn acquire them interactively in a group and with a
direct and personal contact, or if that group is formed virtually on the internet.
The causes are obvious: direct contact clearly provides more material for processing
and leads to a processing more emotional and more profound than the clearly
reduced contact (impoverished) through the screen and keyboard. When processing
information between parties through dialogue or a debate, it is - according to the
knowledge we have - the type of deep processing that exists. Precisely because
people are social beings, we do have nothing better to talk about between us, and do
it several times a day. However, in the life of many adolescents, this personal
Exchange is replaced nowadays by digital networks. And by very shrill than pages
that you navigate, it will be much less engraved in memory that the contact direct (...)
because only real and personal communication allows a processing deep” (Cfr.
MANFRED, 2013: 105-106).
Many of these means of cultural expression found on the Internet a new kind of
unprecedented mass distribution, not to mention, the distribution and virtual sale of ebooks, which coexist with the “press” (the demand and production of paper today is
unsustainable for the planet), the same way as traditional newspaper or magazine
printed media secular or “sciences”, new forms of mass dissemination of content,
beyond the official censorship and monopolies of production and distribution of print
media, perhaps to be replaced by “monopolies” global (Amazon, Google, and others
companies), equivalent to the material production of goods and services (practically in
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all branches of the economy, controlled by transnational corporations at the current
stage of capitalism.
Traditional analog TV, is not that it had as object only transmission of “images”
“real”, as he argued SARTORI, but “manipulate” also the own image and content,
distorting reality and intentionally selecting the “reality” (preceding “virtual reality”,
but at the same time “manipulate” ideologically the “image”, combined with sounds and
texts, manipulated by the most diverse and conflicting ideological content). Many are
the monopolistic examples of print media paid the “establishment”.
For SARTORI, we have gone from homo sapiens to homo videns, a thinking subject, a
subject that look at pictures and not think, mainly, among the most vulnerable infants
who, rather than know the alphabet or letters, are subjected to the image (television) and
now, apparently, to the digital world. The NTC invade irresponsibly early the minds of
children, preventing their proper brain development (induced by international
educational policies and the interest of electronic corporations). Currently, if one can
speak of something that lingers in this high speed of technological change, characterized
by its quick use and disposability, (analog) TV and radio have gone equally toward
digital, renewing the twenty-first century world, powerful influenza exerted on several
generations of the 20th century.
And it is not that the “old technologies of de communications” (written press, radio,
TV, film) would represent the Kingdom of the “liberty”. In the same way the press,
newspapers and weeklies, they lived, permanently, not only in Mexico but in many
parts of the world, dominated by the economic and ideological interests of the
“establishment”, and those who swam against the current so independent and marginal.
That means, that either means of traditional communication “escaped” of the will to
ideological manipulation, censorship and control of their sponsors (companies or
Governments). In the same way that, in the world of interpersonal relationships, the
“modernity” “solid”, already had fractures and cracks, cave-ins, when less this was the
reason for the revolution of the young in the sixties of the twentieth century, today
supposedly “hard to beat” by new “oppressions” and “liberties” represented in the
“liquid modernity” and their technology support.
If some displayed the network internet, as the Kingdom of the “liberty” information
and communication and other human potentialities, as stated by CASTELLS
optimistically:
"Information is power. Communication is counter-power. And the ability to change
the flow of information from the autonomous capacity of communication, reinforced by
digital communication technologies, substantially enhances the autonomy of society
with respect to the established powers” (CASTELLS, 2007: 181), others see it as a new
sign of the decadence “moral” civilization, the cyber-technology, cyber-space, virtual
reality, virtual communities, social networks, virtual relations, the new wave of
revolution culture-digital, as it was the socialization of music, with the invention of the
radio and the disco vinyl, in the early sixties of the last century.
Support of mobile, cellular, telephony supported with satellite communication,
digitization, and thousands of applications, have changed the habitus of many millions
of people of all ages (the younger generation promotes narcissism, the pictures or
selfies), mainly and progressively between generations, accustomed to the culture of the
“liquid modernity” and the planned obsolescence and irrational consumption patterns
they promise the “happiness”, but that rather speak of a “alienated” technology, where
the subjects (consumers), objectified, alienated, are alien to themselves, others and their
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own environment ecological, accompanied by a fast life of technological products and
culture “necrophilia” (sexual love and not sexual by the inert), cyber, robotic, as
provided by FROMM, from the Decade of the 1970s:
“(...) Let's start by considering features simple and most notorious of the
contemporary industrial man: Suppression of focal interest by people, nature
and living structures and growing attraction towards mechanical artifacts and
lifeless (...).
(...) This new type of man is not interested, after all, in the stool or the corpses;
actually has such phobia of corpses which makes them seem more alive than when
the person was in life (isn't this a reaction formation, but rather part of all orientation
that denies the reality of natural, not man-made). But it does something much
stronger. Deflects her interest in life, people, nature, ideas... in a Word, everything is
alive: transforms life into things, including himself and the manifestations of human
faculties of reason, see, hear, like, love (...).
(…) The world becomes a sum of artifacts without life; synthetic food synthetic
bodies, the whole man becomes part of total he controls and mechanism that
simultaneously controls to it. It has no plan or purpose in life but to make it
imposed by the logic of the technique you do. It aims to manufacture robots, which
will be one of the greatest feats of technical mind, and some specialists say that the
robot be hardly distinguished of living men. This will not be an amazing feat, now
that the man is difficult to distinguish from a robot” (FROMM, 1970: 347-348,
underlined our).
Some futuristic scenarios of the next fifty years, which do not include the depletion of
ecosystems and therefore, ecocide, and the end of economic growth without
environmental sustainability, displayed the robots’ growing presence, the Orwellian
State super-vigilance, the increase in the speed of transport, as a “happy world”. The
distant and the near (space weather), recombine, in alienating new “cybernetic culture”,
where stand out more different addictions, diseases, risks, mutations, regressions,
Involutions, crisis.
In the same way, the computer and society of knowledge, promising the expansion of
“virtual” education, academic virtual communities, virtual universities, museums and
virtual libraries, interpersonal relations “victuals”, in which deposited is the hopes of a
“home global”, the Cyber-culture, of a world without borders, a common language, the
cyberspace and languages associated with its technological growth (predominantly
English language), whose servers or “dominions”, the USA are in economic and
political power centers, mainly.
Can be distinguished, in these technologies the differences between the “hardware”
and the “software”, the first as technical support, the second as cyber language
processors and computers, always changing at the speed of light. Into that world must
know that new “language” technical, increasingly specialized, and producing various
types of global populations: those who are “connected” to network and market and the
“no connected”, cyber-alphabets and cyber-illiterate, producing new inequalities and
social exclusion, some voluntarily, others, involuntarily.
The nostalgic old technologies, for example, in recording musical reproduction, yearn
for the quality of the reproduction of the Long Play (LP), front of the cd, or music on
the net, all of them reproductions without point of comparison with the music live or
face-to-face, but with a huge mass reproduction, and at a lower cost, in almost every
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corner of the world except in the most isolated geographically and culturally (Western)
speaking populations. The big question is if you're NTC will contribute or not, to
generate a greater global inequality, untenable and unsustainable, inhuman, and
degrading treatment today of the human condition, as well as to an improvement or
kick-back in the “compression” and the cultural and biological diversity of the planet.
This is the current dilemma.

CONCLUSIONS
Little is known, still human and cultural implications of these technological
transformations in the long run, but for example, in the field of human health (physical
and mental), ecocide (waste technology), the NTC in general bring important sequelae
(electromagnetic radiation that can cause brain tumors, cancer) and against the health of
the planet, the consumer society has produced a variety of polluting materials, some of
them “not biodegradables”, as plastics, e-waste, nuclear waste, noise pollution, air
pollution, light pollution, the destruction of ecosystems (rights of nature).
New subject “technologic” has characteristics that limit the thinking activity (as
pointed out SARTORI), is a “autist” programmed with their immediate reality and
contradiction can be linked virtually with another continent, with other community
“virtual”. Hyper-textual communication of a cellular phone is “reduce” and compresses
the written language, it prefers this, above the “advantages” of the orality of (interactive
of yours) traditional telephony by cable and satellite. Video conferencing overrides
personal, material, real, contact the virtual relationship. Virtual school overrides
personal contact. Virtual sex overrides corporeity and risk, the compromise leaves the
social anonymity.
But the truth is that the global network, as well as subjects that compose it, presents
contradictions, ambivalence, intolerance, new oppressions, cyber-espionage, cybercrime, cyber-attacks and other virtual crimes, with material consequences and objective.
Isn't that what “virtual” lack of materiality, can be turned into it, how subjects (children)
who commit suicide as a result of cyber-bullying, or children who fall into the networks
of harassment and sexual commerce, through networks of cyber-crime, cyber-crime and
extortion network.
Would the question is if these technologies make us more “humans”, with the aid of
artificial intelligence, robotics, computer science, Cybernetics? Is the “human”
changing? Would is globalization a new “dehumanization”? Would entered a social
reality anticipated by ORWELL in his novel “1984”? 6 Empire of surveillance, the
6

G. ORWELL, 1984
Chapter I was a bright day and April cold and clocks gave the thirteen. Winston Smith, with his Chin
pinned on the chest in his effort to circumvent the troublesome wind, slid quickly through the houses of
the victory glass doors, although not quickly enough to avoid that a dusty blast slinks with him.
The lobby smelled cooked vegetables and old mats. In the background, a color poster, too big to be in an
interior, was glued to the wall. It represented only a huge face of more than one meter of width: the face
of a man of about forty five years with a large black mustache and beautiful and hardened factions.
Winston moved to the stairs. It was useless to try to get on the elevator. It didn't work frequently and at
this time the power was cut during day hours. This was part of the restrictions with which prepared the
week of hate. Winston had to climb to a seventh floor. With his thirty-nine years and an ulcer of varicose
veins above the right ankle, climbed slowly, resting several times. On each landing, in front of the door of
the elevator, the poster of the huge face looked from the wall. It was one of those drawings in such a way
that the eyes remain one wherever that is. THE BIG BROTHER WATCH YOU monitors said the words
at the bottom (...).

© Juri-Dileyc

97

E. NIETO SOTELO – R&S VOL. 0 (2017), ISSUE 0 (81-100)

Ministry of the lie? Or well, in the nightmares of KAFKA, where new “bureaucracies”
technician made the Nazi-Fascist nightmare, of destruction of the person?
In the current social and cultural crisis, characterized by the dehumanization, the
possessive individualism, the dominance of the market, the human destructiveness
(ecocide), have to look at these technological progressions in their evolutions and
regressions, also in its revolutions (technical or cultural), which happens all at the same
time, all at the same time (MORIN). It is true that technological solutions, allow us to
resolve the practical issues of the consumer market and financial transactions, the public
contributions, tax obligations and may enhance the “entertainment” (circus without
bread), in addition to the educational possibilities of a possible possibly democratic
cultural revolution. We can assume different positions: “eclectic”, “cynic”, “acratic”,
“ambivalent”, “enthusiast”.
From the perspective of human rights education and promotion, the contemporary
ethics of moral values is under permanent attack, frank regression and stagnation. The
dignities of man “modern”, as he called them CERRONI, namely ethical dignity, the
legal, social, political, economic, the cultural and educational (now dismantled)7, the
right to health (human and planet), they present new challenges facing new forms of
oppression and ideological domination, they are already promoted by the pure and plain
“market” relationships, i.e. by the own “civil society” dominated by transnational
corporations, or by the new powers (strength) of the “Estate” enhanced by new
technologies of social control (cyber-espionage); or by actual and possible combinations
of both, as in the neo-liberal political system, which is actually a “neo-liberalism”,
which bears more resemblance to a new totalitarianism.
But the NTC are advantages? According to their promoters (transnational corporations
and intellectuals organic)? Do we give (s) the benefit of the doubt? Is the cyber-space,
cyber-culture, a new totality, a new ecumenism religious, a new “utopia”? Cyber
culture, holds a “paradox”, the more universal, less tote, more heterogeneous:
“(...) New media ecology is organized around the expansion of cyberspace. I want to
now state its central paradox: the more universal (extended, interconnected,
interactive), less total. Each additional connection adds to the heterogeneity, new
7

The dignities of the modern man/CERRONI
The term dignity being used, with reference to the man, from Kant onwards, in the singular to underline
the essential characteristic of each individual, it’s to be a person or a member of the human race like any
other. But it is time to reflect on singular said, taking into account the fact that person does not already
only be end in itself, or autonomous ethical Center, as though Kant, rather, for example, it means being
holder of “human rights”, of “political freedom” and “civil rights”; and also, from now on, be holder of
the human pretensions to realize the dignity of man in the economic sphere of productive activities.
All these connotations of modern man are structured and developed, for a time, in contemporary culture,
especially the constitutional charters and international documents. But lacking even a satisfactory
theoretical systematization of all these “dignities”, and therefore missing, correspondingly, a theoretical
coordination of major sectors, among which usually “comprises those dignities” […] (CERRONI, 1999:
74). As well as the dignities of modern man are separated, the theoretical fields in which those have
obtained the legitimization are separated. However, it remains the danger - checked by daily events - that
even in the general separation, each of those human dignities may be neglected, scorned raped. On the
other hand, because there is in fact a single link on the historical level, missing theoretical coordination
could undermine the integrity of the range of the modern dignities (ethical, legal, political, social,
cultural), breaking up the system in a disjointed range of postulates which are interspersed in dangerous
byways. The modern ethics of person then flows back towards an educated metaphysical abstract man,
without practical meetings; the rights system is reduced to the formal mechanism; political freedoms
decay to be exercises “instrumentals”; the rights-interests of workers become petty corporate claims,
without ethic-political coordination […] (CERRONI, 1999: 75).
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sources of information, new lines of flight, so much so that the global sense is less
readable, increasingly more difficult to circumscribe, close, master. This universal
gives access to an enjoyment of the world, to the collective Act of the species
intelligence. It makes us participate more intensely in humanity alive, but this is
contradictory, on the contrary, with the multiplication of singularities and the
increase of the disorder” (LEVY, 2011: 93).
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ABSTRACT
In the paper the current state, especially possibilities of and barriers to the free
movement of researchers and their freedom to enjoy fundamental rights within
European Union (hereinafter: EU) are discussed. In the first part of the paper, relevant
terms such as “researcher” and “mobility” are explained in detail. Then, an overview of
instruments adopted at EU level aimed at ensuring conditions for free movement of
knowledge is presented. In the second part of the paper the jurisprudence of the CJEU is
examined, in order to detect the current position and potential improvements in the
conditions under which researchers are involved in mobility in comparison to (all other
EU) workers. Emphasis is given to questions of status of researcher, social benefits,
financial security and conditions of work.
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INTRODUCTION
This paper discusses the current state, that is, the possibilities and barriers to the free
movement of researchers and their freedom to enjoy fundamental rights within
European Union (hereinafter: EU). As a starting point, it is necessary to address the
question of who falls under the definition of a researcher. Obviously it does not suffice
to acknowledge researchers as bearers of academic knowledge. Hence, the paper will
first introduce the definition of a researcher. It will then give an overview of instruments
adopted at EU level aimed at ensuring conditions for free movement of knowledge. The
second part of the paper examines the jurisprudence of the CJEU in order to detect the
current position and potential improvements in the conditions under which researchers
are involved in mobility in comparison to (all other EU) workers. Emphasis will be
given to questions of status of researcher, social benefits, financial security and
conditions of work.
The term “researcher” is not defined in the International Standard Classification of
Occupations (ISCO). The lack of a definition can be attributed to the fact that research
is treated as an activity potentially carried out by many categories of personnel.
However, a definition of a researcher can be derived from FRASCATI MANUAL (2015:
44) as “a person who undertakes creative and systematic work in order to increase the
stock of knowledge - including knowledge of humankind, culture and society - and to
devise new applications of available knowledge”2. Activities of a researcher may be
aimed at achieving either specific or general objectives. A researcher's activity is always
1

Assistant Professor Paula Poretti, PhD, Chair for Civil law at the Faculty of Law Osijek,
pporetti@pravos.hr.
2
This definition of a “researcher” provided in Frascati Manual is also accepted in relevant reports on the
topic of researcher mobility, see DOHERTY & CHALSÈGE (2014) [hereinafter: RESEARCHER'S REPORT
(2014)].
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aimed at new findings, based on original concepts (and their interpretation) or
hypotheses. In his/her research, a researcher is largely uncertain about its final outcome
(or at least about the quantity of time and resources needed to achieve it), it is planned
for and budgeted (even when carried out by individuals), and it is aimed at producing
results that could be either freely transferred or traded in a marketplace. When a
researcher conducts his/her research, it has to satisfy five core criteria. The activity must
be: novel, creative, uncertain, systematic and transferable and/or reproducible
(FRASCATI MANUAL, 2015: 45).
A researcher’s need to acquire scientific knowledge and understanding often results in
a search which may lead beyond the borders of a Member State of researcher’s origin.
In this sense, it could be argued that mobility is in the very core of researcher’s career.
This need was recognized and acknowledged by European Commission and it was
included in the “free movement” policy which is aimed at fostering the growth and
prosperity of the Internal Market and more recently, recovering from the economic
crisis (RESEARCHER’S REPORT, 2014: 12)3.
In regard to mobility of research, several categories have been recognized. Physical
mobility, as the most common form of mobility includes inward mobility (attracting
researchers from abroad), outward mobility (researchers going abroad) and intersectoral
mobility (between academia and industry). Also, long-term mobility (to another country
for the duration of several months or years) is differentieted from short-term mobility
(visits or project-related activities). Moving to another country to change jobs or being
mobile with the same employer for short - or long-term is also considered as mobility.
Finally, there are new forms of mobility such as combined part-time positions,
interdisciplinary mobility and virtual mobility (RESEARCHER’S REPORT, 2014: 88).

LEGAL FRAMEWORK RELEVANT FOR MOBILITY OF RESEARCHERS
The European Commission is of the view that developing knowledge and competence
which is promoted by researchers can be a significant generator of growth in the EU.
This is reflected in a number of EU documents which have been introduced in the last
two decades in order to promote measures and activities which will optimise the field of
science and research, one of the most important being the establishment of European
Research Area (ERA).
A Communication “A Mobility Strategy for the European Research Area”4 from 2001
was aimed at enhancing the living and working environment of researchers in Europe in
order to attract and maintain a high level of Human Resources in researches both
quantitatively and qualitatively. The crucial aspects which were identified as those
which needed to be considered are legal improvements (concerning particularly
admission conditions, access to employment, social security and taxation),
improvements regarding information on mobility, improvements in the provision of
practical assistance to researchers (such as the creation of a Network of Mobility
Centres) and improvements of a qualitative nature (the exchange of best practice; the
developments of benchmarking practices)5 . In Communication “Researchers in the
3

Also Communication from the Commission to the Euroopean Parlaiment, the Council, the European
Economic and Social Commitee and the Commitee of the Regions “Research and innovation as sources
of renewed growth”, COM(2014)339/F1.
4
Communication from the Commission to the Council and the European Parliament of 20 June 2001: A
mobility strategy for the European Research Area, COM (2001) 331 final.
5
Communication “A Mobility Strategy for the European Research Area”, pp. 3-4.
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European Research Area: One Profession, Multiple Careers”6 from 2003 the process of
development of a “European Researcher’s Charter” and the “Code of conduct for the
recruitment of researchers” was announced. The necessary steps were finalized through
the Council Resolution of 10 November 2003 (2003/C 282/01) on the profession and
the career of researchers within the European Research Area7. Since the idea that
researcher mobility is vital for the functioning of ERA was acknowledged at EU level,
in order to promote mobility, two important documents were adopted in 2005, the
European Charter for Researchers8 and the Code of Conduct for the Recruitment of
Researchers9. The Charter and the Code (CC) enable researchers to enjoy the same level
of rights and obligations in all Member States. At the moment, the Charter and the Code
have been endorsed by 892 organisations. However, given that the Charter and the Code
consist of non-binding measures, the level of their implementation is still not
satisfactory. Moreover, even if the Charter and the Code are implemented by
institutions and organisations in Member States, there is still a low level of knowledge
and awareness among researchers of their existence (CHOU & REAL-DATO, 2014).
Further steps have been made in 2008 with the European Commission’s communication
“Better careers and more mobility: a European partnership for researchers”10 which
emphasized the need to address the new forms of mobility which usually include shortterm contracts in different Member States as well as atypical forms of remuneration.
This type of remuneration leads to insecurity in terms of social security assistance and
pension benefits.
Obviously, at EU level enhancing free movement of researchers is gaining
momentum. Hence, analysis of jurisprudence of CJEU will provide a relevant basis for
concluding if the current position of researchers involved in mobility is improved due to
the undertaken actions.
6

Communication from the Commission to the Council and the European Parliament of 18 July 2003:
Researchers in the European research area: one profession, multiple careers, COM (2003) 436 final.
7
Council Resolution of 10 November 2003 (2003/C 282/01) on the profession and the career of
researchers within the European Research Area), JO C 282, pp. 1-2, of 25.11.2003.
8
A set of 40 general principles and requirements which specifies the roles, responsibilities and
entitlements of researchers as well as of employers and/or funders of researchers 6. The aim of the
Charter is to ensure that the nature of the relationship between researchers and employers or funders is
conducive to successful performance in generating, transferring, sharing and disseminating knowledge
and technological development, and to the career development of researchers. The Charter also
recognizes the value of all forms of mobility as a means for enhancing the professional development of
researchers. In this sense, the Charter constitutes a framework for researchers, employers and funders
who invite them to act responsibly and as professionals within their working environment, and to
recognize each other as such. Among these principles are research freedom, ethical principles,
professional responsibility, professional attitude, contractual and legal obligations, accountability, good
practice in research, dissemination, exploitation of results, public engagement, relation with supervisors,
supervision and managerial duties, continuing professional development. Retrieved from:
https://euraxess.ec.europa.eu/jobs/charter/european-charter (13.09.2017).
9
The code of conduct for the recruitment of researchers consists of a set of general principles and
requirements that should be followed by employers and/or funders when appointing or recruiting
researchers. These principles and requirements should ensure observance of values such as transparency
of the recruitment process and equal treatment of all applicants, in particular with regard to the
development of an attractive, open and sustainable European labour market for researchers, and are
complementary to those outlined in the European Charter for Researchers. Institutions and employers
adhering to the Code of Conduct will openly demonstrate their commitment to act in a responsible and
respectable way and to provide fair framework conditions to researchers, with a clear intention to
contribute to the advancement of the European Research Area. Retrieved from
https://euraxess.ec.europa.eu/jobs/charter/code (13.09.2017).
10
Communication from the Commission to the Council and the European Parliament - Better careers and
more mobility: a European partnership for researchers, COM/2008/0317 final.
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Namely, already in 2005 the European Commission acknowledged that mobile
researchers moving to another country often face difficulties when it comes to their
social security and pension rights. There are basic problems deriving from the lack of
awareness of social security rights, the absence of supplementary pension schemes for
their retirement, problems with the portability of their pension rights when moving from
the public to the private sector (as well as from one country to another), sometimes
resulting in significant losses of their acquired social security rights11.
Given that references for preliminary ruling procedure submitted to CJEU all
concerned guarantee of freedom of movement of researchers and other related
fundamental rights under the framework which guarantees workers in the EU freedom
of movement, in order to explore conditions of mobility of researchers in the EU, first a
differentiation between mobility of workers at EU market and mobility of researchers,
as partial migration of the highly skilled should be made. In this context, a critical
assessment of the general legal framework which regulates mobility of workers in the
EU will be made, in order to check how it corresponds to the requirements of mobility
relating to “knowledge economy”12.

MOBILITY OF RESEARCHERS IN THE CJEU JURISPRUDENCE
Traditionally, mobility is considered as immanent to the concept of European
citizenship. Hence, the basis for examining the position of a researcher is Article 20
TFEU, according to which “every person holding the nationality of a Member State
shall be a citizen of the Union”. As one of the fundamental rights and freedoms
guaranteed in the Founding contracts, over time, the mobility of European workers and
their families started to be observed through its social component. Since the guarantee
of freedom of movement contained in Article 20 TFEU does not include social rights
and entitlement (ACKERS, 2013: 8-9), these aspects needed to be observed through other
sources (Article 3/2 TEU; 4/2a, 20, 26, 45-48 TFEU). Other related EU document
regulating aspects relevant for mobility of workers is Directive 2004/38/EC on the right
of citizens of the Union to move and reside freely within the territory of the Member
States. It acknowledges three categories of residence, and each is approved under
different conditions. For each of the categories, a separate set of social rights and
entitlements is provided. Also, common rules for protection of social security in case of
mobility within EU is regulated in Regulation (EC) 883/2004 on the coordination of
social security systems and its implementing Regulation (EC) 987/200913.
Since the specific kind of mobility at issue concerns highly educated individuals
whose mobility is connected with acquiring or transferring new findings and
knowledge, conditions under which they experience mobility are different from the
mobility of workers in the EU. Researchers usually go to research institutes or
universities in another Member State in order to do their doctoral or post-doctoral
research there, to be included in a project or to participate in mobility as teacher staff.
Their stay at the institute or university is of limited duration and dependant of the
conditions of a research grant, usually there is no remuneration for the work done
during the stay, often a researcher’s stay is funded from a grant. There is even a recent
11

The European Charter for Researchers and The Code of Conduct for the Recruitment of Researchers”,
EUR 21620.; Also RESEARCHER'S REPORT (2014: 79).
12
Pojam “knowledge economy” is a term used in legal literature which discusses the issues of mobility of
researchers. ACKERS (2013: 7).
13
Regulation (EC) 883/2004 on the coordination of social security systems and its implementing
Regulation (EC) 987/2009, Official Journal L 116/1, 30.04.2004.
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trend of researchers, who are a part of a scientific project, being only occasionally
summoned at the institute or university in charge of a scientific project he is
participating in, while the largest part of research and coordination of results is
conducted over communication technologies (virtual mobility). Hence, the question
arises whether regardless of specificities of the position of a researcher, the same
employment and social status as well as access to sick leave, healthcare and pension and
other related rights are provided under the relevant framework for mobility of workers
in the EU.
The jurisprudence of CJEU has on several occasions offered interpretation on certain
aspects relevant for understanding conditions of mobility of researchers.
One of the first cases concerning this issue is case C-66/85 Lawrie-Blum v Land
Baden-Württemberg14 which along with the review of the term “worker” also gave an
interpretation of the “employment relationship”, relevant for the context of the position
of researchers. The concept of a worker... “must be defined in accordance with objective
criteria which distinguish the employment relationship by reference to the rights and
duties of the persons concerned. The essential feature of an employment relationship,
however, is that for a certain period of time a person performs services for and under the
direction of another person in return for which he receives remuneration”. On the basis
of the definition of a worker and its interpretation of a employment relationship, the
CJEU judgment in Lawrie-Blum v Land Baden-Württemberg confirmed that providing
services of economic value for and under the direction of another person for
remuneration, including part-time work and regardless of the low level of remuneration,
even in-kind payments constitute an employment relationship. If we try to apply this
definitions to the situation of early-career researchers, conducting their doctoral or postdoctoral research, it is obvious that they do not correspond to it. For example, the
question of remuneration or, in case of researchers, the lack of it, shows that the
position of researchers very often is more alike to that of students than workers.
In the next case, C-3/90 M.J.E. Bernini v Minister van Onderwijs en Wetenschappen15
CJEU additionally widened the term worker, in order to include “a national of a
Member State who has worked in another Member State in the context of occupational
training, if he has performed services in return for remuneration, provided that his
activities are genuine and effective”. Again, even though certain forms of occupational
training can be categorized as work, the emphasis is on remuneration. Hence, a position
of a researcher is once more problematic, since remuneration is again a requirement for
a person obtaining occupational training to being considered a worker.
In case C-94/07 Raccanelli v Max Planck-Gesellschaft16 CJEU directly interpreted the
position of a researcher conducting a doctoral research at an institution of another
Member State. Mr Raccanelli claimed that, during his research stay at the MPG, he was
expected to do the same amount of work as German doctoral students employed under
BAT IIa half-time contracts, for whom such contracts (according to Mr Raccanelli) involving, in particular, the benefit of social-security affiliation - were reserved. In the
judgment, CJEU confirmed that a researcher preparing a doctoral thesis on the basis of a
grant contract concluded with MPG, must be regarded as a worker within the meaning
of Article 39 EC if he is called upon to perform as much work as a researcher preparing
a doctoral thesis on the basis of a BAT/2 employment contract with MPG. So,
14

C-66/85, Lawrie-Blum v Land Baden-Württemberg, ECLI:EU:C:1986:284.
C-3/90, M.J.E. Bernini v Minister van Onderwijs en Wetenschappen, ECLI:EU:C:1992:89.
16
C-94/07, Raccanelli v Max Planck-Gesellschaft, ECLI:EU:C:2008:425.
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regardless of his formal position, the factual situation in which the researcher has
actually performed work for the institution was given priority. There are some signals
that after the Raccanelli case a shift in the practice of research institutions has been
made. Contribution of researchers conducting doctoral research and performing work at
the same time is no longer possible to negate or conceal and they position as workers
with all pertaining rights has to be recognized to them.
Although the judgment resulted in positive changes in practice of research institutions,
another issue was discussed in the legal literature. Namely, it was criticized that
doctoral or post-doctoral research conducted by early-career researches enables sharing
and exploiting knowledge acquired through the research. Given that sharing and
exploiting knowledge can generate profit, researchers should be acknowledged the
status of workers which are entitled to remuneration for their work (ACKERS, 2013: 12).
There is another problematic aspect of the position of early career researchers. They
often take up unpaid positions at research institutions, in hope of a possibility to retain
relationships that may facilitate future mobility and perhaps even be given a full-time
position in the future. Since this is a reoccurring situation at many research institutions
where researchers from other Member States conduct their research, it should be given
more attention (ACKERS, 2013: 12).
The case C-224/01 Köbler v Austria17 addressed directly the question of freedom of
movement of university professors (who are also researchers). It concerned
discrimination in terms of rewarding only university professors with 15 years service at
Universities in Austria. Namely, Mr Köbler claimed that due to the fact that instead of
continuing service for 15 years at a University in Austria, he spent some time as a
professor at Unversities in Member States, he was not rewarded with length-of-service
increment. The reward is a financial benefit in addition to basic salary the amount of
which is already dependent on length of service. According to Austrian law (Article 50a
GG), a university professor receives that increment if he has carried on that profession
for at least 15 years with an Austrian university and if, furthermore, he has been in
receipt for at least four years of the normal length-of-service increment. At the same
time, Austian law precludes, for the purpose of the grant of the special length-of-service
increment for which it provides, any possibility of taking into account periods of
activity completed by a university professor in a Member State other than the Republic
of Austria.
The CJEU found that such a regime is clearly likely to impede freedom of movement
for workers in two respects. The regime operates to the detriment of migrant workers
who are nationals of Member States other than the Republic of Austria where those
workers are refused recognition of periods of service completed by them in those States
in the capacity of university professor on the sole ground that those periods were not
completed in an Austrian university18. According to CJEU, the absolute refusal to
recognise periods served as a university professor in a Member State other than the
Republic of Austria impedes freedom of movement for workers established in Austria
inasmuch as it is such as to deter the latter from leaving the country to exercise that
freedom. In fact, on their return to Austria, their years of experience in the capacity of
university professor in another Member State, that is to say, in the pursuit of

17

C-224/01, Köbler v Austria, ECLI:EU:C:2003:513.
See, in that connection, with regard to a comparable Greek provision, Case C-187/96 Commission v
Greece [1998] ECRI-1095.
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comparable activities, are not taken into account for the purposes of the special lengthof-service increment provided for in Article 50a of the GG.

CONCLUSION
In the paper, the position of researchers moving within the EU is explored, emphasize
being on “labour migrants”, who are involved in long-term unilateral stay requiring
relocation of residence and employment19. Having in mind the significance given to the
contribution of researchers in generating new knowledge as an originator of growth and
a guarantee of overcoming the economical crisis at EU level, the analysis revealed
several open issues relating to the position of a researcher in mobility. Some issues have
already been discussed by legal theorists and over time, CJEU also considered them in
the course of a preliminary ruling procedure. Certain issues are relatively new and they
are related to the recent social development, in terms of communication technologies,
new trends in connecting researchers in cross-border projects and cooperation in border
territories.
However, all issues have their source in the fact that, although the term “EU citizen”
includes the right to mobility, it does not directly involve a guarantee of social rights
and entitlement. Instead, this set of rights pertains to the status of “workers”, which is
not afforded to researchers, even though their role as “knowledge workers” is
acknowledged as fundamental at EU level.
The specific legal framework which relates to the position and rights of researchers in
mobility is developing at EU level, bringing programmes, strategies and measures,
which are in most part non-binding in nature. Hence, researchers still cannot rely on it,
in order to realize all rights and responsibilities which should be derived from a status
of a researcher involved in mobility.
It seems that, for now, the protection of fundamental rights of researchers should be
sought within the framework which guarantees mobility of workers at EU level.
However, the research revealed:
•

•

•

The sucessful implementation of measures brought within a specific legal
framework will depend to a large extent on the level of development of national
legal framework as well as the level of readiness of the national legal system to
support the adherance to non-binding instruments. At the moment, disparities
and imbalance among the practice in Member States results in uncertainty and
causes significant difficulties for reseachers, in terms of accessing research
funding, mobility, lifelong training, salary and social security.
Many barriers for researchers, especially for early-career researchers,
conducting their doctoral or even post-doctoral research persist, which can
influence their decision to choose or continue a research carieer.
Research conducted at an institute or university of another Member State as a
prerequisite for further development of researcher's carieer seems especially
problematic. Namely, for early-carrier researchers mobility is not a desirable but
a necessary aspect of their carieer. It is important for collecting legal literature,
court practice and conducting experimental research. Also, it is among necessary
conditions for obtaining a permanent position at universities. Finally, due to the
lack of open positions at univerities, very often it is a chance for early-carieer

19
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researchers to work, even without pay, in the hope that they will be considered
for the position. In this sense, “forced mobility” that is, researchers moving for
work, instead of moving with work (ACKERS, 2013: 15) is increasingly
becoming a reality.
Having in mind all the issues revealed, conditions under which researchers are
currently involved in mobility at EU level does not seem satisfactory. Not recognizing
research as work, due to the rigid interpretation of the terms “worker” and “work” is a
significant barrier which is not going to be easy to overcome. Relevance is still given to
the formal conditions of an employment relationship, including remuneration, under
which researchers included in part-time work, being payed below subsistence level or
in-kind are not afforded the status of a worker at EU level.
Changes in national practice would be welcome, especially if they would include a
review of possibilities to substitute fixed-term with open-ended contracts for
researchers. This would ensure adequate social security systems, especially in terms of
family care and support. It would also be a step closer to assimilating the position of
researcher to all other workers moving within the EU.
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THE BREEDER’S EXCEPTION TO PATENT RIGHTS AS A NEW
TYPE OF RESEARCH EXCEPTION
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ABSTRACT
Art. 27 (c) of the Agreement on a Unified Patent Court (AUPC) provides for a new
type of exception to patent rights at European level: the breeder’s exception. This
provision limits the effects of patent rights for “the use of biological material for the
purpose of breeding, or discovering and developing other plant varieties”. The breeder’s
exception has already been incorporated into the national patent laws of France,
Germany, the Netherlands, and Switzerland. When the AUPC enters into force, the
exception will be mandatory for all of its contracting parties. This paper will explain the
reasons for introducing the breeding exception into the patent system as well as its
importance for academic and business purposes. It will also highlight how scientific
developments influence legislation.
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A NEW TYPE OF EXCEPTION TO PATENT RIGHTS: THE BREEDING
EXCEPTION
Exceptions to patent rights remove liability for infringing patent rights. Contrary to
“exemptions from patentability” which exempt patented material ex ante, exceptions to
patent rights allow specific acts that would not be permissible otherwise (CHRISTIE,
2011; KUR, 2008: 5).This means that third parties can freely use patented material for
particular purposes. The main purpose and most recurrent use of exceptions to patent
rights is research on patented material that aims to verify, design around, experiment or
improve the invention; to challenge the validity of the patent; or to invent around the
patented elements (VAN EECKE, KELLY, BOLGER & TRUYENS, 2009). Another type of
exception, which is quite controversial in the patent community, is the exception that
exempts research with the patented invention, i.e., when the invention is used as a tool
to achieve an aim. Another reason for differentiating between research exceptions is the
commercial intent. When the exception allows research for obtaining commercial profit,
it may significantly detract from patentee’s economic return and thus hamper
innovation. Hence countries allow only for exemptions without commercial intent. It is,
however, not easy to distinguish between research with or without commercial intent,
especially if research is conducted by academic institutions. Courts have decided cases
based on the intent to commercialize the invention. US judges, for example, decided in
Embrex Inc. v Service Engineering that a patent on a method for inoculating chicks
against diseases in ovo was infringed by university researchers who were trying to find
a way to work around the patent because the ultimate objective of scientific researchers
was commercialization.
1

Dr. Viola Prifti is currently an invited researcher at the Foundation for Intellectual Property, Institute of
Intellectual Property in Tokyo, funded by the Japanese Patent Office. She can be contacted via e-mail:
viola.prifti@gmail.com

© Juri-Dileyc

109

P. PRIFTI – R&S VOL. 0 (2017), ISSUE 0 (109-116)

The aforementioned types of exceptions to patent rights are common practice in most
countries. Civil law countries have introduced them into patent laws, while common
law countries have often decided the scope of exceptions to patent rights in court
(PRIFTI, 2015: 80-95). The formulation of exceptions varies broadly among countries
and it is not easy to understand which acts fall under a type of research exception. With
the internationalization of the patent system, it became necessary to find a definition of
an exception to patent rights that could join the diversity of national laws. Art. 30 of the
Agreement on Trade-Related Aspects of Intellectual Property Rights (TRIPS
Agreement), the only provision that provides for exceptions to patent rights, establishes
the following:
Members may provide limited exceptions to the exclusive rights conferred by a
patent, provided that such exceptions do not unreasonably conflict with a normal
exploitation of the patent and do not unreasonably prejudice the legitimate interests
of the patent owner, taking account of the legitimate interests of third parties
(emphasis added).
The vagueness of this provision does not allow concluding which type of research
exception can be deemed permissible at international level. World Trade Organization
(WTO) members should adopt exceptions to patent rights in line with the spirit of art.
30 of the TRIPS Agreement but their compliance with art. 30 is to be decided case by
case by a WTO panel. Since TRIPS has entered into force, only one WTO panel has
addressed the issue of interpretation of article 30 while examining the EC-Canada case.
Following a complaint of the EC and its Member states in 1998, the panel analyzed the
compliance of section 55.2 (1) and (2) of the Canadian Patent Act. Section 55.2 (1)
concerns the regulatory review exception or the so-called Bolar exception, while section
55.2 (2) is referred to as the stockpiling exception. The Bolar exception, firstly
established in US law, allows pharmaceutical firms to start the necessary studies, tests,
and trials before the patent expires, in order to obtain regulatory approval 2 . The
stockpiling exception was subject to the successful implementation of regulatory
aprovals. Afterward, competitor firms could start to manufacture and stockpile patented
goods in the 6 months preceding patent expiry. The rationale of this exception was that
of permitting competitors to place their products into the market immediately after
patent expiry. The WTO panel rejected this second exception, but upheld the
compliance of the Bolar exception.
The interpretative outcome of the panel on article 30 has been deemed limited because
it provided a general argumentation instead of clarifying the meaning and the content of
each step of art. 30. One important aspect of the decision regards the specification that
the conditions of article 30 should be cumulatively satisfied3. Several commentators
have criticized the approach of the panel because it does not take into account the
particularities of domestic innovation systems, the principles and objectives of the
TRIPS Agreement, and it might refrain countries from adopting flexible solutions based
on their different and evolving socio-economic needs (CORREA, 2005: 10-16; KUR,
2011: 239-240).
Against this background, it is not possible to define a priori which type of research
exception can be deemed permissible under art. 30 of the TRIPS Agreement. The
2

Section 271-e-1 of the Drug Price Competition and Patent Term Restoration Act, informally known as
the “Hatch-Waxman Act” [Public Law 98-417] after a court case Roche Products v Bolar
Pharmaceutical, 733 F.2d 858 (Fed. Cir. 1984).
3
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introduction of the breeding exception to patent rights may further increase this legal
uncertainty since it aims at exempting patented material that is used as a tool in
breeding processes with commercial intent. This provision limits the effects of patent
rights for “the use of biological material for the purpose of breeding, or discovering and
developing other plant varieties”4. The breeder’s exception was first incorporated into
the national patent laws of France5, Germany6, the Netherlands7, and Switzerland8, and
recently in art. 27 (c) of the Agreement on a Unified Patent Court (AUPC)9.
In order to understand the breeding exception to patent rights, it is important to clarify
that the breeding exception to patent rights should not be confused with the breeder’s
exception to breeder’s rights provided for by the International Convention on the New
Varieties of Plants (UPOV)10. The latter is based on the use and betterment of existing
plant varieties for the purpose of creating new varieties. The breeding exception to
patent rights has the same purpose of creating new varieties, but it aims at using
patented biological matter. Under the current research exception, breeders (provided
they have the necessary resources and innovation capacities) or researchers might use
and improve patented material but this is not specifically relevant in the process of plant
breeding. The main objective of those who breed new varieties is to access patented
traits since they confer particular characteristics to the plant. These traits may be
crossed out during the breeding process or might be present in the final variety.
Therefore, the main interest of breeders is to use patented material as a tool. This means
that the breeding exception aims at exempting research done with protected subject
matter.
With respect to the distinction of non/commercial purposes, the breeding exception
has a commercial intent since it serves to create products that will be put into the
marketplace. Indeed, using patented material only for breeding varieties that will never
be commercialized has no practical utility. The very purpose of plant breeding is that of
making plant varieties available for the whole society. Commercial purpose, thus, is
inherent in the breeding process. The commercial purpose and the use of the patented
material as a tool in the breeding process put the breeder’s exception in stark contrast
with other type of exceptions to patent rights. Although academics have shown the
compliance of the breeder’s exception to patent rights with the TRIPS Agreement, it is
important to understand the rationale of such type of exception, which appears to be an
exception within an exception.

DO WE NEED A BREEDING EXCEPTION TO PATENT RIGHTS?
This new type of exception was introduced as a result of plant breeders’ lobbying
(PRIFTI, 2015: 64). The associations of plant breeders in France, Germany, the
Netherlands, and Switzerland exercised influence for the introduction of the exception
both in their respective parliaments and in Brussels. The reason for lobbying was based
on the necessity to access breeding material and maintain a kind of open innovation in
4

For understanding of these terms, please refer to PRIFTI (2013).
Article L. 613-5-3 of the Code de la Propriété Intellectuelle adopted in 2004.
6
Section 11.2.b of the Patent Act adopted in 2005;
7
Article 53.2.b of the Dutch Patent Act.
8
Article 9 (e) of the Federal Act on Patents for Inventions, adopted in 2008.
9
Agreement on a Unified Patent Court (AUPC), (2013/C 175/01).
10
Art. 15.1 (iii) International Union for the Protection of New Varieties of Plants, Paris, 2 December
1961, as revised at Geneva on 10 November 1972, 23 October 1978, and 19 March 1991 (Geneva:
UPOV. UPOV Doc. 221 (E), 1996).
5
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breeding lines. Breeders feared that the intersection between plant breeder’s rights
provided for in the UPOV Convention and patent rights on biological material would
block breeding programs. This may occur when a plant variety is contemporarily
protected with breeder’s rights and patent rights. For example, plant breeder’s rights
may cover a cauliflower, but a genetic sequence in the cauliflower that confers
resistance to pesticides may be protected through patent rights. In this situation, plant
breeders need to obtain a license from the patentee every time they need to use the
cauliflower. Patentees, on the other hand, could freely use the variety because plant
breeder’s rights are not as restrictive as patent rights. They allow others to use the
variety and create new distinct varieties. Only if the variety is similar, remuneration is
required11. Another difficulty with accessing patented varieties can be associated with
the costs of licensing. Not all breeders can afford to pay licensing fees, and moreover,
patentees can refuse to grant licenses. For these reasons, the intersection between these
rights was deemed to highly increase transaction costs for breeders and block breeding
programs. This concern may be especially important in cases of widespread plant
diseases, food crises, and emergency situations where breeders need immediate access
to biological material. The relevance of the matter brought together business interests
and the breeder’s exception to patent rights was widely accepted within the
biotechnological industry.
In order to allow for the free use of patented material in breeding programs, countries
could have broadened the interpretation of their research exception. However, they
chose to introduce a specific exception. This is because EU countries, with the
exception of Belgium, exempt from infringement only research done on patented
subject matter. Since this type of exception aims only at determining the scope of a
patented invention, its claims, how it works, seeking an improvement, inventing around
the patented invention or doing pure research, it does not allow working with patented
material for breeding purposes. Therefore, there was a need to expand the scope of the
research exception in order to include breeding activities. Moreover, it was necessary to
provide for exceptions that cover commercial purposes since the breeding exception is
an exception with commercial intent. If the scope of the research exception had been
broadened in order to include research with commercial intent, the incentive to invent in
other sectors might have been affected. In this context, the introduction of a specific
exception to patent rights appeared as the most appropriate solution.

DIFFERENT TYPES OF BREEDING EXCEPTION
The above-explained exception is often termed a “limited breeding exception” as
opposed to a full, a broad, or a comprehensive breeding exception. After the Dutch
Parliament adopted a limited exception in December 2013, the debate in the
Netherlands focused on the introduction of a “comprehensive breeding exception”12. A
comprehensive exception to patent rights has been advocated by the Dutch Association
of Plant Breeders (Plantum). This type of exception would permit breeders to insert
patented biological material and further commercialize the plant varieties containing
these patented elements. Plantum’s proposal is concerned only with patented products
(gene traits) and not with patented processes (breeding techniques). Such choice is
based on breeder’s interest to freely access biological material for plant breeding
11

Art. 14.2 of the UPOV Convention.
See the two letters of Ms Sharon A.M. Dijksma, Dutch Minister of Agriculture, dated 27 June 2013,
Vergaderjaar 2012–2013, 33 365 (R1987) Nr. 6 and 28 June 2013, Vergaderjaar 2012-2013, 33 365
(R1987) Nr. 8.

12
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purposes and harmonize the UPOV and patent system. Therefore, the comprehensive
breeding exception would not cover the simple commercialization of varieties
containing patented traits, but only those improved varieties that are a result of breeding
activities (TROJAN, 2012: 10-12). The formulation of the comprehensive breeding
exception might, thus, be as follows: “The effects of a patent shall not extend to the use
of biological material for breeding, discovery and development, and commercialization
of a new variety type”. Such a broad patent exception for the breeding sector differs
from the scope of breeder’s rights provided for in the 1991 UPOV. This act recognizes
exceptions to plant breeder’s rights in its article 15, but circumscribes them to the
concept of essentially derived varieties (EDVs). The aim of this provision is to avoid
plagiarism in breeding. In simple terms, this means that breeders, who make trivial
improvements to the original variety, should pay royalties to the first breeder. Practice
has, however, shown that the determination of an EDV is very difficult. Litigations over
EDVs are costly and involve extremely complicated scientific aspects
(WÜRTENBERGER, 2006). In order to avoid these challenging situations, the Dutch
breeders, proposed a comprehensive breeding exception. This type of exception has not
yet been adopted.

THE BREEDING EXCEPTION AND INNOVATION
One important concern is whether the breeding exception can disincentivize
innovation. The concern is based on the neoclassical economic theory that views patent
protection as a necessary incentive for innovation (KITCH, 1977)13. Here we must
distinguish between the concerns of plant breeders and those of the biotechnological
industry. We must further differentiate between the limited and the full breeding
exception since the incentives for innovation change based on the type of exception.
The following paragraphs will explain innovation concerns for both plant breeders and
biotechnological industry.
Biotechnological companies and innovation
It is important to clarify that whoever holds a patent on genetic material that could
potentially be exempted from the breeder’s exception has an interest in the effect of the
exception on innovation. Exceptions to patent rights weaken the incentive to innovate,
but at the same time they allow newcomers to enter the market. It is not possible to
know in advance the effects of the exception on innovation and there is no specific
study on the breeder’s exception to patent rights. This may be due to the multifaceted
and cumulative nature of innovation. Decisions on innovation processes depend upon
many factors and it is often not easy to take all these factors into account. However,
some studies on patent protection have shown that patents are an important means to
recoup investment for the pharmaceutical, biofuel, chemical and cosmetic industry
(HARABI, 1996; LEVIN, NELSON & WINTER, 1987: 783). These industries patent
inventions on genetic material that can be applied in breeding lines. When the protected
material is freely used by plant breeders, their incentives to invest may weaken. There
has, however, been no controversy in this regard. The issues at stake are high in the case
of a comprehensive breeder’s exception. In this case, the biotech industry has firmly
opposed its introduction. Monsanto, for example, has sent a letter to Dutch ministries
explaining the negative consequences of a full breeding exception (PRIFTI, 2015: 139)14.
13

Please, note that this theory has recently been challenged based on new institutional economics
reasoning. See, for example, ANDERSEN & KONZELMANN (2008).
14
The
letter
of
Monsanto
to
the
concerned
Dutch
ministries:

© Juri-Dileyc

113

P. PRIFTI – R&S VOL. 0 (2017), ISSUE 0 (109-116)

The fact that this type of exception has not yet been introduced shows the importance of
the matter. If the biotech sector had to choose between a limited and a full exception, it
would certainly opt for the first.
Plant breeders and innovation
Plant breeders have an interest to have a constant flow of germplasm in order to
improve their breeding lines and create more plant varieties. They use plant breeder’s
rights provided for in the UPOV Convention to protect their varieties. As explained
above, plant breeder’s rights are a form of open innovation that allows third parties to
freely access and improve protected varieties. If the new variety created by this process
is similar to the protected one, a remuneration fee is to be paid to the first breeder. If the
new variety is different, the breeder can freely commercialize it. This system provides
incentives for breeders to innovate and at the same time, it maintains an open
collaboration in the sector. The breeding exception to patent rights helps breeders
maintain this system and increase innovation when breeding lines are enriched with
genetic inventions. The comprehensive exception would certainly bring more benefits to
plant breeders.
Society and innovation
In order to give an exhaustive response to the question of whether the breeder’s
exception increases innovation, it is necessary to consider the effects of patent law on
society given that the aim of patent law should be that of incentivizing innovations.
What matters here is not a judgment of value on the patent system, but on the scope of
patent rights. The question of the optimal design of patent law for promoting
innovations has been comprehensively analyzed by SCOTCHMER (1991; 2004). She
sustains that the main challenge that economics faces for promoting innovations is
providing the right incentives. In this context the core question is: how to reward
innovators for the contribution they provide and at the same time enable other
innovators to create new innovations? This question stems from the cumulative nature
of innovations. Plant breeding is a good example of cumulative innovation. Old plant
varieties offer an input for new varieties of plants as well as assure a “quality-ladder”
innovation process because each variety builds upon a previous variety and at the same
time it allows for further improvements. In this respect, access to patented genetic
material becomes crucial in order to promote new varieties of plants.
Access to patented innovations depends on the strength of patent protection. Strong
patent rights put high barriers to access, whereas weak patent rights set lower
boundaries. Weak patent rights, thus, might facilitate cumulative innovations. But it is
not clear whether strong patent rights lead to more innovation in a cumulative context.
This is mainly because strong patent protection has two main effects. Firstly, it
increases return to R&D in the short run. According to the economic theory, this
generates high incentives to invest and consequently, more innovation. Secondly, it
increases the costs for R&D activities in the long run for other innovators who would be
forced to invent around or obtain a license on the protected invention. This means that
cumulative innovation comprises a trade-off between the incentive to innovate and
access to knowledge as a public good. Here it should be emphasized that accessing
knowledge is crucial for cumulative innovation, even though this may be to the
detriment of the first innovator. This point can be illustrated by the following example:
http://vorige.nrc.nl/multimedia/archive/00242/Patentrecht_09-07-0_242612a.pdf (Accessed 24 October
2013).
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in a situation where a particular crop (wheat) or plant (potato) is affected by a pest or
disease, and the only way to avoid the extinction of the plant is to use a patented genetic
sequence, there is no doubt that from a social perspective, it is preferable to have
immediate access to the patented material. If the breeder’s exception were not adopted,
breeders or governments would have to negotiate a license with the patentee. The time
and the financial resources dedicated to such process would certainly delay breeding
processes and put the creation of new plant varieties at risk.
A cost-benefit analysis also suggests that exceptions be adopted when their benefits
overcome losses for the society. MOSCHINI and YEROKHIN argue that when R&D costs
are low, relative to the potential returns, a broad exception may be desirable because it
provides a large pool of innovators in follow-up inventions. On the contrary, when
research is costly and risky, a broad exception may not render enough incentives to
invest (MOSCHINI & YEROKHIN, 2007). Since patentee’s research is costly and risky, a
broad exception may not render enough incentives to invest. This argument does not
favor the introduction of a full breeder’s exception. However, public policy issues that
promote the right to food or emergency situations such as food crisis would urge the
legislator to weaken patent rights. The main concern here regards the incentive to
innovate: does the breeding exception provide incentives to innovate for patentees and
at the same time allow breeders to create new varieties of plants? Studies have answered
this question in affirmative for the limited breeder’s exception, but have doubts with
respect to the full exception.

CONCLUSION
This article explains the necessity to adopt a new type of research exception in order to
accommodate the interests of all stakeholders involved in plant breeding. This exception
has generated many worries among some patent holders who claim that its introduction
will severely cut investments in biotechnological research. They accept the introduction
of a breeding exception that builds upon UPOV (so-called “limited exception”), but
firmly oppose a full breeding exception. As per now, the debate on a full breeding
exception seems to be most relevant in the Netherlands, where the parliament has
adopted only the limited breeding exception for the time being. Finding a solution for a
full breeding exception that takes into account the interests of patentees, plant breeders,
and society, is not an easy task. This task requires the understanding of the role of the
patent system on incentivizing innovations and their diffusion.
It also requires an understanding of science and its evolution. The breeder’s exception
to patent rights was required only after the development of new technological
inventions, such as modified genetic sequences. The technical function of these
inventions was deemed worth of patent protection. It is apparent, thus, that scientific
advancements in biology influenced a change in the law. The constant development of
science may put continuous pressure on the legislator to update the legal framework and
respond to societal needs. This is a challenge for both the national and international
legal systems.
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ABSTRACT
Although Drone technology has a great future, drones are here right now. In fact,
drone is one of the current technological devices with the greatest prospects for use. It is
estimated that last year the drone business mobilized more than 7 million dollars
worldwide in the distribution sector, and that this figure would approach 30 million by
2021.
Certainly, although its use is very widespread in the military field, it is in the civil
field where its applications, with a broad range of use, presents the greatest challenges,
although the actual legal framework reduces its possibilities due to a very restricted use
of these devices. Nevertheless, we need to guarantee a safe use and fundamental rights
protection in the civil use of drones.
Our aim in this paper is to develop an overview on the actual EU legal framework for
civil use of drones outlining these challenges, and also on the Spanish regulation as a
national case example.
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1. INTRODUCTION
Although drone technology has a great future, drones are here right now. In fact, drone
is one of the current technological devices with the greatest prospects for use. It is
estimated that last year the drone business mobilized more than 7 million dollars
worldwide in the distribution sector, and that this figure would approach 30 million
dollars by 2021 with sales growing more than 7.6% annually4.
Certainly, although its use is very widespread in the military field, it is in the civil
field where its applications, with a broad range of use, present the greatest challenges.
In fact, civil drone will include, for example, without being an exhaustive list:
surveillance and security, journalism (called dronalism 5 ), photography, product
distribution, civil engineering (including applications for air quality control,
1
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Goldberg has proved to be a great advocate of the use of drones in journalism, understanding that the
drone really works as a technological device similar to a camera, since in the end it would be just a
“flying monkey” (GOLDBERG, 2016).
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cartographic applications, applications for prospecting and the exploitation of mineral
resources, hydrological, agriculture, control of works and impact assessments, heritage
management, safety and rescue, agricultural uses, firefighting, etc.6).
Therefore, our aim is to study the greatest challenges for the civil use of drone
technology, particularly from a legal perspective.

2. METHODOLOGY: DRONE ACADEMIC TERMINOLOGY AND MULTILEVEL
LEGAL METHODOLOGY APPROACH
One of the first problems we encounter when we approach the study of drones is
terminology (SARRIÓN ESTEVE, 2017: 104). In fact, very often different terms are used
in multiple news articles and reports, communications and texts - terms that are not
always synonymous. This is the case, for example, with the term “drones”, which is
borrowed from English, or acronyms of names that are also English, such as UAV
(Unmanned Aerial Vehicle), UA (Unmanned Aircraft), UAS (Unmanned Aerial
System), RPA (Remotely Piloted Aircraft) or RPAS (Remotely Piloted Aircraft System).
Therefore, it is certainly essential to make some precisions. When we speak of drones,
we mean a UAV or UA, which is an unmanned aerial device or vehicle; while RPA
refers to a particular type of drone, -UAV or UA-, which, in addition to being an aircraft
or unmanned aerial vehicle, is also characterized by its ability to be piloted remotely.
Finally, the acronyms UAS and RPAS identify the complete system, including the
control system of the drones or UAVs, and of the RPAs, respectively (See Figure 1).
Taking into account the popular use of the term “drone” it seems much more
appropriate to assume it for academic terminology than the term UAV.
Firstly, we believe that it is important to specify that drones can be controlled remotely
(RPA) and may also include an automatic flight program. In other words, all RPAs are
drones, but not all drones are RPAs. It should be noted that while European Union (EU)
regulation is very general in its reference to drones, as we shall see, domestic regulation,
and in particular the Spanish regulation is also quite general but only in relation to the
military field, in contrast to the civil field where it exclusively specifically regulates
unmanned aircraft subject to remote control, i.e., the RPAs.
Secondly, in order to study the drone technology legal framework, and rights affected
by the civil use of drones, it is important to take into account the multilevel methodology
because we live immersed in a European legal space comprised of legal systems with
different levels which are increasingly interconnected (GÓMEZ SÁNCHEZ, 2011: 20).
And we need this theoretical basis to approach it and try to study any element or reality
included in these related legal systems, including of course in this case the civil use of
drones and the drone technology use in the way it can affect fundamental rights and
must be regulated in the EU multilevel system.
Certainly, it is typical - from the Law perspective - to describe the relationship
between EU law and national ones in terms of a multilevel legal system, i.e.,
constitutional pluralism or multilevel constitutionalism. In both cases, we speak about
theoretical constructions which try to explain the EU multilevel fundamental rights
protection architecture7, and therefore the relationship and interaction of different legal
6

In this regard, see the wide range of applications in civil engineering (SEVERAL AUTHORS, 2015).
Although it is difficult to affirm the existence of a Human Rights or Fundamental Rights protection
system in a strict sense, we are facing a system in construction.

7
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systems or levels, particularly EU and national ones (SARRIÓN ESTEVE, 2014). These
are becoming progressively more interconnected, because we need to approach this
complex “legal reality” as Prof. Gómez Sánchez pointed out some years before (GÓMEZ
SÁNCHEZ, 2011).
Certainly, the problem that arises is the special complexity of fundamental rights
protection in this type of multilevel reality which deals with multisided systems and we
need to take into account not only EU and national law, but also international law and
obligations8 including the European Convention on Human Rights (ECHR)9, and other
international instruments.
Therefore, there is no simple answer regarding drone technology legal framework in
Europe, particularly fundamental rights protection issue. Nevertheless, in this paper we
are going to try to develop an overview on the actual legal framework for the civil use
of drones, including the European level, and the national one, with a focus on Spanish
regulation as a case example.

3. THE CIVIL USE OF DRONES TECHNOLOGY AND THE LEGAL
FRAMEWORK
Drones have been the subject of growing attention and are often the subject of
discussion at conferences, congresses, as well as in training programs. In Spain, as
recently highlighted by the Director of the Spanish State Air Safety Agency (AESA)
already had 2241 registered drones by 23 May 201610 and there are 2556 declared drone
operators by 15 September 201711.
In Spain, at this moment - September of 2017 - we estimate that a third part of the
operators registered at AESA in the first nine months of 2017 (See Figure 2). It suggest
a future exponential growth in this economic sector, surely not only in Spain but in
other countries, for example in UK there are 3144 authorized drone operators by 8
September 201712.
By activities, in Spain almost all of the companies that we have recorded in our
sample (98%) say they have among their activities photography. Around a quarter of
them have among their activities declared instrumental registration or research,
development or monitoring. Just over 15% to aerial advertising. Of all of them, the less
active activity is phytosanitary treatment, about 5% of the sample, but this activity
would open many possibilities in the immediate agriculture future (See Figure 3).

8

We differentiate between external produced/approved law and internal produced law. Within the
external law we can also point out a very relevant distinction between international law and supranational
law, i.e., EU law is supranational law because EU law applies thanks to its own principles in Member
States ex EU legal order.
9
Convention for the Protection of Human Rights and Fundamental Freedoms, Rome, 4 Nov. 1950, better
known as the European Convention on Human Rights.
10
Director of the Spanish State Air Safety Agency (AESA). Speech at the inauguration of the first edition
of the Drone Industry Summit Madrid (May 23, 2016).
11
AESA
Drone
Operators
List,
available
at:
http://www.seguridadaerea.gob.es/media/4305572/listado_operadores.pdf [Accessed 15 September
2017].
12
Small Unmanned Aircraft (SUA) commercial operators holding a valid CAA permission, by 8
September 2017, available at: http://publicapps.caa.co.uk/docs/33/20170908RptUAVcurrent.pdf
[Accessed 17 September 2017]. UK regulation differences the recreational drone flights and commercial
ones.

© Juri-Dileyc

119

J. SARRIÓN ESTEVE/C. BENLLOCH DOMÈNECH – R&S VOL. 0 (2017), ISSUE 0 (117-133)

Certainly this situation opens several reflections, since at present, as we will see in this
paper, we have a legal framework which reduces the possibilities of the use of drones,
the opposite of a open or friendly legislation.
Of course, we need to guarantee a safe use and fundamental rights protection in the
civil use of drones. But it is also important to be open to the safe use of these devices.
Today, regulations around the use of drones certainly pose major challenges, and from
various perspectives, not only in the very regulation of their use (airworthiness,
identification-registration, requirements for piloting and licenses, safety, safety
conditions), but also in relation to the affectation of fundamental rights (in particular
those of privacy, image, and data protection), the responsibility for any damages that
may be caused, taxation implications, etc., therefore becoming a phenomenon which we
need to study from a multidisciplinary legal perspective.
First of all it is important to note that we consider non-military operations as included
within the “civilian use” of drones, and therefore we include here customs, police and
similar operations, -although these have a special nature, since we are talking about the
use of drones by forces and security bodies-, as well as the use of drones for commercial
or professional purposes, recreational and sporting use, and domestic use.
In a preliminary approach, we have to consider the existence of regulations at different
levels, in the multilevel system, highlighting on the one hand, the level of the European
Union and on the other, the [domestic] level of the Member States - some of which have
already approved or are developing regulations in this area13.
In addition to considering the possible existence of specific regulations for drones, we
also cannot ignore the applicability in their use of the norms that regulate the
fundamental rights that may be affected by their very use, as well as other possible
regulations that could affect their use in line with the type of activity undertaken by the
drone, and it would be necessary to do so across the different levels.
3.1. European Union Legal Framework for the civil use of drones
Initially, it is first necessary to take into account the existence of specific regulations at
an EU level, where we find Regulation (EC) No. 216/2008 of the European Parliament
and of the Council (February 20, 2008) on common rules in the field of civil aviation
and establishing a European Aviation Safety Agency, repealing Council Directive
91/670/CEE, Regulation (EC) No. 1592/2002 and Directive 2004/36/CE (hereinafter
Regulation 216/2008)14, which, in regards to aircrafts, includes the regulation of drones.

13

The European Parliament's Resolution of 29 October 2015 cites Austria, Croatia, Denmark, France,
Germany, Italy, Poland, the United Kingdom and the Czech Republic. European Parliament resolution of
29 October 2015 on the safe use of remotely piloted aircraft systems (RPAS), commonly known as UAVs,
in
the
field
of
civil
aviation
(2014
/
2243
(INI)),
available
at:
http://www.europarl.europa.eu/sides/getDoc.do?pubRef=-//EP//NONSGML+TA+P8-TA-20150390+0+DOC+PDF+V0//ES (September 27, 2016). Actually, Belgium, Bulgaria, Croatia, Cyprus, the
Czech Republic, Denmark, Estonia, Finland, France, Germany, Ireland, Italy, Poland, Romania, Sweden,
Greece, Hungary, Lithuania, Luxembourg, Malta, Netherlands, Poland, Portugal, Romania, Slovenia,
Sweden, also UK and Spain. Date obtained from DroneRules.eu, Dronerules consortium, Facilitating
Access
to
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for
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Remotely
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(RPAS),
http://dronerules.eu/en/recreational/regulations. Data updated by 2 April 2017 [Accessed 18.09.2017],
and the more complete UAV Coach Master List of Drone Laws, https://uavcoach.com/drone-laws/
[Accessed 18.09.2017].
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Regulation (EC) No 216/2008 of the European Parliament and of the Council of 20 February 2008 on
common rules in the field of civil aviation and establishing a European Aviation Safety Agency and
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Within its application scope, the regulation includes the design, production,
maintenance and operation of aeronautical products, components and equipment, as
well as personnel and organizations involved in both the design, production and
maintenance of aeronautical products, components and equipment, such as the operation
of an aircraft (Article 1.1 Regulation 216/2008).
However, the scope of this regulation excludes products, components, equipment,
personnel and organizations involved in “military, customs, police or similar
operations”, although it establishes that Member States must ensure that such operations
are compatible with the objectives of the regulation (Article 1.2 Regulation 216/2008)
“to the extent possible”; so not only drones for military use, but also drones for civilian
use in security and police operations are excluded in this regulation, with such drones
and drone operations being required to comply with national regulations.
It is important to emphasize that Art. 4 specifies the applicability of the regulation,
leaving aside those aircrafts listed in Annex II, highlighting unmanned aircraft (i.e.,
drones) with an operational mass not exceeding 150 kg - that is, whose weight is lower
or equal to 150 kg - [Article 4.4 and Annex II i)15 Regulation 216/2008]. Drones (both
remote controlled and automated) with a mass greater than 150 kg are included16.
But Art. 4 also leaves to national regulation the specifically designed or modified
aircrafts for research or for scientific experimentation purposes, and which may be
produced in a very limited number [Art. 4.4 and Annex II b) 216/2008]; aircraft that
have been constructed in their majority, 51%, by an amateur or non-profit amateur
association for their own purposes and without any commercial purpose [Art. 4.4 and
Annex II c) Regulation 216/2008], or any aircraft that has been in the service of the
military forces, unless these are of a type for which the Agency has adopted a design
standard [Art. 4.4 and Annex II d) Regulation 216/2008]17. In all these cases, we must
interpret that these exclusion of the EU regulation is not linked to drone mass, and
drone greater than 150 kg should therefore be excluded from the scope of Regulation
216/2008 if the requirements outlined above are met, i. e., they will be under national
regulation (SARRIÓN ESTEVE, 2017: 108-109).
The following aircrafts are included within the applicability scope of the regulation
pursuant to Art. 4.1 thereof:
•

aircrafts designed or manufactured by an organization whose safety is overseen by
the Agency or a Member State [Art. 4.1 a) of Regulation (EC) No 216/2008];

•

aircrafts, personnel and aircraft operations that are registered in a Member State unless their regulatory safety supervision has been delegated to a third country and
are not used by a Community operator - [Art. 4.1. b), and Art. 4.2 and 4.3
Regulation 216/2008]; or are registered in a third country, are used by an operator
who is supervised by a Member State or is used by an operator established or

repealing the Council Regulation 91/670/ EEC, Regulation (EC) 1592/2002 and Directive 2004/36/EC
(OJ L 79, March, 19, 2008).
15
In relation to Letter i of Annex II to Regulation 216/2008, it should be noted a correction of errors
which modifies it, and where “unmanned aircraft” is replaced by “pilotless aircraft”.
16
Certainly, the size of drones with take-off mass above 150 kg is so remarkable that we find it difficult
to imagine them, at least for civilian use, except for activities such as fire fighting etc.
17
We could also include other cases for exclusion even if they are yet to occur, and which could be
applicable to drones when they reach the category of historic aircraft, meeting the requirement of
participation in a notable historical event, or a major development in aviation, or an important function in
the armed forces of a Member State [Article 4.4 Annex II a) ii Regulation 216/2008].
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residing in the Community on routes into, out of, or within the Community [Art.
4.1. c), and Art. 4.2 and 4.3 of Regulation 216/2008]; or are registered in a third
country or in a Member State which has delegated its regulatory safety oversight to
a third country and is used by a third country operator on routes into or out of the
territory [Art. 4.1. d), and Art. 4.2 and 4.3 of Regulation 216/2008].
The norms provided for in Regulation 216/2008 govern, in a detailed manner, the
airworthiness (airworthiness certificate, Art. 5 Regulation 216/2008), environmental
protection requirements (Art. 6 Regulation 216/2008), requirements to be met by pilots
operating aircraft in the cases provided for in Art. 4.1. b and c (Art. 7 and Annex III
Regulation 216/2008), as well as the air operations outlined in these cases (Art. 8
Regulation 216/2008), and regulates the creation of the European Aviation Safety
Agency (Art. 17-70 Regulation 216/2008), although we will not carry out an analysis of
this here.
It should also be taken into account that a future reform of European regulation is
likely in order to establish a precise common framework for drone operations, at least in
the civil field, taking into account both the Riga Declaration on Remotely Piloted Air
Systems: Framing the future of aviation, of 6 March 201518, and the Resolution of the
European Parliament on the safe use of remotely piloted aircraft systems (RPAS),
commonly known as UAVs, in the field of civil aviation [2014/2243(INI)] (October 20,
2015) that followed (hereinafter, REP of 20 October 2015)19 as well as the proposal by
the European Aviation Safety Agency (EASA) to establish common rules for drone
operation in Europe from September, 201520, developed and materialized in a recent
Proposed Amendment (NPA) published in 2017, which was under consultation until 15
September 201721.
However, while Regulation 216/2008 refers to aircraft and drones within this group in
a general way, it also therefore does so for unmanned aircraft regardless of whether they
are remotely controlled or not (automated aircraft that include a flight program),
whereas the REP of October 20, 2015 refers specifically to RPAs, that is, to remotely
controlled drones, in this way differentiating between two different categories according
to their nature, which should then be subject to different requirements within the EU
regulatory framework: those for professional use and those for recreational use.
In addition, the REP of 20 October 2015 is clear in its anticipation of the need to
“develop a clear, harmonized and proportionate European and global regulatory
framework”, removing the 150 kg threshold, and “replacing it with a regulatory
framework for the EU that is coherent and comprehensive”, on the basis “of a risk
assessment that avoids the imposition of disproportionate regulations for companies,
which are likely to undermine investment and innovation in the RPAs sector, while at

18

Riga Declaration on Remotely Piloted Air Systems: Framing the future of aviation, 6 March 2015,
available
at:
http://ec.europa.eu/transport/modes/air/news/doc/2015-03-06-drones/2015-03-06-rigadeclaration-drones.pdf (17.04.2017).
19
Resolution of the European Parliament of 29 October 2015 (...) cit.
20
EASA. European Aviation Safety Agency, Proposal to establish common rules for the operation of
drones, presented firstly on September 2015, available at: https://www.easa.europa.eu/download/ANPAtranslations/205933_EASA_Summary%20of%20the%20ANPA_ES.pdf (27.09.2016).
21
EASA. European Aviation Safety Agency, Notice of Proposed Amendment 2017-5 (A) Introduction of
a
regulatory
framework
for
the
operation
of
drones,
available
at:
https://www.easa.europa.eu/system/files/dfu/NPA%202017-05%20%28A%29.pdf
(Accessed
18.09.2017).
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the same time providing appropriate protection for citizens and helping to create
sustainable and innovative jobs” (paragraphs 20 and 21).
3.2. National Legal Framework for the civil use of drones. A focus on Spanish case
As Regulation 216/2008 excludes the regulation of some of the uses of drones from its
scope, it leaves Member States with the regulation of:
a) The use of drones in the military field (Art. 1.2. Regulation 216/2008), or drones
which have been used in the service of military forces, unless they are of a type
for which the Agency has adopted a standard design [Art.4.4 and Annex II d)
Regulation 216/2008], which we will not study here; and
b) The civilian use of drones for customs, police or similar operations (Art. 1.2
Regulation 216/2008); drones designed or modified for research, for purposes
of scientific experimentation that can be produced in a very limited number [Art.
4.4 and Annex II b) 216/2008]; drones whose majority, at least 51%, is built by
an amateur or a non-profit amateur association, for their own purposes and
without any commercial purpose [Art. 4.4. and Annex II c) Regulation
216/2008], and, in general, drones with an operational mass not exceeding 150
kg [Art. 4.4 and Annex II i) Regulation 216/2008].
Of course, we are interested in the regulation of the civilian use of drones. As we
pointed out before some EU member states have already approved or are developing
regulations on drones.
Actually the Belgium, Bulgaria, Croatia, Cyprus, the Czech Republic, Denmark,
Estonia, Finland, France, Germany, Ireland, Italy, Poland, Romania, Sweden, Greece,
Hungary, Lithuania, Luxembourg, Malta, Netherlands, Poland, Portugal, Romania,
Slovenia, Sweden, also UK and Spain have already approved drone regulations22.
We are going to overview the regulation at domestic level in Spain as an example.
According to Art. 149.1.20 of the Spanish Constitution (EC) establishes that the State
has exclusive powers to regulate the “airspace, transit and air transport control, (...) and
registration of aircraft”, and therefore the regulation of drones as unmanned aircraft;
although there may be regional and local regulations that affect the civilian use of
drones, not only because certain activities and operations with drones are excluded from
the application scope of the Air Navigation Law, but also because drones are going to
affect sectors governed by regional or local powers.
Logically, the possibility of domestic regulation is determined by European regulation,
to the extent that we do not have a new harmonized regulation, which, as previously
mentioned, is expected in the near future and would limit the possibilities of regulations
at a domestic level within the civil field23.
22

Date obtained from DroneRules.eu, Dronerules consortium, Facilitating Access to Regulation for Light
Remotely Piloted Aircraft Systems (RPAS), http://dronerules.eu/en/recreational/regulations Data updated
by 2 April 2017 [Accessed 18.09.2017], and UAV Coach Master List of Drone Laws,
https://uavcoach.com/drone-laws/ [Accessed 18.09.2017]. Although according to DroneRules.eu Spain is
developing its regulation on drones, the reality is that Spain has already a drone regulation, although it
has a temporary character. The UAV Coach Master List of Drone Laws is more complete.
23
As we pointed out before, a present, Member States retain the ability to regulate the use of drones in
customs, police and similar operations (Art. 1.2 Regulation 216/2008); drones designed or modified for
research for purposes of scientific experimentation that can be produced in a very limited number [Art.
4.4 and Annex II b) 216/2008]; drones built in their majority, at least 51%, by an amateur or a non-profit
amateur association, for their own purposes and without any commercial purpose [Art. 4.4 and Annex II
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In Spain, we now have “transitional” legislative provisions adopted at an accelerated
rate24 and incorporated first into RD-Law 8/201425 which later became Law 18/2014, of
October 15, on the approval of urgent measures for growth, competitiveness and
efficiency (hereinafter Law 18/2014)26 which regulates the “operation of civil aircraft
piloted by remote control” in Arts. 50 and 51.
A temporary regulation that conditions its application until the entry into force of a
regulatory rule set forth in its second final provision, Section 2 (Art. 50.1 Law 18/2014),
which is the future Royal Decree regulating the civil use of aircraft piloted by remote
control, amending Royal Decree 552/2014 of 27 June, which develops air regulations
and common operational provisions for air navigation services and procedures,
amending Royal Decree 57/2002 of January 18, approving the Air Circulation
Regulation, which is currently being processed and has not yet entered into force27.
Together with Law 18/2014, it is necessary to take into consideration the Resolution
of the Director of the State Agency of Aviation Safety, adopting acceptable means of
compliance and guidance material for the application of Article 50 of Royal DecreeLaw 8/2014, of July 428.

c) Regulation 216/2008], and in general, drones with an operational mass not exceeding 150 kg [Art. 4.4
and Annex II i) Regulation 216/2008].
24
The regulation was urgently incorporated due to the need to regulate a sector that was very necessary in
order to not lose competitiveness, as well as to ensure that the activities were undertaken under safe
conditions and under the control of the State Air Safety Agency. In this regard see both the Explanatory
Memorandum of the regulation and GUERRERO LEBRÓN, CUERNO REJADO & MÁRQUEZ LOBILLO (2014),
and FRANCO GARCÍA (2014).
25
Royal Decree-Law 8/2014 of 4 July, approving urgent measures for growth, competitiveness and
efficiency (BOE 163, July 5, 2014).
26
Royal Decree-Law 8/2014 of 4 July, approving urgent measures for growth, competitiveness and
efficiency (BOE 252, October 17, 2014).
27
The first draft of this Royal Decree was initially submitted to public information by Resolution of the
General Directorate of Civil Aviation of the Ministry of Public Works and Transport (BOE 256, October
22,
2014).
Available
at:
http://www.aeromapas.es/sites/default/files/1365_2014_10_22_52_30%281%29.pdf (September 27,
2016). The Report of the Analysis of the Normative Impact can also be accessed at:
http://servicios.mpr.es/seacyp/search_def_asp.aspx?crypt=xh%8A%8Aw%98%85d%A2%B0%8DNs%9
0%8C%8An%87%A2%7F%8B%99tq%82sl%A3%92 (September 27, 2016). This RD project was
subsequently submitted to an observation period at EU level from 5 February to 10 May 2016, available
at
http://ec.europa.eu/growth/toolsdatabases/tris/es/index.cfm/search/?trisaction=search.detail&year=2016&num=73&mLang=en&CFID=3
54368&CFTOKEN=d4654b6c5cea2bcf-855C8555-0C6C-3AA3-7E15C94530F821D9 (April 17, 2017).
And finally was submitted to public information from 27 to 22 November 2016:
https://www.fomento.gob.es/MFOM/LANG_CASTELLANO/ATENCION_CIUDADANO/PARTICIPA
CION_PUBLICA/IP_AERONAVESCONTROLREMOTO/ (April 17, 2017), and is available at:
https://www.fomento.gob.es/NR/rdonlyres/63ECAE3A-B29E-45A7-A885D314153883EE/139826/RDRPAS27102016.pdf.
28
Resolution of the Director of the State Agency for Aviation Safety, which adopts acceptable means of
compliance and guidance material for the application of Article 50 of Royal Decree-Law 8/2014, of July
4,
available
at:
http://www.seguridadaerea.gob.es/lang_castellano/cias_empresas/trabajos/rpas/material_guia/default.aspx
(September 27, 2016).
Although it was expected to enter into force in 2016, it was finally delayed until the first quarter of 2017,
and is still awaiting for the Council of Ministers’ decision to try it. However, it should be noted that since
we are also waiting for a new European regulation, it is possible that the new future Spanish regulations is
in force only for a short time. In this work, we have chosen to give an account of the legislation currently
in force, even if we make references to the future regulation, as we have preferred not to dedicate
ourselves exclusively to this future legislation in case it is just a new waiting for Godot.
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Regarding the regulated activities and conditions to operator with drones the preamble
tells us that Law 18/2014 “deals exclusively with the operation of remotely piloted civil
aircraft weighing less than 150 kg and those of a higher weight intended for fire fighting
and search and rescue activities, given that, in general, the remaining aircrafts would be
subject to European Union law”29; a statement which is not completely correct, since as
we have seen, there are other activities not subject to EU law. In fact, if we compare it
with future regulation, the latter is more extensive - since its object is the definitive
regulation of the RPAs “with a maximum take-off mass of less than 150 kg and those of
greater take-off mass which are intended for use in customs, police, search and rescue,
fire fighting, coastguard or similar operations, given that the remainder are subject to
the European Union law”30 (SARRIÓN ESTEVE, 2017: 113-114).
If we examine it in detail, Art. 50 provides that, until the regulatory rule provided for
in the second final Provision, paragraph 2, comes into force “the operations of civil
aircraft piloted by remote control are subject to the provisions of this Article” (Art. 50.1
Law 18/2014), which implies an initial will to cover all operations with remotely piloted
drones (RPA) in the civil field, leaving operations with automated drones unregulated,
which must then be understood as prohibited - as are also prohibited in the future
Spanish regulation based on safety reasons (SARRIÓN ESTEVE, 2017: 114)31.
Furthermore, the activities contemplated in these provisional regulations are of two
types: 1) technical or scientific works32 (Art. 50.3 Law 18/2014), and 2) special flights
(Art. 50. 4 Law 18/2014), so that flights not included would not be covered33.
Certainly, Spanish regulation differs from the categories under EU law, and of course,
form other national regulations, as in the UK where the regulation identify basically two
types: recreational drones and private flights (articles 241, 94, and 95 of Air
Navigation Order 201634, and commercial operations with small drones (articles 241,
94, and 95 of Air Navigation Order 2016)35; which are limited to some requirements to
guarantee safely flight and the protection of persons and property, and operating with a
permissions and exemptions scheme.
In any case, Law 18/2014 will differentiate the operating conditions according to these
types of activity to be undertaken, and furthermore, the purpose of Art. 50.2, which
requires RPAs to report “the name of the operating company and the data necessary to
29

Considering V, Paragraph 6 of the Preamble of Law 18/2014.
Paragraph 7 of the future Royal Decree regulating the civil use of remotely piloted aircraft, and
amending Royal Decree 552/2014 of 27 June, cit.
31
Certainly, in the future Spanish regulation is more clear, but it seems to me that the no regulation of the
activity shows clearly that the legislator did not want to regulate or allow these kind of drone operations
today.
32
It is important to note that the Spanish regulation does not use the more general concepts of business or
commercial purposes.
33
And in this sense it does not allow flights which are intended for the carriage of goods, which on the
other hand, is also clearly excluded from the new regulation, as the explanatory memorandum clearly
states that it “does not contemplate the possibility of authorization of other operations (...) notably
transport (...) which are deferred to a subsequent regulatory development, since, as of today, there are
currently no objective safety conditions for their authorization” (SARRIÓN ESTEVE, 2017: 114). We can
also consider that drones with a sporting or recreational purpose are excluded from its regulatory scope
and are also excluded from the Air Navigation Law (Article 150.2), which are subject to specific
regulation.
34
Recreational drones and private flights are under Air Navigation Order 2016 (ANO), as the primary
document for all aviation regulations within the UK, and the aircraft must have a mass of 20kg or less.
35
Drones with an operating mass of more than 20 kg are subject to the whole UK Aviation regulation,
and Drone operators must obtain a specific approval in a form of an Exemption.
30

© Juri-Dileyc

125

J. SARRIÓN ESTEVE/C. BENLLOCH DOMÈNECH – R&S VOL. 0 (2017), ISSUE 0 (117-133)

contact it”, could be seen as being to exclusively regulate professional or commercial
activities (FRANCO GARCIA, 2014), although the Spanish regulation explicitly speaks on
technical or scientific works instead of “commercial” as the UK regulation, and
therefore the Spanish regulator is thinking in specific types of commercial activities,
and we have seen that the preamble of the law specifies that its purpose is, in general, to
regulate those RPAs whose mass does not exceed 150 kg as well as the use of RPAs for
fire fighting, and search and rescue operations that are included in the technical or
scientific works [Article 50.3 c), Law 18/2014].
We must also assume that the use of drones by the Forces and Security bodies is
excluded from regulation, a type of use that should be regulated in the specific
regulations. However, we notice that no regulation has been introduced in this regard.
Some authors have considered the Organic Law 4/1997, of August 4 36 as being
applicable to drones, which regulates the use of camcorders by the Forces and Security
bodies in public places, assimilating drones to the use of mobile camcorders (ELORDI
VILLENA, 2014)37. Nevertheless, we consider a specific regulation essential given the
potential implicit in this new technology, which far exceeds those of a mobile
camcorder, an issue that future regulation seems to address, since it does include these
operations in its regulation, as we have mentioned before (SARRIÓN ESTEVE, 2017:
115).
The Spanish regulation establishes RPA requirements38, and Requirements for Pilots39,
and Requirements to carry out the activity with a RPA, differing according to the type of
operations to be performed and the RPA's weigh:
1) RPA for technical and scientific work, including those for fire fighting, search and
rescue activities. Art. 50. 3 Law 18/2014 provides that these RPAs be only allowed to
operate "during the daytime and in good visibility meteorological conditions, with a
series of requirements depending on their size:
a) RPA with take-off mass of less than 2 kg, in areas outside agglomerations of
buildings in cities, towns or inhabited places or in open air meetings, in uncontrolled
36

Organic Law 4/1997, of August 4, regulating the use of camcorders by the security forces in public
places (BOE 186, August 5, 1997).
37
This is logical, if we also consider that the Art. 50(9) Law 18/2014 specifies that a Regulation
(Reglamento) will establish the legal regime for the operation of civil aircraft piloted by remote control
for cases other than those contemplated in the law.
38
This provisional Law requires that all RPAs for civilian use have an “identification plate” fixed to their
structure with the “identification of the aircraft” and the name of the operating company, along with any
data necessary to make contact with, and this must be all clearly legible, visible with the naked eye, and
indelible, although it differentiates with respect to other requirements taking into account the size of the
RPA, since those with a maximum take-off mass exceeding 25 kg must be entered on the registry of
aircraft registration and have an “airworthiness certificate”, while the RPAs with a take-off mass of 25 kg
or less are exempt from having to comply with these requirements (Article 50.2 Law 18/2014).
39
Pilots must demonstrate at least one of the following requirements: a) to hold a pilot's license, including
that of ultralight aircraft license (or having had it in the last five years) and not having been dispossessed
of it by any sanctioning procedure, or b) provide reliable proof that they have the theoretical knowledge
necessary to obtain any pilot license, including that of ultralight aircraft pilot; or c) requirements are more
flexible for RPA whose mass does not exceed 25 kg; a basic certificate for RPA is sufficient when flying
within the pilot's visual range or an advanced certificate when it is intended to fly beyond the pilot's
visual range (Art. 50.5 Law 18/2014). In addition, other requirements and conditions are established in
case of not having a pilot's license, such as being over 18 years of age, a medical certificate, as well as a
documentation proving that they have the appropriate knowledge of the aircraft and its systems, as well as
piloting knowledge, issued by the operator, -which cannot be self-authorized- by the manufacturer or by
an organization authorized by the operator [Art. 50.5 d) Law 18/2014].
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airspace beyond the pilot's visual range, within the range of the radio emission of the
control station and at a maximum terrain clearance altitude not exceeding 400 feet /120
meters.
It is necessary for the operator to request an issuance of NOTAM by the aeronautical
information services provider to inform about the operation to the rest of the users of
the airspace of the area in which it is to take place [article 50.3 a), Law 18 / 2014]40.
b) RPAs whose take-off mass does not exceed 25 kg, in areas outside clusters of
buildings in cities, towns or inhabited places or in open air meetings, in uncontrolled air
space within the visual range of the pilot, at a distance from the pilot no greater than
500 m and at a height above the ground no greater than 400 ft./120 m. [Art. 50.3 b) Law
18/2014].
c) RPAs with take-off mass exceeding 25 kg or with mass of 150 kg or more, which
are intended for fire fighting or search and rescue activities under the conditions and
limitations set out in their airworthiness certificate issued by the State Air Safety
Agency, and in uncontrolled airspace.
It is worth noting here how the RPAs for rescue or fire fighting activities are subject to
the requirements of operating “during the daytime and in good visibility meteorological
conditions”, because despite the difficulties, technology may enable the use of RPAs in
certain cases of necessity.
2) Special operations
Art. 50.4 of Law 18/2014 includes the possibility of performing certain flights such as
production and maintenance test flights, demonstration flights not open to the public,
flights for research programs, development flights, R&D flights, and safety test flights
with an RPA, provided that certain requirements are met, given that operations must
take place “during the daytime and in good visibility meteorological conditions, in
uncontrolled airspace, within the visual range of the pilot, or otherwise in an area of air
space segregated to the effect and always in areas outside of any clusters of buildings in
cities, towns or inhabited places or meetings of people in the open air.
With regard to the starting of the activities, Law 18/2014 establishes a prior
notification regulation for RPAs weighing less than 25 kg, and authorization for RPAs
with a mass over 25 kg (Sections 50.6.7 and 8 Law 18/2014) 41 . Both the prior
communication and the authorization of the scientific or technical works provided for in
Art. 50.3 qualifies for the exercise of the activity for an indefinite period, while for
special operations it qualifies only the flight, which is always subject to compliance
with the requirements and as long as they are maintained (Art. 50.8 Law 18/2014).

40

These NOTAMs aim to guarantee safety and correspond to ENAIRE, which is the only provider of
aeronautical information services in Spain. An explanatory Guide to the procedure and the application
form can be accessed at the following link: http://www.enaire.es/csee/Satellite/navegacionaerea/es/Page/1237571561545/NOTAM-drones.html (September 27, 2016).
41
The previous communication must be made at least five days before the start of the activity, to the State
Agency of Aviation Safety (AESA), and in both cases include the identification data of the operator,
aircraft, and pilots, as well as their conditions; the description of the RPA’s characteristics; the type of
technical or scientific work to be carried out, or the flights, and the characteristics of the operation; the
conditions or limitations that will be applied to the operation or flight to ensure safety. Moreover, this
should be accompanied by a declaration of responsibility, and, if applicable, by other additional
documentation (Art. 50.6 and 7 Law 18/2014).
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Moreover, in order to operate with drones is important the compliance with other
regulations42, and of course, always to guarantee fundamental rights.

4. FUNDAMENTAL RIGHTS PROTECTION IN THE CIVIL USE OF DRONES
With regard to the fundamental rights that may be affected by the use of drones, it is
essential to consider that we live in a multi-level system, as we pointed out before, and
drone operations are within the scope of application of EU law - although the EU
Regulation (EC) No 216/2008 is not a general one and leaves a lot margin for regulation
to EU member states - with some interesting consequences.
Certainly, although EU Fundamental Rights are binding for EU member states, not
only when they implement EU law but in any case within the scope of EU law
(Åkerberg Fransson, C-617/10) 43 , and the application of EU Fundamental Rights
standard is binding, they are allowed to apply the national standard when the EU law
provides a margin to do so without questioning the primacy of EU law (Melloni, C399/1144; and Åkerberg Fransson, C-617/10). As it is the case for drone operations.
Therefore, drone operations within the EU regulation must respect and guarantee the
regulations for the protection of rights at a European level, in particular the Charter of
Fundamental Rights of the European Union45, whose Arts. 7 and 8 guarantee the right to
respect private and family life, and the right to the protection of personal data,
respectively, as well as the implementing legislation, in particular Directive 95/46/EC of
the European Parliament and of the Council of 24 October 1995 on the protection of
individuals with regard to the processing of personal data and on the free movement of
such data46, as well as the new regulations on data protection: the new Data Protection
Regulation (which came into force on May 25, 2016 and will be applicable as of May
25, 2018, Art. 99)47, and Directive 2016/680 of the European Parliament and of the
Council of 27 April 2016 on the protection of individuals with regard to the processing
of personal data by the competent authorities for the purpose of the prevention,
42

Law 18/2014 includes some modifications to Law 48/1960, of July 21, on Air Navigation (hereinafter
Air Navigation Law) for its adaptation to the RPA (Art. 51 Law 18/2014); including the inclusion of an
RPA under the concept of aircraft (Art. 11 Air Navigation Law), and subjecting civil RPAs to its
regulation, “whatever its intended purpose except for those used exclusively for recreational or sporting
purposes (Art. 150.2 Air Navigation Law), which - with the exception of drones used for tourist and
sporting activities which are excluded - will require prior notification or authorization from the State Air
Safety Agency in cases where the environment or circumstances in which these activities take place
involve special risks, in order to maintain safety in aeronautical and third-party operations, and these
RPAs will be subject to an inspection (Article 150.2 Air Navigation Law). Likewise the law itself states
that “it does not exempt the operator, who is, in any case, responsible for the aircraft and the operation,
from compliance with all other applicable regulations, in particular with respect to the use of radio
spectrum, data protection or aerial imaging, or from their liability for damages caused by the operation or
aircraft” (Art. 50.1, second paragraph, Law 18/2014).
43
CJEU, C-617/10, Åkerberg Fransson.
44
CJEU, C-399/11, Melloni.
45
Without prejudice that these rights must also be guaranteed in accordance with Art. 8 of the European
Convention on Human Rights, which recognizes the right to respect for private and family life and at the
EU level constitutes a minimum standard of protection.
46
Directive 95/46/EC of the European Parliament and of the Council of 24 October 1995 on the
protection of individuals with regard to the processing of personal data and on the free movement of such
data (OJ, November 23, 1995).
47
Regulation (EU) 2016/679 of the European Parliament and of the Council of 27 April 2016 on the
protection of individuals with regard to the processing of personal data and on the free movement of such
data (General Data Protection Regulation) (OJ, May 4, 2016). Available at: http://eur-lex.europa.eu/legalcontent/ES/TXT/PDF/?uri=CELEX:32016R0679&from=ES (September 27, 2016).
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investigation, detection or prosecution of criminal offenses or the execution of criminal
sanctions, and to the free movement of such data, repealing Council Framework
Decision 2008/977/JHA (which entered into force on 5 May 2016, on the day following
its publication but giving Member States until 6 May 2018 for its incorporation into
their national legislation, Arts. 63 and 64)48.
Nevertheless, the EU regulation on drone operations, as we saw before, leaves for EU
member states, the regulation of a lot of activities, in reality the most part of drone
operations: a) the use of drones in the military field (Art. 1.2. Regulation 216/2008), or
drones which have been used in the service of military forces, unless they are of a type
for which the Agency has adopted a standard design [Art.4.4 and Annex II d)
Regulation 216/2008], which we will not study here; and b) the civilian use of drones
for customs, police or similar operations (Art. 1.2 Regulation 216/2008); drones
designed or modified for research, for purposes of scientific experimentation that can be
produced in a very limited number [Art. 4.4 and Annex II b) 216/2008]; drones whose
majority, at least 51%, is built by an amateur or a non-profit amateur association, for
their own purposes and without any commercial purpose [Art. 4.4. and Annex II c)
Regulation 216/2008], and, in general, drones with an operational mass not exceeding
150 kg [Art. 4.4 and Annex II i) Regulation 216/2008].
In these activities, drone operations must respect national fundamental rights
protection regulations. In the case of Spain, although Art. 50.1 of Act 18/2014 outlines
the regulation on data protection and aerial imaging, it is also true that the use of drones
must guarantee any fundamental rights that may be affected, and this necessarily
implies respect for the right to honour, personal and family privacy, and self-image
(Article 18.1 SC) as well as the right to the protection of personal data (Article 18.4
SC).
Of course, it should not be forgotten that they must be object to interpretation
according to Art. 10.2 of the Spanish Constitution in accordance with “the Universal
Declaration of Human Rights and international treaties and agreements on the same
matters ratified by Spain”, which necessarily includes -among others- the European
Convention on Human Rights (Article 8) and The Charter of Fundamental Rights of the
European Union (Articles 7 and 8).
We should also take into account the regulations governing the protection of these
rights, Organic Law 1/1982, of civil protection of the right to honour, to personal and
family privacy and to self-image49, the Organic Law on Personal Data Protection
(LOPD)50 and its Development Regulation51; and with respect to the security forces and
bodies, Organic Law 4/1997 as mentioned above, at least until the approval of the future
Regulation, which does include provisions regarding the use of RPA by security forces
and bodies.
48

Directive 2016/680 of the European Parliament and of the Council, of 27 April 2016, on the protection
of individuals with regard to the processing of personal data by competent authorities for the purposes of
prevention, investigation, detection or prosecution of criminal offenses or the execution of criminal
sanctions, and to the free movement of such data and repealing Council Framework Decision 2008/977
/JHA (OJ, May 4, 2016).
49
Organic Law 1/1982 of 5 May, on civil protection of the right to honour, personal and family privacy
and self-image (BOE 115, May 14, 1982).
50
Organic Law 15/1999, of December 13, on the Protection of Personal Data (BOE 298, December 14,
1999).
51
Royal Decree 1720/2007 of 21 December, which approves the Regulation implementing Organic Law
15/1999, of 13 December, on the protection of personal data (BOE 17, January 19, 2008).
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Although some legal analysis has already been carried out on some relevant issues that
have arisen for the protection of these fundamental rights in the use of drones or in the
face of such use at a domestic level52; it is no less true that much work remains to be
done, especially considering that the technologies that drones can match are very
diverse and are not limited to cameras for capturing images, although we have not been
able to complete this work here.

5. CONCLUSIONS
Although Drone technology has a great future, drones are here right now, we are at the
door of the Drone Era.
As we pointed out in the paper, drone is one of the current technological devices with
the greatest prospects for use, and it is estimated that last year the drone business
mobilized more than 7 million dollars worldwide in the distribution sector, and that this
figure would approach 30 million by 2021.
And is particularly in the civil field where its applications, with a broad range of use
(commercial, recreation, security), presents the greatest challenges, because we need to
guarantee a safe use and fundamental rights protection in the civil use of drones.
However, the actual legal framework reduces its possibilities due to a the temporal
nature and the restricted use of these devices, not always base in secure reasons.
Our aim in this paper was to develop an overview on the actual challenges for the civil
use of drones, the use of this new technology, at EU level, and a national one, with the
focus of Spanish regulation as case example.
The drone technology phenomenon requires a multidisciplinary attention, particularly
from the legal perspective. In this area, we are in a situation of temporally in the
regulation for several reasons; firstly, the existing regulation at a European Union level
(Regulation 216/2008) does not cover the entire scope of drones in the EU, but only
when referring to drones weighing over 150 kg, also excluding some types of use, such
as military or police use. However, a future European regulation of harmonization is
expected to regulate the civilian use of drones, including drones with a weight equal to,
or less than, 150 kg.
At a national level, and looking at the Spanish case, we have analysed the current Law
18/2014, which is transitional and pending a future regulation to be approved. The
current law only regulates the civil use of RPAs (remotely piloted drones) excluding
automated drones. And although it has was initially established to cover all operations
using remotely piloted drones (RPAs) in the civil area weighing less than or equal to
150 kg, as well as activities excluded from the European regulation, we have seen that
this has not been achieved. However, the future regulation seems to be seeking more
comprehensive regulation, although it consciously excludes transport activities, which
will necessarily merit regulation in the future.
Furthermore, it is very important to take into account the need to ensure respect for
any fundamental rights that may be affected by the use of drones (privacy, image, data
protection), and this depending on the level (EU, domestic), and there is a possibility
52

See Report 12/2014 in relation to the query raised by a university about the exercise of ARCO rights in
the use of “drones”, of the Catalan Data Protection Authority, available at:
http://www.apd.cat/media/dictamen/ca_643.pdf%20 (September 27, 2016); as well as the work by
Cristina Pauner Chulvi (PAUNER CHULVI, 2016).
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that the impact may vary -and it likely will- as the technology these aircraft can
incorporate progresses and as such it will be necessary to analyse these as any advances
are incorporated.
Nonetheless, the reality is that we live in a provisional situation as we are waiting for a
new and more harmonized
EU regulation and the new Spanish one too. We hope to study soon the new
regulation53.

6. FIGURES
Figure 1. Explanatory drawing of the terms in relation to the drone categories, UAV or
UA, and RPA

Source: own elaboration.
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If a man thought that the actual regulations are to stay much longer, he would tell himself that “We are
no longer alone, waiting for the night, waiting for Godot”.
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Figure 2. Drone operators per year of registration54
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Figure 3. Drone operators per registered activity55
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Estimated from a sample of 30% of operators registered on September 1, 2017 by the AESA.
Estimated from a sample of 30% of operators registered on September 1, 2017 by the AESA.
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