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1. RELEVANCE OF THE RESEARCH TOPIC

The research is focused on a substantial analysis of the research biobanks and its
implementation in Lithuanian law.

This summary of the doctoral dissertation presents some key features of the research
and its content. It begins with scientific novelty, theoretical and practical aspects of the
research, e.g., the influence of the legal concepts developed in medical law (field) for the
research biobanks, which influenced the path of the analysis provided. Then, it reveals
general scientific problems, which have determined the scientific objective, tasks and
statements to be defended of the thesis.

Subsequently, this summary deals with the most commonly used sources, including
both literature and the jurisprudence of courts as well as some practices of foreign
institutions, such as biomedical research committees, data protection authorities and others,
closely related with the field of research biobanks. The methodology of the research is
overviewed before the four basic parts of the research are presented, when discussing about
the structure of the doctoral dissertation.

Finally, the main proposals for Lithuania together with the conclusions of the analyses
as well as publications of the author and personal details (education, work related and other

experience) are presented.

2. SCIENTIFIC NOVELTY, THEORETICAL AND PRACTICAL SIGNIFICANCE
OF THE RESEARCH

Most of the modern scientific research use biobanks' more and more often. They represent
collections of biological samples (e.g. of human organs, cells, blood, DNA) organised in a
certain way and related to personal or clinical information of the patient, which, due to its
diversity (different gender, age groups, disease samples), provide more data for scientists to

perform research, assure more accurate results of the analyses of various diseases, allow to

" The concept of the “biobank* in the on-line data base “PubMed* was used for the first time in 1996 by S. Lofto and
co-authors, who ,related a biobank to all the human biological samples: organs, tissue, blood, cells, and liquids, where
traces of DNA ar RNA can be established suitable for genetic analysis”. More info: : Sveikatos Mokslai, (“Health
Science®) Sveikata, 2008°5 (58).



establish a link between a disease, the patient’s way of life and environmental impact, and
also “help better understand the distribution of diseases and pathologies even in a small

“2_In the future, all of this may be used for the creation not just for general

population
medicines and treatment methods, but also for individually tailored ones, and would allow
to understand the appearance of new forms, e.g. by comparing various population and risk
groups. Nor only the researchers or pharmacy companies that often finance them are
interested in such research. Generally, it is useful for the patients themselves and for the
state that seeks to assure health and well-being of the society and less expensive treatment,
1.e. seeks to assure “the right to the health of the society as a constitutionally important

“3 which is stipulated both in international and the

objective and the society’s interest
national law, 1.e. the Constitution.
At the same time, the increase of the popularity of the research biobanks evokes new
legal discussions among Lithuanian, European and the world’s scientists, medical doctors,
and prominent lawyers, who do not agree on the ways to secure personal privacy as one of
the cornerstones of the modern rights, and also to assure the operations of the biobanks,
which would match the moral and legally protected values, and to preserve the freedom of
science. It is noteworthy that the emergence of the biobanks, which has been modestly
discussed in Lithuania, often has different objectives for separate societal groups: “on the
one hand, their mission is to create an easy accessibility of the resources needed for the bio-
medical research, and to assure the society’s well-being as a result; on the other hand, it is
important to secure the people’s interest in limiting the use of their information and
stimulate them to take part in such research themselves**. Independent of the state-regulated
scope of the personal information to be allowed for accumulation by the biobanks, the data
are related to the person, his/her health and way of life (e.g. use of alcohol and tobacco), so

such data should be considered as special data within the context of the protection of

personal information, which most probably need special rules of confidenciality in the

* Opinion of Dr. Algirdas Ziogas expressed during the qualitative survey, 12.10.2014.

3 Constitutional Court of the Republic of Lithuania. File No. 3/02-7/02-29/03, 2004.

4 BIOLOBRZESKI, A.; RIED J.; DABROCK, P. Privacy revisited? Old ideas, new realities, and their impact on
biobank regimes [interaktyvus]. Poiesis & Praxis, 2011, Nr. 8, p. 9-24 [ziuréta 2013-12-15]. Prieiga per interneta:
<http://www.ncbi.nlm.nih.gov/ pmc/articles/PMC3218287/>.



national, EU and even international law. However, individual privacy is only one of the
problems that may be faced. The data to be accumulated in a biobank, if not properly
protected, may become an instrument for discrimination (e.g. Norman-Bloodsaw v.
Lawrence Berkeley Laboratory case’), open the road for human cloning, and pose a number
of other problems.

On the other hand, the topic of the biobanks is primarily related to the issues of the
ethics, morals, and medical practice; thus, the law as a certain social instrument cannot be a
goal in itself. However, recently there has been a tendency of polluting the human legal
environment, a growing tendency of indifference and inertia towards the law, the
penetration of the technique “spirit” of the judicial area that make law impersonal. All of
these are factors that make one contemplate on the fate and perspectives of the law. Too
strict limitations of the human freedom in such dynamic field as research biobanks may
create erroneous practice, when actually existing biobanks with great potential for the
creation of the health system and its improvement could not be used due to formal legal
norms, which in reality could be very difficult or even impossible to follow. Such a practice
would mean a creation of “dead” legal norms (i.e. which cannot be fulfilled in reality).
Thus, it is imperative to make a detailed analysis that would make it possible to determine
what and at what scope should be regulated and what should be regulated by other social
instruments.

In spite of the abovementioned threats of the non-regulated activities of the biobanks,
there are no special laws adopted either in the EU or in Lithuania, which would properly
regulate the operations of biobanks, e.g. in what way and when a person should express
his/her own will with respect to his/her bio-sample and information to be accumulated and
researched; should the same rules be applied to more vulnerable persons (e. g. juveniles,
inmates, etc.), who for various reasons are not able to take independent decisions; how

much and what kind of personal data should be allowed for accumulation; how the data and

> The Court of Appeal of the United State of America. Norman-Bloodsaw v. Lawrence Berkeley Labaratory 135 F.3d
1260, 1998. 1t was determined in the law case that the employer established an obligation for the administration
employees and the clerks to submit the urine and blood samples, which were used for genetic research to be performed
in order to identify whether a potential employee has the features of sickle-shaped anemia cells or genetic health
defects.



the bio-samples should be secured (e.g. by encrypting, so that the data could not be
identified by the researchers and other interested individuals); who is responsible for proper
implementation and supervision of such activity, and who should be deemed liable and what
responsibility a person should face for the disclosure of the accumulated data to the persons
who do not have the right to access the data; who should be the owner of a human organ
created by a 3D printer from the DNR of a person and implanted to another patient.

Recently, one can notice extreme positions that do not seek to find the balance among
biobank stakeholders and researchers or the rights of the biobanks and their legal interests.
The human rights experts support greater formalisation of the biobanks and limitation of the
research, while the scientists support total liberalisation of the area with no or limited
respect to the human rights.

It is noteworthy that the topic of research biobanks has been analysed in narrow
aspects in Lithuania with a larger emphasis on ethical and moral norms and medical
requirements, while topic analysis in foreign literature is related to the national regulation of
other countries and is actual only within the context of general topical identification. Due to
the absence of the general EU regulation, there is neither jurisprudence of European Court
of Justice, nor detailed explanatory reports of such EU laws, which would be also applicable
in Lithuania. Therefore there is no possibility in Lithuania to rely directly on the ways of
solving the problems identified in foreign legal literature. In addition to that, some problems
are still unidentified or lack the unified view on how it should be solved in order to keep the
proper balance between two parties with totally different needs, i.e., data protection and
human right’s protection need of the person and the need for liberal rules to make the
researches with data and biosamples of the researchers and the society as such.
Consequently, the present thesis undoubtedly presents new and original topics that have
theoretical and practical significance both within the Lithuanian legal context and within the
context of possible creation of common EU biobank legislation, unified court practice and
basic protection of the persons in EU. The present scientific research not only clarifies the
notion of the research biobank, and reveals the specifics of the institution, but also

systematically evaluates essential aspects that are identified in foreign literature as the most



problematic: a person’s consent to a biobank, a need for specific protection of the
vulnerable individuals by establishing additional legal mechanisms, emphasising a special
need for the protection of the data related not only to the individual, but also to his/her
family members having the same genes.

Scientific problems addressed. One of the main problems analysed in the doctoral
dissertation is how to create the possibility of having the infrastructure (i.e. human
biological materials and the medical, personal and other important data associated with it)
for the future research and also keep the best possible level of the protection of human

rights.

3. THE OBJECT AND THE PURPOSE OF THE RESEARCH

The objective of the research is firstly reflected in the title of the dissertation ,,Research
biobanks: mixed consent as the prerequisite for the freedom of biomedical research®.
Specific and medical biobanks are analysed in a narrow scope only for revealing the
specifics of the research biobanks in the view of the law.

It should be noted that although the thesis focuses not only on the consent, as the
expression of the human will, but also on other human rights, however the primar aim of
this research was to establish the "initial conceptual" protection of the man in the study, as a
vulnerable person, in the scientific biobanks and their conducted biomedical researches.
Meanwhile, detailed human rights’ analysis in this thesis was not done, as due to its large
scope it could be a separate dissertation. Some of the other issues, including the intellectual
property or technical requirements for bioaccumulation, establishment of a biobank, etc.
were analysed only on the basic level in order to show a wider and more diverse scope of
the legal and ethical problems related with research biobanks, however, these separate
topics due to its breadth are not examined in detail.

In general, the purpose of the dissertation is also reflected in the abovementioned title
of the dissertation “Research biobanks: mixed consent as the prerequisite for the freedom of
biomedical research”. However, in order to emphasize one of the most essential problems

in the field of biobanks, i.e. the consent of the natural person, it was chosen to analyse

10



deeper the active biobank participant, who has optioned to use the right to know about its
health and who is willing to receive the information about the use of his/her biomaterial and
related information. On the other hand, it should be noted that under Article 6 of the Law on
the Patients’ rights and compensation of the damages to the health of the Republic of
Lithuania, each person is also granted the right not fo know, and such information cannot be
pushed against ones will. Looking at this right from a wide range it seems that if the person
wishes not to receive the information, some aspects about the use of informed consent in the
field of research biobanks, the scope of information and all related problems are not
relevant. However, according to the author, the right no to know in itself does not prohibit
the person from changing his/her mind in the future; for example, after understanding
additional risks related to the use of ones donated biosamples and information, i.e. the
person should have the right to deny his right not to know.

This right is very important, taking into account the fact that the aim of the research
biobanks is to collect and store the biosamples of a long period of time. Therefore, the main
question remains: could a person take a proper decision without receiving full information,
and on the contrary, the question can be raised by the biobanks and the researchers, if a
person has changed his/her mind, should it automatically prohibit scientific research that has
been started already? Who and how should protect the data, which have been collected
during the whole process (from taking the samples and related information in the research
biobanks to providing it for the scientific research made by biobanks* researchers or even
the third parties)?

The objective of the research is to make a systematic analysis of the most significant,
in author’s view, valid legal acts of the Republic of Lithuania, European Union (both
directly and indirectly applied) and international legislation, which directly regulates or is
closest related with the activities of research biobanks, as well as the recommendations of
various foreign institutions and also to determine the best consent for biobank model for
Lithuania, which would not only: (i) ensure the freedom of research; (i1) create the solid
infrastructure of biosamples and related data for future research, and (iii) consolidate

sufficient protection of the individual rights of the biobank participant, but also be
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compatible with the doctrinal and legal tendencies of the most advanced countries in the
world.

It is noteworthy that the dissertation does not aim at finding a sole possible way of
solving the problems arising in the area of biobanks and it does not aim at presenting a
comprehensive text of regulation. On the contrary, as the author believes, the same aim can
be achieved by mutually combining different aspects of legal and other social instruments
and methods, which are applied in various foreign countries, by adapting them to the social
situation and the existing legal basis that have been established in Lithuania. Besides, the
finding o the sole “fair” solution is impossible in such a dynamic field as research biobanks,
the development of which raises new legal problems. Thus, the study attempts at finding
complex ways of solution (e.g., how to fulfill the requirement to disclose any information
about the person for future researches, when such information is limited or altogether
absent; how each person could control the use of his/ her samples and data in the future; do
Lithuanian and EU laws create proper protection of the person or should the institutional
protection model be involved as well, etc.), which can be adapted as much as possible to the
present period as well as in several or more decades. By identifying present and possible
risks, it is possible to decide how well and in what way the society is ready to accept the
risks in pursuit for other societal good: scientific development, health care, etc., and what

means can help diminish the risks or avoid them.

4. TASKS OF THE RESEARCH

In order to achieve this objective, the research is guided by the following tasks:

1) To create a proper definition of the biobank (and if needed of research biobank),
which could be set forth in the laws of the Rebublic of Lithuania or even on EU level,

2) To analyse whether the legal acts of Lithuania and the EU as well as international
guidelines stipulate the personal consent model based only on the submission of detailed
information to the person (i.e. by identifying a concrete purpose of the consent, its subject,
concrete information, methods, etc.) and whether an oral consent is not permitted, a

summarised consent, or even actions without any consent. If such alternative models do

12



exist, to analyse positive and negative aspects of the most common models and to suggest a
possibly most acceptable option or their alternatives. In addition, the aim is to evaluate if the
possibility to revoke the consent should be set in these consent models, how such process
should be organized, what are the related legal consequences and risks;

3) To analyse whether the proposed consent model for the biobank and the follow-up
mechanism 1s applied to vulnerable groups (minors, persons with mental illnesses and any
other persons, the list of whom might be revised during the deeper analyses of these
groups);

4) To analyse whether the exsiting legislation is sufficient to in order to protect
personal data, which can be stored in research biobanks and to assess how the legal
protection can be improved by taking into account the experience of foreign countries;

5) To assess the feasibility to require the researchers and (or) research biobanks always
to inform biobank participants about any concrete results, which are or might be important
for the person's health, and possible consequences of such imperative norms. Together it
will be checked if such legal requirements would be effective in practice, i.e. whether the
persons would not face the problems (burden of proof) to apply civil liability of the
biobanks and (or) researches;

6) To analyse the topicality of the regulation and implementation of separate areas of
the biobank operations (e.g. accumulation and storage of the data, personal data protection
assurance, etc.) in the practice of foreign countries as well as the newest tendencies of the
regulation and court practices in solving the acute legal issues.

7) To suggest possible ways of solving the identified major problems and clearer
criteria of the biobank operation regulations that would create a well-grounded balance
among the rights of the biobank stakeholders and the researchers, which will provide for the
possibility of the development of consistent practice of the institutions and the national
courts, and to be prepared to join the European or international biobank network in the

future, and conduct large innovative scientific research.

13



5. SOURCES OF THE RESEARCH

The operation of the biobanks and legal issues related to it (e.g. the model of consent for the
accumulation of the biomaterial and the information, legal protection of the persons under
research, data confidentiality and rights during the research, possibility to acquire financial
benefit from the results obtained during the research and others) are not specifically
regulated not only in Lithuania, but also in the EU or at international level. Different
regulation in the EU member-states and relevantly different practices of the national courts,
on the one hand, create legal obstacles for the researchers to cooperate and develop common
biomedical (scientific) research; on the other hand, by using legal gaps it allows to perform
research in the country that applies lower standards of legal protection and ethics of
biomedical research and limits the responsibility of the researchers and research contractors
(pharmacy companies). At the absence of a harmonized regulation of the biobanks in the
EU, each state regulates it in its own way. That is way the greatest focus has been on the
analysis of the international legal acts and guidelines that embrace the jurisdiction of a few
countries. Some key documents are worth mentioning: International Ethical Guidelines for
Biomedical Research Involving Human Subjects®, Human rights and biomedical convention
(1997)7, Additional Protocol to the Convention on Human Rights and Biomedicine,
concerning Biomedical Research (2005)°, Recommendation Rec(2006)4 of the Committee of
Ministers to member states on research on biological materials of human origin°’, Universal

Declaration on Bioethics and Human Rights'®, Declaration of Helsinki'' and Draft of

6 CIOMS. International Ethical Guidelines for Biomedical Research Involving Human Subjects [interactive. Seen on
2014-05-11]. Access via the internet: <http://www.cioms.ch/publications/guidelines/guidelines nov_2002 blurb.htm>.
7 Council of Europe. Convention for the Protection of Human Rights and Dignity of the Human Being with regard to
the Application of Biology and Medicine: Convention on Human Rights and Biomedicine, 1997 [interactive. Seen on
2014-05-11]. Access via the internet: <http://conventions. coe. int/treaty/en/Treaties/Html/164.Htm>.

¥ Council of Europe. Additional Protocol to the Convention on Human Rights and Biomedicine, concerning Biomedical
Research, 2005 [interactive. Seen on 2014-05-11]. Access via the internet: <http://conventions.coe.int/Treaty/EN/Treati
es/Html/195.htm>.

? Council of Europe. Recommendation Rec(2006)4 of the Committee of Ministers to member states on research on
biological materials of human origin, 2006. [interactive. Seen on 2014-05-12]. Access via the internet: <https://wcd.
coe.int/ViewDoc.jsp?id=977859>.

" UNESCO. Universal Declaration on Bioethics and Human Rights, 2005 [interactive. Seen on 2014-05-12]. Access
via the internet: <http://www.unesco.org/new/en/social-and-human-sciences/themes/bioethics/bioethics-and-human-
rights >.
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Guidelines for Human Biobanks and Genetic Research Databases: text for commentars
(2008)"?, etc.

Legal acts of separate countries (e.g. Latvia, Estonia, Island, Sweden, England,
Germany, Spain, the USA, etc.) have been analysed sporadically for the sake of analysis of
some actual issues that could help find certain similarities in regulation in order to apply in
Lithuania the best practices which have been created and tested, which will allow in the
future to assure that as soon as a specific EU regulation is created, the Lithuanian legal
system will be essentially harmonized, and there will be no need to create a new practice of
the biobank operations regulation.

The existing sporadic nature of the biobank regulation and lack of a harmonized EU
regulation is also reflected in the scientific works of foreign countries, which analyse certain
issues only within the boundaries of a definite foreign state, or by performing the analysis of
the regulation in several countries analyse only a narrow area of regulation. These works
have been found using information data bases (e.g. PubMed, Springerlink, Heinonline) and
other online resources (e.g. the websites of international organisations, ethics committees, or
national biobanks). The scientific studies should be mentioned that have made a large
impact on the present dissertation: J. Kaye Governing Biobanks: Understanding the
Interplay Between Law and Practice (2012), and Principles and Practice in Biobank
Governance (2009), E.Zika, D.Paci, et al. Biobanks in Europe: Prospects for
Harmonisation and Networking (2010); K. Henso, J.J. Cassimano, et al. Children, biobanks
and the scope of parental consent (2010).

The study has also built on the dissertations of foreign authors, e.g. Chih-Hsing Ho
Socio-Legal Perspectives on Biobanking: The Case of Taiwan (2012); L.O. Ursinas The
Informed Consenters: Biobank Research and the Ethics of Recruitment and Participation
(2008); Ants Nomperis Open consent — a new form of informed consent for population

genetic databases (2005).

""'World Medice Association. Declaration of Helsinki - Ethical Principles for Medical Research Involving Human
Subjects, 1964 [interactive. Seen on 2014-05-12]. Access via the internet: <http://www.wma.net/en/30publicatio
ns/10policies/b3>.

'2 OECD. Draft of Guidelines for Human Biobanks and Genetic Research Databases: text for commentars [interactive.
Seen on 2015-08-10]. Access via the internet: <http://www.oecd.org/sti/biotech/guidelinesforhumanbiobanksandgeneti
cresearchdatabaseshbgrds.htm>.
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The Lithuanian legal doctrine analyses the conceptual biobank operations problems
often in a very abstract way, as deeper study pertains only to separate problems (provision
or withdrawal of consent, performance of the research, etc.), and very often their assessment
1s made not in the legal, but in ethical or medical context without looking for boundaries
among legal and other instruments of social regulation. However, several articles are worth
mentioning that analyse the general principals of the biobank operation: D. Stanciate, G.
Chvatovi¢, et al. Biobank Establishment Principals (2008); E. Gefenas, V. Dranseika,
J. gerepkaité, A. Cekanauskaité, L.Caenazzo, B.Gordijno, R.Pegoraro, E.Yuko. Turning
Residual Human Biological Materials into Research Collections: Playing with Consent
(2012); issues of informative consent, e.g. A. Cekanauskaité, E. Gefenas Informed Person s
Consent: what should be known and is really known by the participants of biomedical
research? (2010), E.Gefenas Informed Consent (2011), E. Gefenas, V. Dranseika, J.
Serepkaité, A. Cekanauskaité Research on Human Biological Materials: What Consent is
Needed, and When (2011), and an attempt to limit scientific and medical research, e.g.
A. Cekanauskaité, E. Gefenas The problem of treatment and scientific research confusion in
clinical research (2012). The study also takes into account the research presented in the
Feasibility study of the Biobank creation and development in Lithuania (2013); it presents
the assessment of the draft of the Law on Biobanks registered during the preparation stage
of the dissertation'”, and the Draft of the Law on Biomedical Research Ethics, which seeks
to regulate the operation of biobanks'*, their explanatory notes and conclusions submitted
by institutions.

The dissertation includes the analysis of sparse practice of national and foreign courts
and institutions on separate problematic aspects. It is worth noticing that although the
jurisprudence of foreign courts does not have a direct impact on the practice of the
Lithuanian courts, one cannot dismiss the possibility that the problems arising abroad will
not occur in Lithuania. Thus, the analysis of such practice provides for substantial

assessment of the topical problem and suggests possible solutions.

" Biobanky jstatymo projektas (Draft Law on Biobanks) Nr. XIIP-1522 [interactive. Seen on 2014-11-12]. Access via
the Internet: <http://www?3.Irs.It/pls/inter3/dokpaieska.showdoc 17p id=466224&p tr 2=2>.

'* Biomedicininiy tyrimy etikos jstatymo Nr. VIII-1679 1 straipsnio pakeitimo jstatymo projektas (Draft Law on
Biomedical Research Ethics No VIII-1679, amendment to Paragraph 1), Nr. XIIP-1523, 2014.
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Finally, the study has made use of the author’s experience acquired in the process of
the participation in the creation and discussion of the draft of the Law on the biomedical
research ethics of the Republic of Lithuania and in the European Council symposium on
ethical and legal problems facing the biobank operations, as well as theoretical and practical
knowledge acquired in the process of communication with the representatives, researchers

and scientists of various bioteque institutions, organisations and biobanks.

6. THE METHODOLOGY OF THE RESEARCH

The issues constituting the subject of the thesis research have been analysed mostly by
using historic, comparative, logic-systemic, teleological, and interview (quantitative)
methods.".

The method of historic research has been mostly used in Chapter II revealing the
circumstances of the formation of the informed person‘s consent in medical practice. The
method has also been used in analysing not only the present, but also the past legal acts,
which show how the model of a personal consent has been gradually changing in Europe by
going from a universally accepted liberal to a more specific one, which, in the opinion of
most of the authors, is more protecting the human rights. The historic method shows the
changes in the perception of how much and what kind of information is necessary to be
provided to a person so that he/she would be able to take an informed decision about his/her
willingness or unwillingness to take part in the operation of the biobank.

The comparative research method primarily allowed us to determine in which laws
and how various biobank-related issues are regulated in foreign countries, i.e. whether
specific laws on biobanks have been created, like it is proposed in the registered draft law
on biobanks in Lithuania, or whether several valid laws have been adapted, e. g. like the
Law on Biomedical Research Ethics. The method is of a special importance in analysing the

age at which under-aged persons have the right to express their will when a consent is given

> In order to understand specific issues, the survey included only experts of relevant specialities related to the
problems of research biobanks. However, due to inadequate knowledge about biobanks in Lithuania, the op[inion of
the patients (possible biobank participants) was not surveyed, as such data would not be accurate, would distort the
survey results, and possibly would create an incorrect approach towards the given questions.
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to a biobank on their behalf, in foreseeing the possible consequences of the revocation of
such consent, their scope, how much and what data should be provided so that the person
would be able to take a decision on participation in the research conducted by biobank. In
general, the comparison of the regulation and practices of the biobanks in various countries
allows us to determine the tendencies and to adopt the most favourable regulatory model in
Lithuania.

Logic-systemic method. The thesis systemically analyses the international, the EU and
national legislation, and different legal areas are analysed systematically: personal data
protection, compliance of the biobank operations with the key human rights and principals
of the bioteque (e.g. human autonomy, dignity, fairness and public benefit principals),
health legislation, material and intellectual property right. With the help of this method, the
biobank regulation has been proposed that embraces the totality of several legal and
practical measures — creation of the legal norms, application of legal principals and
integration of properly functioning supervision system.

The use of the teleological research method helps analyse clearly visible tendencies of
regulating the biobank area, especially in the primary phase of their operation in terms of a
properly declared personal consent, the reasons and objectives. It has been determined on
the basis of the method that decently the tendency has been to move from the presumed to
the specific personal consent; however, in practical terms, such a limitation of the
researchers often does not comply with the rights and legitimate interests not only of the
researchers, but also of the biobank stakeholders. By assuming that the biobank operation
regulation has to reach essentially two main targets — to provide an opportunity for
developing scientific research and also to protect the rights of the biobank stakeholders, it
has been determined that too much attention has been paid just to the regulation of the
personal consent without any additional legal means (e.g. proper advance or follow-up
institutional supervision; possibilities to receive support from those institutions in
representing human rights; possibilities for an individual to express his/her will in advance

with respect to the legal status and use of the biomaterial and the data).
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Interview (quantitative) research method (Appendix 2) has been selected and used in a
very narrow area by interviewing only the professionals'®, who directly are involved in
biomedical research and supposedly know theoretical and practical problems of the research
biobanks. In the author‘s opinion, as there is no experience of research biobanks in
Lithuania, the interviews conducted with large audiences would yield twisted results: the
responses supposedly would be based on assumptions or false assessments based on the
existing risks of the medical research or treatment process, and would not provide any

added value to the present research.

7. STATEMENTS OF THE DISSERTATION TO BE DEFENDED

Statements of the dissertation to be defended are as follows:

1. The benefit of the scientific research for an individual as a member of the society
and relevant considerably lower potential damage compared to treatment research allows us
to maintain that the standards of a specific informed consent, as recognised in medicine,
should not be applied to research biobank consent.

2. The active party of the right to know about health does not eliminate in itself the
possibility for an individual to assume the risk for the limitation of the information
submitted to him/her or to refuse to take regular decisions on him/her body samples and the
use of the information in future biomedical research, i.e. to refuse an informed or dynamic
model of the consent to the biobank.

3. A person‘s consent to a biobank is an initial for the biobank, but not a sole or an
adequate basis for the legitimate operation of the biobank and future biomedical research.

4. With respect to a continuous dynamic development of science and medicine, and

primarily to its ethical, moral and medical side, it is obligatory to use legislation carefully as

' The persons who agreed to take part in the research and submitted their responses in interviews or/and in
questionaires: Santariskiy clinics, Oncology Prof. Dr. Arvydas Laurinavic¢ius; Director of Stem Cells Research Center
Dr. Algirdas Ziogas; Klaipéda University Hospital, Head of Traumatology departament Vidmantas Zegunis; Deputy
Head of State INspection of Personal Data Protection Rita Vaitkeviciené; Head of Legal department of the State
Inspection of Personal Data Protection Danguolé Morkiiniené; Chief specialisto f Biomedical Research Ethics
Committee Dr. Asta Cekanauskaité; Vilnius University Oncology Institute, Head of the Biobank med.dr. Zivilé
Gudleviciené; graduate of Philosophy. Junior scientific researcher Vilius Dranseika; Chairman of the Biomedical
Research Ethics Committee Ass. Prof. Dr. Eugenijus Gefenas, and on certain general issues - Prof. Dr. Vladas
Algirdas Bumelis.

19



an instrument for the regulation of social relations. The research biobanks as multi-
disciplinary institutions cannot be regulated on the basis of legal norms alone, as the
advance of science may be hampered due to especially formal requirements, and the
legislation would not reach the goals of the assurance of the balance of interests. That is
why it is necessary to create such a regulating system, which would coordinate the legal
imperatives with the Hippocrates oath, special principals of the law and the bioteque, which
provide for the amendment and explanation of the legal norms, while their equal application

supervision is assured by an independent institution.

8. PRESENTATION OF THE RESEARCH RESULTS

Intermediary research results were presented at three conferences:

1) at the conference organised by the European Law Students Association (ELSA)
in collaboration with the Lawyers Office LAWIN “Biobanks — is Lithuania ready for it?*
(in 2012);

2) at the international conference of young scientists organised by the Law Faculty
of Vilnius University “Integrating Social Sciences into Legal Research®, where the
presentation has been made under the title “Research Biobanks in Lithuania: A Question of
its Historical, Social, Ethical & Legal Perception* (2014);

3) at the international conference “Biobanking for Research Purposes (Scientific,
Ethical and Legal Perspectives)* organized by Masaryk University in Czech Republic,
where the presentation has been made under the title ,,Research biobanks' in Lithuania“.
The presentation was followed by the discussion on the legal regulation of the human
research, its future and the protection of human rights in this field (2015); and

4) at the conference “Data Protection 2015: cyber security, management and
protection of sensitive and other data®, organized by Data Protection Inspectorate, where
the presentation has been made under the title ,,Data subject‘s rights re his private data
stored in e-health system and biobanks (2015)

Publications were prepared on the topic of the research, which are listed at the end of

the research. Articles of a smaller scope on the research topic were published in the booklet
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on English of the international conference organised by the Law Faculty of Vilnius
University ''®, on the website of Vilnius University scientific newsletter under the title of
“Research and Medical Biobanks in Lithuania: legal topicality and perspectives“"’ (2012),
on Mondaq legal basis under the title “Biobanks — is Lithuania ready for them?** and on

other websites of Lithuania.

9. STRUCTURE OF THE DISSERTATION AND A SHORT RESUME

The purpose of the research biobanks is to collect human biological samples and the related
information important for biomedical research, which in the future can be used for
comprehensive scientific research. Such research would assist in creating new medicine,
acquiring knowledge on the illness-inducing factors, analysing the complex research that the
state should invest into in order to assure the public health protection and save funds
required for treatment. However, in spite of the undeniably positive effect of the biobank
operations, one should not ignore the theoretical and practical or even ethical problems
arising from the operations of the biobanks. Thus, the present research analysis of the
various problems occurring in foreign countries is an attempt to find and propose for
Lithuania such a legal regime, which would maximally protect the human rights, but also
would not deny the very essence of the research to have an opportunity for a free choice of
the scope of the research, the opportunity to experiment, and in this way to make
discoveries in the field of health that are important for all the society.

The present scientific analysis is comprised of an introduction, four chapters, the
author’s practical suggestions for Lithuania, and conclusions that summarise the results of
the research. The final part of the research includes the bibliography, the list of the authors

scientific publications and conference presentations as well as Appendices: a sample of a

"7 Access via the Internet: <http://www.sci.muni.cz/ceb/files/Biobanking_Brno_Leaflet.pdf>.
" MESKYS, E. Research biobanks’ in Lithuania: a question of its historical, social, ethical & legal perception. 2014

[interactive. Seen on 2014-05-12]. Access via the Internet: <http://www.tf.vu.lt/dokumentai/Admin/PhDkonfeenci
ja2014/ConferencePapers2014.pdf>.

Medical Biobanks in Lithuania: legal topicallity and perspectives ), 2012 [interactive. Seen 2014-05-12]. Access via
the Internet: <http://naujienos.vu.lt/komentarai/moksliniai-ir-mediciniai-biobankai-lietuvoje-teisin-problematika-bei-per
spektyvos>.

* MESKYS, E. Biobanks — is Lithuania ready for them? 2012 [interactive. Seen 2014-05-12]. Access via the Internet:
<http://www.mondaq.com/x/193434/Life+Sciencest+Biotechnology/Biobanks+Is+LithuaniatReady+For+ Them>.

21


http://www.sci.muni.cz/ceb/files/Biobanking_Brno_Leaflet.pdf
http://www.tf.vu.lt/dokumentai/Admin/PhDkonfeenci%20ja2014/ConferencePapers2014.pdf
http://www.tf.vu.lt/dokumentai/Admin/PhDkonfeenci%20ja2014/ConferencePapers2014.pdf
http://naujienos.vu.lt/komentarai/moksliniai-ir-mediciniai-biobankai-lietuvoje-teisin-problematika-bei-per%20spektyvos
http://naujienos.vu.lt/komentarai/moksliniai-ir-mediciniai-biobankai-lietuvoje-teisin-problematika-bei-per%20spektyvos
http://www.mondaq.com/x/193434/Life+Sciences+Biotechnology/Biobanks+Is+Lithuania+Ready+For+%20Them

personal consent form for the biobank and a questionnaire used during the research
preparation process for a quantitative research — interviews of the experts closely related to

the health protection and biobank operations.

Chapter I analyses general issues of the biobanks that allow to better understanding
of the institution itself: the concept of the biobank, the concept of the human biological
samples related information, legal assessment and importance. It also includes the
description of the ways of the biobank activity regulation and the legal basis of the research
biobanks regulation in Lithuania. At the same time, an assessment is provided about the
criteria to be used for separating the research biobanks from other similar collections of the
biomaterial.

An important aspect of the analysis, which is also important for the whole of the
present research, is to determine the legal status of the biosamples. The author has come to
a conclusion that a human body is very specific as a subject of the ownership law, as an
individual has the right to decide on one‘s own whether he/she wants to agree about the
submission of his/her own samples for the research, but cannot submit them directly neither
to a bio bank (primary relationship), neither to pharmacy companies or the researchers
(secondary relationship). Due to this reason, the rights of an individual to the bio-samples
should be called submissive non-submissive rights.

The present chapter also includes the assessment of the present legal regulation in
Lithuania with an attempt to establish whether it is adequate for the consolidation of the
biobank operation or whether a special regulation is needed (in case any such laws would be
enacted during the time of defense of doctoral thesis — are the proposed laws sufficient in
order to reach the goals raised in this research). In this case, we can make a conclusion that
due to the specificity of the research biobanks a certain regulation is indispensable.
Independent of the chosen method of the biobank regulation, i.e. whether it is an
amendment of the present legislation or a creation of a new law on biobanks, and without
denying the need for a detailed regulation of the problematic areas of the biobanks and their
research, the author is of the opinion that it is indispensable to consolidate the fundamental

principals of the biobank management: supremacy of the law, transparency, reliability,
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legality, openness of the goals, and certain specific ethical principles. Once suitable
principles are formulated, it would be possible to bridge the gaps that are not tackled by
legal norms in a particular case. In other words, the regulation of the biobanks should be

principle-based and not norms-based.

Chapter II presents a traditional analysis of a person’s consent that reflects
essential characteristics of the birth of the concept. On the basis of these characteristics,
an attempt is made to find an answer whether the historic concept can be applied not only in
the law of medicine, but also in the area of research biobanks. One of the essential limitation
aspects is a difference in the essence of the medical and scientific research. In medical
research, there is a direct intervention into a human body with a possible risk to human
health and life. Thus, a person must receive exhaustive information on the future treatment,
risks, etc. In the meantime, research biobanks accumulate biosamples left over after a
previous treatment. Consequently, the author has made a conclusion that when there is no
direct threat to human health and life, it is reasonable to deviate from the concept of the
informed consent and provide only the information at hand (in the present thesis, it is
divided into basic information indispensably to be submitted to the patient and additional
one that a person may be submitted with if needed).

This Chapter also investigates the right to revoke the consent given to the biobank,
which is considered in the present thesis as an integral part of the right of expression of
one’s will. It also analyses the consequences and limitations of such revocation in foreign
practices and possible example of evaluation of such justice in Lithuanian legislation. At the
same time, the author considered the possibility of providing the right to the relatives or
other individuals of the biobank participant to revoke his/her consent to the biobank, when
he/she loses ability. The analysis of the national legal acts and the international guidelines
shows that there are no prohibitions to revoke the given personal consent when the person
loses his/her ability on the condition that such actions of the custodian, i.e. revocation,
should be in line with the interests of the ward and should protect his/her rights. However,
the consideration of interests is very subjective, and when an individual regains his/her

ability, could lead to legal arguments about proper representation. Thus, in order to avoid
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possible objection to a true will of an individual and possible loss of scientifically important
samples and information we could think of a legal alternative — not the revocation of the
consent, but its temporary suspension. The legalisation of the institution of the temporary
suspension of the consent would allow for the samples to be preserved intact until: (i) a
person regains ability, or (ii) a person’s death, after registration of which the consent
suspension would be replaced by its automatic revocation or by an obligatory de-
personalisation of the personal data, and the acquisition of the opinion of his/her relatives
about whether the person’s consent to the biobank should: remain valid in its totality, should
remain valid with limitations, or should be revoked. The legalisation of the abovementioned
institution would be also relevant in another matter, when, on the basis of the Civil Code,

Art. 2.28, a person is recognised as missing.

Chapter III includes the experience of foreign countries and alternative consents
for the traditional informed consent most often found in various international legal acts
and guidelines, i.e. community consent and person‘s individual right to revoke it, presumed
consent for the limited human biological material, common permit or institution‘s
authorization model, open consent, broad consent for the biobank with the right to revoke it
and multilayer consent. The analysis of each of the alternative models reveals its specifics,
theoretical and practical drawbacks, and a possibility of application of a relevant model in
Lithuania.

The final part of the Chapter contains a suggestion about what consent model, in the
author’s opinion, could be the most acceptable. It also includes an assessment whether it
could be compatible with the essential human rights (e.g. human interests are more
important than the societal interests; the integrity of the human body, human equality and
prohibition of discrimination; an individual’s right to the confidenciality of his/her personal
data, and the right to revoke the given consent), and the bioethical principals (e.g. human

anatomy, the principals of free will, human dignity, fairness, and societal benefits).

24



The thesis analyses and essentially suggests three types of personal consent models to
the biobank, given at different times and performing different functions at a certain stage of
their provision:

1)  Advance individual consent to the biobank — a consent that may be given by an
individual at any time, independent of whether any biosamples or information have been
taken form the individual at the time of the consent provision. Upon the receipt of such
consent, the biobanks and the researchers would not have to request further consent from an
individual to the biobank, unless the character of the biomaterial submitted in the future
would require to present certain additional information to the individual;

2) A personal consent to the biobank given before the biosamples, which remained
after an operation and diagnostics, and the information for the submission to the research
biobank, and in specific cases also even at the taking of the samples directly from a person’s
body and receiving information, which will be stored in the biobank. In the latter case, a
double approach to the consent should be followed — a specific consent for the sample-
taking actions® and the right to withdraw from the research at any time and for any reason
without any unfavourable consequences, damages> or penalties™; and

3) A temporary limited presumed consent — in the situation, when an individual is
not able to give his/her consent to the biobank due to his/her temporary health condition,
while in scientific terms it may be very important to preserve the sample (e.g. when an
exceptionally rare disease is diagnosed). In such a case, it is presumed that an individual
would have agreed to manage such a sample. However, the biobank shall not have the right
to to perform any research until a relevant personal consent is not given to the biobank.

In the author’s opinion, the assessment of different consent models applied in practice
shows that all of them are based on the same common goal — to protect human rights and
legal interests, while at the same time keeping the balance between the protection of those

rights and the opportunities of developing scientific research. All of the consent models are

*I' With an indication that the samples are taken precisely to be stored in the biobank, and a broad consent for the
purpose of management and research with the subsequent institutional supervision (in other words, to ensure the
implementation of the authorisation model).

?2 Such right to withdraw from research is stipulated, e.g. in the Universal Declaration on Bioethics and Human Rights,
Chapter 6, Paragraph 2.

3 UNESCO. INternation Declaration on Human Genetic Data, Chapter 9, Paragraph a).
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less often used in their pure shape. It all means that inevitably we need to talk about the
consolidation of the mixed consent, which has the characteristics of various consents to the
biobank overviewed above, in Lithuania and, perhaps, on the EU level as well. The mixed
(hybrid) model’” within the context of the present thesis should be understood not only as
the application and mixture of the characteristics of the alternative consent models. This
model also means legal assessment of the consent, according to which an individual‘s
expression of his/her will to the biobank, even if it could be understood as a single and not
clearly detailed action, would mean a consent with two different action components™:

1) As a specific personal consent (the stage of taking and storage in the biobank).
This consent is needed in order to take some biomaterial from a human being or receive
relevant medical information (when the Law allows the intervention into the human body
even in the case of research biobanks) or to receive biosamples or information collected for
another reason (treatment or diagnostics) from available sources (e.g. hospitals, registers,
other biobanks, etc.) and to manage these objects in biobanks (i.e. to categorise, prepare,
transfer, etc.).

2) As a broad consent (the stage of the research of the material or information stored
in the biobank). The consent is to be received in order to use the stored biomaterial or
information for a special goal in future scientific research. This type of consent is not
defined, which means the possibility for the researchers to use the samples and the relevant
scientifically valuable information in scientific research without them being essentially
detailed. At the same time, the suggestion is to project an institutional supervision, which
would perform the authorisation of the derivative research, monitor whether the research do
not contradict the consent given by the individual, and also would be a connecting
supervisory link among other institutions performing their operations in accordance with
their competence in Lithuania — supervision of personal data, biomedical research, other

issues related to insurance or financial operations.

* OTLOWSKI, M. Developing an Appropriate Consent Model for Biobanks. I8 Defence of , Broad* Consent.
Principles and Practice in Biobank Governance. Sudarytojai J. Kaye ir M. Stranger. Ashgate, 2009.

» It is noteworthy that a similar approach is preveilant in the ammendments to the Law on the Biomedical
Research Ethics, which singles out separate rules: (i) for the consent to take part in research (Prg. 6) and (ii) for the
consent to take part in the biobank operations (Prg. 7).

26



Furthermore, the topic goes deeper to specific situations and analyses the legal mode
that should be applied to the consent model with respect to specific vulnerable groups of
individuals, such as juveniles, mentally retarded persons, etc. How and who should protect
their rights, should the parents have the right to take an unrestricted decision for their
children, and when should the parents’ or custodians’ decision expire? Finally, great
attention is paid to what extent and since when the represented individual’s (e.g. a child’s)
opinion should be taken into consideration. The thesis presents the analysis of the topics of
separate vulnerable groups of individuals, which shows that the present legal norms
stipulated by the Law on Biomedical Research Ethics are not adequate for proper assurance
of the rights. Thus, the abovementioned stipulations should be relevantly presented in detail:
(1) to describe the process of the consent given on behalf of a juvenile to the biobank, by
respectively (i) noting who and when shall have the right to give a consent; (ii) stipulating
that the child’s opinion should be taken into consideration at all times, and any objections
from his/her side should mean that the consent is not given to the biobank; (iii) obliging to
submit the information to a juvenile and stipulating that the Children’s Rights Protection
Agency is involved in the process; (iv) consolidating the presumption that if a question
arises whether the parental broad consent with the right to restrict the actions of the biobank
includes certain research, it should be considered that the permit is not givens;
(2) stipulating the possibility of representation; (3) to harmonize the Law on Biomedical
Research Ethics, Chapter 7, Part 1, Paragraph 1, stipulating that “biomedical research
results may directly and realistically improve the health of the research participants “, with
the international recommendations and stipulating that the benefit may be not necessarily
directly for the individual, but for a similar group of individuals that he/she belongs to;
(4) to suggest the termination of prohibition of performing of biomedical research on
inmates in confinement institutions, by stipulating, instead, the presence of a special
commission at the assessment whether the inmates are free in their decision to give their
consent to the biobank.

To summarise all the conclusions and recommendations, it is noteworthy that the

mixed consent model to the biobank suggested in the thesis may be applied also to the
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vulnerable individuals, if additional legal conditions are followed necessary to reach proper
legal protection of such groups of individuals (e.g. additional attention given to such a

vulnerable individual, higher importance of institutions).

Finally, Chapter IV great attention is paid to the protection of personal data, which is
especially problematic due to the legal evaluation of the object to be stored (human
biomaterial) as well as due to the possibility of tracing personal data by using modern
technologies. The author’s analysis attempts at determining whether the biomaterial should
be considered as personal data or its source — the answer may determine the possibility to
apply EU and Lithuanian personal data protection regulations with respect to biomaterial.
This Chapter also includes a discussion of the reasons that determine the need for better
personal data protection, what rights an individual or his/her relatives have (e.g. the right to
receive information or not to receive it), whether the obligation of the biobanks and their
researches to submit the conclusions of their research should be legally stipulated, and what
civil legal consequences of such an obligation may be in practical terms.

The concluding part of the thesis presents the author’s suggestions and
recommendations that can help create relevant regulations of research biobanks in
Lithuania. It also contains conclusions made after a thorough analysis of the
abovementioned problematic issues of the thesis. At the same time, the author has prepared
an example of a personal consent form to be submitted to a research biobank, which may
be used in practice in Lithuania after it is amended in accordance with the valid legal

regulation.

10. MAIN PRACTICAL SUGGESTIONS FOR LITHUANIA

In order to implement proper regulation of research biobanks in Lithuania and assure the
opportunity for the national biobanks and researchers to cooperate with foreign institutions
in the development of scientific research and, at the same time, to protect the rights of the
biobank participants, we suggest the following legal documents and instruments, which

should be prepared and implemented:
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I. A unified information notification for potential biobank participants, which
should include information on key principals of participation in the research biobank
operations, i.e. what personal rights and to what extent they could be transferred or limited,
where and to what extent human biosamples and the information received from or related to
them could be used, and what rights are guaranteed for an individual, and so on;

2. Standard forms of the personal consent and an advance consent to the biobank,
which should include the abovementioned information. In this case, it is necessary to decide
to what extent the text of the personal consent form would be regulated by the imperative
norms of the Republic of Lithuania and how much is to be left in the biobanks’ disposition,
i.e. how many and what provisions could be introduced by a relevant biobank. The consent
form in Lithuania would depend also on its chosen comprehensiveness — the model of the
consent to be given. If a broad consent were chosen, then the consent form would not
include a detailed description for the person concerned of the types of research that could be
performed, whether an additional consent would be needed in order to continue with a
certain research, and so on. In the case when a narrower model is chosen — a specific
multilayer consent, the consent form may contain a detailed list of possible research
(diseases to be researched, the scope of the projects, etc.). Additionally, such a consent
should have a possibility for an individual to clearly express his/her objection to his/her
samples to be used for the research of certain diseases, for the testing of certain medications
or a treatment method, which an individual objects to for certain objective or subjective
circumstances. The standard broad consent form to the biobank is attached to the thesis as
Attachment 1;

3. A possibility has been created for an individual to express his/her consent or to
revoke one to the biobank not only in writing, but also by using electronic systems by
logging in via electronic banking, ID card or alternative personal identification systems.
One of the possible examples of practical implementation is the e-banking model for
biobanks active in Estonia;

4.  The form of cooperation agreement between a Lithuanian research biobank and a

foreign institution (a biobank, researchers, laboratories, or pharmacy companies), which
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include, inter alia: (1) the obligation to assure the protection of personal data in accordance
with the level valid in the Republic of Lithuania; (i1) key requirements that are to be
followed by the research conducted abroad, how the biosamples have to be stored, etc.;
(111) the obligation to prove, if needed, how the agreement provisions are followed; (iv) the
commitment not to offer to the biobank participant, directly or indirectly, any remuneration
for the biomaterial or information; and (v) arbitration agreement.

5. The form of the agreement for the transfer of the human biomaterial for repeated
use, when a long-term cooperation is being developed, and the form of agreement of the
Lithuanian biobank participants’ biomaterial processing, when it is performed by a foreign
subject or an institution. These forms shall emphasize additionally the prohibition of the
remuneration for the biobank participants directly or indirectly for his/her biomaterial;

6. Special arbitration rules, when a conflict is to be solved between Lithuanian
biobanks and foreign subjects or institutions, and the rules for mediation, when small
arguments are tackled between the researchers and biobank participants;

7. It is imperative to introduce not only the responsibility of the biobanks and
researchers for the disclosure and use of private information of the biobank participants into
the legislation of the Republic of Lithuania, but also the liability of the third parties that
illegally receive such information without a clear consent of the biobank participant. Such
provisions would assure that the information illegally obtained from biobanks could not be
used by e.g. banks, insurance companies, etc., which treat as very important such private
data information on health, biomedical research reports, etc., as it provides for the
possibility of risk assessment. At present, the laws prohibit only the insurance companies to
request in any form that the insured and other individuals perform genetic tests and submit
them?®. However, it does not prohibit by itself the insurers to acquire such data on their own
or recommend to submit such data on one’s free will by stimulating the customers with
more favourable insurance conditions;

8. In order to assure the transparency of the biobank operations, it is recommended

to: (i) provide for their licencing and accreditation; (ii) create a register of biobanks and/or

2% 1 aw on Insurance. Valstybés zinios, 2011, No XI-1670, Art. 114, Prg. 3.
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of separate human biosample collections. To assure the latter instrument, it is imperative,
with the help of by-laws, to oblige all the subjects of Lithuania that possess the collection of
human biosamples accumulated on any basis, to inform an institution authorised by the
Government before a certain date about the size of such collection, time period, and the
storage location. If a state institution determines that the required information on a particular
collection was not submitted in time, the latter should be destroyed, and the individuals who

did not submit the information should bear administrative or criminal liability.

11. MAIN CONCLUSIONS OF THE RESEARCH

1. The analysis of the personal consent models for the biobanks applied in foreign
countries showed that essentially all the consent models seek several major goals: (i) to
assure an individual’s autonomous decision and the protection of his/her rights, and, at the
same time, (i1) in order to have a more liberal development of science, to limit future
research as little as possible, which are being performed with the human biomaterial and the
relevant medical information accumulated in the biobanks. Due to this reason, a traditional
informed personal consent that has been developed in the medical theory and the practices
of the courts and institutions of the Republic of Lithuania, which is based on especially
exhaustive information, cannot be applied in its essence to the practice of the research
biobanks. In order to reject the requirement to submit especially exhaustive information,
additional legal mechanisms will have to be introduced into Lithuanian legislation (e.g.
institutional supervision, publication of additional information on-line, and a possibility to
acquire information later on), which will assure the priority of the protection of human

rights.

2. The denial of the traditional informed personal consent application to the research
biobanks in the present thesis cannot be interpreted as an absolute rejection of the obligation
of the researchers and biobanks to inform an individual. In this case, the biobank participant
or an interested person shall be provided with available and objective basic information that
provides for the possibility to make proper risk assessment and decide, whether an

individual wants to allow the storage of his/her biomaterial and the related information in a
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research biobank. Thus, in the author’s opinion, the information submitted to an individual
should be divided into: (1) obligatory information, which is necessary for an individual to
take a suitable decision, and (i) additional information, e.g. whom a person should address
in order to receive more data on the research, and who manages the biobank. The process of
consent provision should be concentrated not on the scope of the submitted information, but
on how the information is submitted and whether an individual understands what he/she
gives the consent about (i.e. the risks, what kind of research can be performed, what

obligations of the biobank researchers and the rights of an individual are).

3. Having identified that different personal consent to the biobank models can
achieve essentially the same level of personal rights protection, and assuming that a
personal consent is a prerequisite for proper biobank operation and not a guarantee of the
legality of such operation by itself, a conclusion can be made that a mixed model of the
consent to the biobank should be introduced in Lithuania, which would have the following

characteristics:

(1) A division of the consent to the biobank depending on the actions performed: (a)
when the biomaterial has to be taken from a human being by way of intervention — a
specific informed personal consent should be obtained, i.e. the potential risks of
intervention into the human body have to be identified, what the purpose of the use
of the human biomaterial is, etc.; (b) when the biomaterial has been taken already
(i.e. when there is no intervention into the human body), essentially a broad personal
consent to the biobank should be obtained. It is noteworthy that recently more and
more EU member-states chose a broad personal consent to the biobank as the most
appropriate expression of a personal will. This tendency is also felt in the draft Law
on the Biomedical Research Ethic in the Republic of Lithuania related to the
validation of the research biobanks, or the draft Law on Biobanks of the Republic of

Lithuania;

(1) A clear right of the person to revoke the consent as an integral part of the consent of
biobanks. Given the fact that the physical destruction and removal of the biosamples

from the scientific biobank can be technically complex and expensive process, the
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(iii)

(iv)

author considers that it is sufficient to set the legal obligation to depersonalize
(unonymize) the samples stored in research biobanks without any possibility to
restore such data (i.e. to remove any information which could help to restore an

identity of the person);

A special supervision of the biobanks and a person’s representation — having in mind
that an average biobank participant does not have specific scientific knowledge
needed for appropriate assessment of the possible risks of scientific-biomedical
research, the human rights should be assured by a newly established or an active
institution (or its unit). In this case, an authorised consent should be activated, when
an individual agrees that an institution would perform the research to be performed
by the biobank and decide on the basis of the person’s authorisation whether his/her
rights are not violated, and whether the research do not deviate from the bioethical

norms, fundamental rights and principals;

Clearer bioethical principals applied to the biobanks. This part pertains not only to
the consent provision, but also to the whole regulation of the biobanks, as it has been
determined that due to their specifics the biobanks cannot be exhaustively regulated.
Thus, by determining clear principals, it would be much easier to assure the
protection of rights of the biobanks and those of the biobank participants. Additional
attention must be paid for protecting the rights of vulnerable persons by clearly
stating when and how to take into account their opinion (especially of the minors),
which institution must participate when these persons or any one on their behalf

express their will to participate in research biobanks.

4. With respect to the provision of prohibition to receive financial benefit for the

submission of human biosamples as stipulated by international legal acts and the Civil Code

of the Republic of Lithuania, Art. 2.25, Prg. 5, specific rights to the biosamples should be

determined not as non-transferable, but as transferable non-tradable rights. In other words,

these are the rights that may be transferred to a certain extent to other persons without any

direct or indirect financial compensation. This concept should be applied to in the

relationship between the research biobank and the biobank participant, and later between the
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biobank and the third parties (in the latter case, only the legitimate expenses may be
covered, but the biobank cannot receive any profit from the transfer of the biosamples of
information). At the same time, we should note a specific feature of such right — the right of
the biobank participant to revoke his/her consent to the biobank at any time independent of
any circumstances and free of charge, or receive information about the use of the
biosamples. The thesis contains a proposal to foresee an additional possibility — a temporary
suspension of the consent to the biobank until the will of the relatives is established (in the
cases of a person’s death or him/her declared missing) or until an individual regains ability

(in the cases of a limited or total loss of ability).

5. In view of the goal to be achieved by the biobanks, i. e. to receive generalized
knowledge on the diseases, their symptoms, impact of various environmental factors on the
development of diseases, and the situation when often only hypothetical conclusions are
made as a result of such research, a conclusion can be made that there is no reason to project
an imperative requirement to disclose the data of such research separately to each biobank
participant. Otherwise, the biobank researchers would be obliged to perform only precise
research and be liable if they receive non-exhaustive data due to which an individual
experiences certain tangible or intangible damage. Besides, if there is an obligation to
submit the data, there is a probability that an individual may use research biobanks in order
to achieve particular treatment goals, when the medical research is not effective any more,
and this creates a risk of the development of clinically unreliable treatment methods and
medications. The conclusion does not deny: (i) the right of the researchers and biobanks to
agree that certain important information about health, obtained during the scientific
research, would be provided for the biobank participant; and (ii) the possibility to require
that researchers would make the generalized biomedical results publicly available, thus

creating at least "indirect" benefits for the society.

6. In case the legislature decides to establish the requirement for the biobanks and
(or) researchers to inform biobank participant or his doctor about the results, significant for
the person’s health, it is needed to resolve the possibility restricting the civil liability, which

would be applicable under the general rules set forth in the Civil Code of the Republic of
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Lithuania, and in such a way avoid unjust restraint of the freedom of research. It should be
noted that Article 6.252 (1) of the Civil Code prohibits restriction or elimination of the civil
liability for personal injury, death or non-pecuniary damage. However, there is no
prohibition to establish presumptions on which the actions of individuals would not be
considered illegal. For example, researchers and biobank can not answer for the inaccuracy
of the research results, if biobank participant provides false or incomplete information that

could lead to the change of research results.

7. Due to uncertain legal status of biomaterials there is a risk that this material does
not fall into the scope of the protection of personal data. For this reason such legal gap must
be fixed by giving a clear legal protection and limiting the disposal of the biomaterials and
the information therein. The problem regarding data traceability shall be solved by setting
legal liability not only for biobanks and researchers, but also for the persons, who illegally
acquired and disposes such personal data. This would ensure that the data of biobank
participant not only cannot be transferred, but also, if somehow received, cannot be used

without person’s consent (e.g., in insurance, banking or while assessing other risks).

8. Research biobanks constitute a specific area that embraces not only the fields of
justice, but also medicine, bioethics, genetics, and others. Thus, in spite of the need to
regulate this area and protect the fundamental human rights, there is no possibility to foresee
all conceivable situations by legal norms. That is why special attention should be paid to the
consolidation, proper explanation and practical implementation of universal principles of
justice and bioethics: transparency of operation, fairness, priority of human interests,
openness of the targets and others. In Lithuania, there is no such practice so far. Thus, new
legal norms to regulate the biobank operations may be applied differently. Proper operation
of the biobank can be achieved by various supervisory mechanisms, e.g. by establishing a
special supervisory institution or by delegating such functions to an existing institutions,
and also by stipulating a legislative obligation for the biobanks to create an internal collegial
commission, the membership of which can include not only researchers and the biobank

employees, but also representatives of social organisations and the patients or even by
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creating a “wiki” biobank management, i.e., the system in which each participant on a

certain level is acting as the manager of the biobank .
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14. MOKSLINIAI BIOBANKAL: MISRUS ASMENS SUTIKIMAS KAIP
BIOMEDICININIU TYRIMU LAISVES PRIELAIDA (REZIUME LIETUVIU
KALBA)

Temos aktualumas, naujumas ir praktiné reikSmé. Daugelis Siuolaikiniy moksliniy
tyrimy vis daZniau naudoja zmogaus biobankus®’ — tam tikra tvarka organizuotas biologiniy
meéginiy (pvz., zmogaus organy, lasteliy, kraujo, DNR) kolekcijas, susijusias su asmenine ir
klinikine paciento informacija, kuri dél savo jvairoves (skirtingy ly€iy, amziaus grupiy, ligy
meéginiai) mokslininkams suteikia daugiau duomeny tyrimui, uZtikrina tikslesnius jvairiy
ligy analizés rezultatus, leidzia nustatyti rySj tarp ligos ir Zmogaus gyvenimo budo bei
aplinkos poveikio ir ,,padeda geriau suprasti ligy ir patologijy pasiskirstyma net ir

nedideléje populiacijoje*®

. Visa tai ateityje galéty biiti panaudojama ne tik bendriesiems,
bet ir individualiai asmeniui pritaikytiems vaistams bei gydymo metodams kurti, leisty
suprasti naujy formy atsiradima, pvz., lyginant jvairias populiacines ir rizikos grupes.
Tokiais tyrimais galéty biiti suinteresuoti ne tik tyréjai ar juos neretai finansuojancios
farmacijos jmonés. Bendrgja prasme tai naudinga patiems pacientams bei valstybei, kuri
siekia uztikrinti visuomenés sveikatg ir gerove, pigesnj pilieiy gydyma, t.y. siekia
uztikrinti tiek tarptautingje, tiek ir nacionalingje teis¢je (LR Konstitucijoje) itvirtintg ,.teis¢ i
visuomengs sveikata kaip konstituciskai svarby tiksla, visuomenés interesa*”.

Moksliniy biobanky populiarumo didéjimas kartu kelia ir naujas teisines diskusijas
tiek tarp Lietuvos, tiek tarp Europos ar pasaulio mokslininky, mediky ir teisininky, kurie
nesutaria, kaip tinkamai apsaugoti asmens privatuma kaip vieng i§ kertiniy Siy laiky teisiy,
kartu uztikrinant biobanky veikla, kuri atitikty tiek moralines, tiek teisés saugomas
vertybes, ir iSlaikant mokslo laisvg. Pastebima, kad biobanky atsiradimas, apie kurj
nedrgsiai kalbama ir Lietuvoje, daZnai turi skirtingus tikslus atskiroms visuomenés
grupéms: ,viena vertus, jy misija sukurti lengva priéjimg prie iStekliy, kuriy reikia

biomedicininiams tyrimams, ir taip uZtikrinti visuomenés gerove, kita vertus — ginti Zmoniy

7 Biobanko sgvoka internetingje duomeny bazéje ,PubMed pirmg karta pavartota 1996 metais S. Lofto ir
bendraautoriy, kurie ,,biobanka siejo su visais Zmogaus biologiniais pavyzdziais: organais, audiniais, krauju, lastelémis
ir kitais skysciais, kuriuose galima nustatyti DNR ar RNR pédsaky, tinkanCiy genetinei analizei. Pladiau skaitykite:
Sveikatos Mokslai, Sveikata, 2008’5 (58).

2 Dr. Algirdo Ziogo nuomong, issakyta kokybinés apklausos metu 2014-10-12.

* Lietuvos Respublikos Konstitucinis Teismas. Bylos nr. 3/02-7/02-29/03, 2004.
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interesg riboti jy informacijos naudojimg ir taip paskatinti juos savanoriSskai dalyvauti
tokiuose tyrimuose*’. Nepriklausomai nuo to, kokia apimtimi kiekviena valstybé leidzia
kaupti asmens duomenis biobankams, Sie duomenys yra susij¢ su asmeniu, jo sveikata ir
gyvenimo biidu (pvz., alkoholio ir tabako vartojimas), todé¢l asmens duomeny apsaugos
kontekste jie laikytini ypatingais duomenimis, galimai reikalaujanciais specialiy
konfidencialumo taisykliy nacionalinéje, ES ar net tarptautin¢je teis¢je. TacCiau asmens
privatumas yra tik viena i§ problemu, su kuriomis galime susidurti. Biobanke kaupiami
duomenys, jeigu nebus tinkamai apsaugoti, gali tapti asmeny diskriminacijos jrankiu (pvz.,
Norman-Bloodsaw v. Lawrence Berkeley Labaratory byla’"), atverti kelia klonavimui ir
kelti kitas problemas.

Kita vertus, biobanky problematika pirmiausia yra susijusi su etikos, moralés ir
medicinos praktikos klausimais, todél teis¢ negali biiti savitikslis socialinis instrumentas.
Taciau pastaruoju metu jau¢iamos Zmogy supancios teisés aplinkos ter§imo tendencijos,
nuasmeninancios teis¢, vis labiau juntamas indiferentiSkumas ir inertiSkumas teisés
atzvilgiu, teisés srities technikos ,,dvasios™ skverbimasis — visa tai veiksniai, verCiantys
Zmogy susimastyti apie teisés likimg ir perspektyvas. Per didelis Zmogaus laisviy
apribojimas tokioje dinamiSkoje srityje kaip moksliniai biobankai gali sukurti zalingg
praktika, kai faktiSkai egzistuojantys biobankai, turintys didZiulj potencialg sveikatos
sistemos kiirimui ir tobulinimui, negaléty biiti naudojami dél formaliy teisés normy, kuriy 18
esmés nejmanoma arba labai sunku jgyvendinti. Tokia praktika reikSty ,,mirusiy® (t.y.
praktikoje nepritaikomy) teisés normy sukiirimg, tod¢l biitina iSsami analiz¢, leidzianti
nustatyti, kg ir kokia apimtimi butina reglamentuoti, o kg palikti sureguliuoti kitiems
socialiniams instrumentams.

Nepaisant auksciau jvardinty biobanky veiklos nereguliavimo grésmiy, iki Siol nei ES,

nei Lietuvoje néra specialiy jstatymy, kurie reglamentuoty biobanky veikla, pvz., kaip ir

3 BIOLOBRZESKI, A.; RIED J.; DABROCK, P. Privacy revisited? Old ideas, new realities, and their impact on
biobank regimes [interaktyvus]. Poiesis & Praxis, 2011, Nr. 8, p. 9-24 [ziuréta 2013-12-15]. Prieiga per interneta:
<http://www.ncbi.nlm.nih.gov/ pmc/articles/PMC3218287/>.

3! Jungtiniy Amerikos Valstijy apeliacinis teismas. Norman-Bloodsaw v. Lawrence Berkeley Labaratory 135 F.3d 1260,
1998. Byloje nustatyta, kad darbdavys numaté administracijos darbuotojamas ir klerkams pareigg pateikti kraujo ir
Slapimo méginius, kurie buvo naudojami genetiniams tyrimams atlikti, siekiant identifikuoti, ar potencialus darbuotojas
turi pjautuvo pavidalo Igsteliy anemijos bruozy ar genetiniy sveikatos sutrikimy.
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kada asmuo turéty iSreiksti savo valig, kad jo bioméginys ir informacija biity kaupiami ir
tiriami; ar tokios pat taisykleés turéty biiti tatkomos visiSka teisin] veiksnumg turintiems ir
dél skirtingy socialiniy ar kity veiksniy labiau paZeidZziamiems asmenims (pvz.,
nepilnameciams, kaliniams ir pan.), kurie d¢l vienokiy ar kitokiy priezasCiy negali priimti
savarankisky sprendimy; kiek ir kokius asmeninius duomenis galima kaupti biobanke; kaip
duomenys ir bioméginiai turéty biiti saugomi (pvz., uZkoduojant, kad duomeny negaléty
nustatyti tyréjai ar kiti suinteresuoti asmenys); kas atsako uz mokslinio biobanko veiklos
tinkamg jgyvendinima bei prieziiirg ir kam bei kokia atsakomybé gresia atskleidus surinktus
duomenis tretiesiems asmenims, kurie tokios teisés neturi; kam priklausys i§ vieno asmens
DNR 3D spausdintuvu sukurtas Zmogaus organas, implantuotas kitam pacientui.

Pastaruoju metu pastebimos krasStutinés pozicijos, kuriomis nesiekiama surasti
biobanky dalyviy ir tyréjy ar biobanky teisiy ir teiséty interesy pusiausvyros. Zmogaus
teisiy ekspertai pasisako uz kuo didesnj biobanky formalizavima, tyrimy suvarzyma, o kita
vertus, mokslininkai skatina visiSkai liberalizuoti Sig sritj, nepaisydami grésmiy zmogaus
teiséms. Pazymeétina, kad moksliniy biobanky tematika Lietuvoje buvo nagrinéta siaurais
aspektais, labiau koncentruojantis j etikos ir moralés normas bei medicininius reikalavimus,
o uzsienio literatliroje analizuojama problematika yra susijusi su kity Saliy nacionaliniu
reguliavimu, todé¢l ji Lietuvai aktuali tik bendryjy problemy identifikavimo kontekste.
Kadangi néra bendro ES reguliavimo (néra Reglamento, kurj galétume taikyti tiesiogiai
Lietuvos biobanky veiklai) bei atitinkamai néra EZTT praktikos, kurioje biity pateikti tokio
ES reguliavimo iSaiSkinimai, tod¢l nattralu, jog néra ir visa apimanciy uzsienio autoriy
tyrimy Sioje pakankamai naujoje mokslo srityje. D¢l Sios priezasties Lietuvoje néra
galimybés tiesiogiai remtis uzsienio teisinéje literatliroje identifikuotais problemy
sprendimo budais ar uzsienio teismy jurisprudencija. Be to, uzsienio literatiiroje daznai
nagrinéjamas pats asmens sutikimas, bet ne bendra teisiné sistema (modelis), kuris leisty ne
tik apsaugoti biobanko dalyvj, bet ir leisty plétoti mokslinius tyrimus. Todé¢l Sioje
disertacijoje neabejotinai pateikiama nauja ir originali problematika, turinti teorinés ir ypac
daug praktinés reikSmés tiek Lietuvos teisés kontekste, tiek ir galimai bendros ES biobanky

teisés kiirimo kontekste. Mokslinis darbas ne tik i§grynina mokslinio biobanko samprata,
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atskleidzia instituto specifiSkuma, bet ir sistemiSkai jvertina esminius ir uzsienio literatiiroje
18skiriamus kaip problemiskiausius aspektus — asmens sutikimg biobankui, poreik]
specifiSkai apsaugoti pazeidziamus asmenis nustatant papildomus teisinius mechanizmus,
atkreipiant démes;j 1 i8skirtinj poreikj uZtikrinti duomeny, kurie susij¢ ne tik su asmeniu, bet
ir jo Seimos nariais, turinciais tuos pacius genus, apsaugg. Kartu mokslo darbe ieSkoma ir
palankiausio teisinio rezimo mokslui plétoti biomedicininiy tyrimy, geny inZinerijos ir
kitose perspektyviose bei su individualizuota medicina susijusiose srityje.

Praktiné darbo reik§mé yra ta, kad, iSanalizavus ir apibendrinus dazniausiai uzsienio
Salyse kylancias su biobanko reguliavimu (ypa¢ su sutikimo davimu, konfidencialumo
uztikrimu, teise gauti ar atsisakyti informacijos ir pan.) susijusias problemas, teisinj
reglamentavimg, institucijy, tarptautiniy organizacijy ir teismy praktika bei moksling
literatuira, pasitlytos rekomendacijos, koks reguliavimo modelis galéty geriausiai uztikrinti
pusiausvyrg tarp biobanko dalyvio teisiy bei tyréjy, moksliniy biobanky ir visuomenés
siekiamy tiksly sukurti pakankamg infrastruktiirg, kuria galéty naudotis nacionaliniai ir
uzsienio tyré¢jai, atlike mokslinius tyrimus jgyti Ziniy apie ligas, sukurti naujus gydymo
budus ir taip kurti kokybiskai naujoviska sveikatos apsaugos sistemg Lietuvoje ir ES lygiu.
Tinkamas biobanky reglamentavimas padéty iSvengti teisiniy kliti¢iy tiek bendradarbiaujant
su uzsienio Saliy biobankais ir tyr¢jais, tiek ir kuriant bendra ES biobanky tinklg. Disertacija
ypa¢ aktuali Siuo metu, kai teisinis reglamentavimas tik kuriamas, svarstomi jstatymo
projektai, taCiau visiSkai néra tokiy biobanky veiklos priezitiros praktikos nacionaliniu
mastu. Kita vertus, net ir priémus reikiamus jstatymus, tikétina, kad juose nebus
atsizvelgiama | visas praktines problemas, keliamas Siame darbe.

Tyrimo objektas ir dalykas. Tyrimo objektq pirmiausia apibiidina disertacijos
temos pavadinimas — ,,Moksliniai biobankai: misrus asmens sutikimas kaip biomedicininiy
tyrimy prielaida®. 1S pavadinimo tampa aiSku, kad pagrindinis démésys bus skiriamas
moksliniams biobankams, o specifiniai ir medicininiai biobankai aptariami ribotai, siekiant
atskleisti moksliniy biobanky specifiSkumg teisés pozitiriu. Pazymétina tai, kad nors
disertacijoje démesys skiriamas ne tik sutikimo, kaip zmogaus valios israiskos, bet ir kity

Zmogaus teisiy apsaugai, taciau Siame darbe buvo siekiama sukurti ,,prading konceptualig*
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tiriamojo, kaip pazeidziamo asmens, apsaugg moksliniuose biobankuose ir jy atlieckamuose
tyrimuose. Tuo tarpu detali, kiekvieng esminj klausimg vertinanti, Zmogaus teisiy apsaugos
analiz€ nebuvo atliekama, nes tai savo apimtimi sudaryty atskirg disertacijg. Kai kurie Kkiti
teisiniai klausimai, tarp kuriy ir intelektiné nuosavybé ar techniniai reikalavimai
biomedZiagos kaupimui, biobanko jrengimui ir pan., disertacijoje palieCiami
apibendrintai, tik siekiant atskleisti platesn; ir jvairiapusiSkesni moksliniy biobanky
reguliavimo problematikos spektra, taciau Sios temos dél jy platumo i§samiai néra tiriamos.

Disertacijos tyrimo dalykas 1S esmés irgi atsispindi disertacijos temos pavadinime —
»Moksliniai biobankai: misrus asmens sutikimas kaip biomedicininiy tyrimy prielaida“.
Visgi siekiant atskleisti vieng i§ esminiy problemy biobanky srityje — asmens sutikimo
klausimg, disertacijoje daugiau démesio skiriama aktyviam biobanko dalyviui, kuris
pasirenka teis¢ zinoti apie savo sveikata ir nori gauti informacija apie jo paaukoty
bioméginiy ir su jais susijusios informacijos panaudojimg. Kita vertus, atkreipiamas
démesys ir | tai, kad bet kuris asmuo ir pagal Lietuvoje galiojanCius teisés aktus turi ne tik
teise zinoti, bet ir teise neZinoti apie savo sveikatos biukle, atliekamy moksliniy tyrimy bei
procediiry pasekmes. Tokia teis¢, t.y. ,.teis€ nezinoti, yra jtvirtinta ir LR pacienty teisiy ir
zalos sveikatai atlyginimo jstatymo 6 str., pagal kurj jokia informacija apie asmens
sveikatos biikle jam negali biiti brukama per prievartg, jeigu asmuo jos gauti nenori.

Asmuo savo nenora zinoti turi isreiksti aiskiai ir patvirtinti parasu. Si teisé taip pat yra
ir bendrosios teisés 1 informacijg (informuotumg) dalis. IS paZitros atrodyty, kad jei asmuo
aiSkiai iSreiSkia nesutikimg zinoti, buti informuotam, tai disertacijoje analizuojama
informuoto sutikimo pritatkomumo problematika moksliniams biobankams netenka
prasmes. Visgi, autoriaus nuomone, problema islieka, nes asmuo, kartg atsisakes gauti
informacijg i$ biobanko ar tyréjy ir véliau suzinojes, kur ir kam galéty buti panaudojama jo
biomedziaga, noréty ir turéty turéti galimybe atSaukti savo atsisakymg Zinoti, tai yra,
atSaukti jgyvendintg teis¢ nezinoti apie sveikatg. Taigi, vél biity susiduriama su tuo paciu
klausimu — ar asmuo galé¢jo sutikti dalyvauti biobanko veikloje neturédamas iSsamios
informacijos, kita vertus — klausimas kyla ir biobankams ar tyr¢jams: ar tai, kad asmuo

persigalvojo, savaime sukuria pagrindg jam i§ esmés uzdrausti pradétg mokslinj tyrima.
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Tyrimo tikslas. Disertacijos tyrimo tikslas — sistemiSkai iSanalizuoti autoriaus
pozitriu reikSmingiausius Lietuvos Respublikos, ES (tiek tiesioginio, tiek ir netiesioginio
taikymo) ir tarptautinius teisés aktus, reglamentuojancius ar artimiausiai susijusius su
biobanky veikla, bei jvairiy uzsienio institucijy rekomendacijas ir nustatyti optimaliausia
Lietuvai asmens sutikimo modelj, kuris: (i) uZztikrinty tyrimo laisve, (i1) leisty sukurti
reikiamg bioméginiy ir susijusios informacijos infrastruktiira ateities tyrimams,
(i11) itvirtinty pakankama tiriamojo asmens teisiy apsaugg bei kartu biity suderinamas su
pazangiausiomis pasaulio valstybiy doktrininémis ir teisinémis tendencijomis. Pazymétina,
kad disertacijoje néra siekiama surasti vienintelio galimo biobanky srityje kylanciy
problemy sprendimo biido, nesiekiama pateikti i§samaus reglamentavimo teksto. PrieSingai,
autoriaus poziiiriu, tg patj tikslg galima pasiekti tarpusavyje derinant skirtingus teisés ir kity
socialiniy instrumenty aspektus ir metodus, taikomus skirtingose uZsienio valstybése,
atitinkamai adaptuojant jas pagal Lietuvoje susiklosCiusig socialing padét], esamg teising
baze. Be to, vienintelio ,,teisingo* sprendimo suradimas néra jmanomas tokioje dinamiskoje
srityje kaip moksliniai biobankai, kuriy vystymasis kartu iSkelia ir naujas teisines
problemas. Todé¢l darbe bandoma surasti kompleksinius sprendimo budus (pvz., kaip
iSpildyti reikalavimg atskleisti asmeniui visg informacijg apie ateities tyrimus, kai tokia
informacija yra ribota ar jos apskritai néra; kaip asmuo galéty ateityje kontroliuoti jo
méginiy ir duomeny panaudojima, ar uztenka jstatymy, ar biitinas ir institicinis prieziliros
modelis), kurie kiek jmanoma labiau biity pritaikomi tiek dabartiniu laikotarpiu, tiek ir po
keliasdeSimties ar daugiau mety. Identifikavus esamas ar galimas rizikas galima nuspresti,
kiek ir kaip visuomené yra pasiruoSusi Sias rizikas prisiimti siekdama kity visuomeniniy
gériy — mokslo plétros, geresnés sveikatos apsaugos ir pan., ir kokiomis priemonémis
galima Sias rizikas sumazinti arba jy iSvengti.

Tyrimo uzdaviniai: (1) suformuluoti tinkamg biobanko sgvoka, kuri galéty biti
jtvirtinta Lietuvos Respublikos teisés aktuose ar net ES lygiu; (2) istirti, ar LR ir ES
reguliavime bei tarptautinése gairése numatytas asmens sutikimo modelis pagrjstas tik
i§samios informacijos suteikimu asmeniui (t.y. nurodant konkrety sutikimo tiksla, objekta,

konkre€ig informacija, metodus ir kt.) ir ar néra leidziamas neraSytinis sutikimas,
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preziumuojamas sutikimas ar net veiksmai be sutikimo. Jeigu tokie alternatyviis modeliai
egzistuoja — iSanalizuoti daZniausiai pasitaikan¢iy sutikimo modeliy teigiamus ir neigiamus
aspektus ir pasitlyti galimai priimtiniausig variantg ar jy alternatyvas. Kartu jvertinti, ar
Siuose sutikimo modeliuose bitina kartu jtvirtinti ir galimybe tokj sutikimg atSaukti, koks
tokio atSaukimo procesas bei kokios teisinés pasekmés ar rizikos; (3) iSanalizuoti, ar
pasiiilytas sutikimo biobankui modelis ir visas sutikimo davimo ir tolesnés prieZiiiros
mechanizmas yra pritaitkomas pazeidZiamy asmeny grupiy (nepilnameciy, psichikos negalig
turinCiy ir kity asmeny, kuriy sarasas gali biiti tikslinamas tiriant Sias grupes) atzvilgiu;
(4) 1Sanalizuoti, ar Lietuvoje pakanka dabartinio reglamentavimo, siekiant tinkamai
apsaugoti asmens duomenis, kurie gali biiti kaupiami moksliniuose biobankuose ir jvertinti,
kaip S§i teisiné apsauga gali buti tobulinama, atsizvelgiant ;1 uZsienio Saliy patirtj;
(5) ivertinti, ar buty pagrista 1§ tyr¢jy ir ar moksliniy biobanky reikalauti biobanko
dalyviams visada praneSti apie konkre€ius tyrimo rezultatus, kurie yra svarbiis asmens
sveikatai ir galimas tokiy imperatyviy jstatymo reikalavimy pasekmes. Kartu bus siekiama
nustatyti, ar toks teisinis imperatyvas bty efektyvus praktikoje, t.y., ar nebiity susiduriama
su civilinés atsakomybés taikymo (jrodinéjimo) problemomis, ar nebiity poreikio numatyti
tam tikras tyréjy atsakomybés ribojimo iSimtis; (6) nustatyti kity biobanky veiklos sri¢iy
(pvz., duomeny rinkimo ir kaupimo, asmens duomeny apsaugos uZztikrinimo ir kt.)
reguliavimo ir taikymo problematika uZsienio valstybiy praktikoje, naujausias reguliavimo
ir teismy praktikos tendencijas sprendziant kylancias teisines problemas; (7) pasiilyti
galimus identifikuoty esminiy problemy sprendimo biidus bei aiSkesnius biobanky veiklos
reguliavimo kriterijus, sukuriancius pagrista biobanky dalyviy ir tyréjy teisiy bei pareigy
pusiausvyrg, nes tai leisty plétoti nuoseklig tiek institucijy, tiek ir nacionaliniy teismy
praktika bei ateityje biiti pasiruoSus prisijungti prie Europinio ar tarptautinio biobanky
tinklo ir vykdyti didelius inovatyvius mokslinius tyrimus.

Disertacijos tema atlikty tyrimy apZvalga ir Saltiniai. Biobanky veikla ir su Sia
veikla susije teisiniai klausimai (pvz., sutikimo kaupti biomedziagg ir informacija modelis,
tiriamyjy asmeny teisiné apsauga, duomeny konfidencialumas ir teisés mokslinio tyrimo

metu, galimyb¢ gauti finansing naudg i§ tyrimo metu gauty rezultaty ir kt.) néra specifiskai
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reglamentuojami ne tik Lietuvoje, bet ir ES ar tarptautiniu lygiu. Skirtingas reguliavimas ES
valstybése narése ir atitinkamai skirtinga nacionaliniy teismy praktika, viena vertus, sukuria
teisines klititis tyré¢jams bendradarbiauti ir plétoti bendrus biomedicininius (mokslinius)
tyrimus, kita vertus, pasinaudojus teisinémis spragomis leidZia tyrimus atlikti valstybeéje,
taikanc¢ioje mazesnius teisinés apsaugos ir biomedicininiy tyrimy etikos standartus bei
ribojancioje tyréjy ar tyrimo uzsakovy (farmacijos kompanijy) atsakomybe. Nesant
harmonizuoto biobanky reguliavimo ES, kiekviena valstyb¢ §ig srit] reguliuoja savitai. D¢l
to daugiausia démesio disertacijoje skiriama tarptautiniy teisés akty ir gairiy, kurios apima
keliy Saliy jurisdikcijg, analizei. Paminétini svarbiausi dokumentai — CIOMS Tarptautinés
gairés dél biomedicininiy tyrimy su zmonémis>”, ET Zmogaus teisiy ir biomedicinos
konvencija®®, Zmogaus teisiy ir biomedicinos konvencijos papildomas protokolas dél
moksliniy tyrimy biomedicinos srityje (2005)**, ET Rekomendacija dél moksliniy tyrimy su
7mogaus biologine medziaga (2006)*°, UNESCO deklaracija’®, Helsinkio deklaracija®’ bei
OECD Gairiy dél Zmoniy biobanky ir genetiniy tyrimy duomeny baziy projektas: tekstas
komentarams (2008) ir kt.

Atskiry 3aliy (pvz., Latvijos, Estijos, Islandijos, Svedijos, Anglijos, Vokietijos,
Ispanijos, JAV ir kt.) teisés aktai buvo analizuojami epizodiskai, nagrin¢jant tik kai kuriuos
aktualius klausimus, padedancius rasti tam tikry reguliavimo panasumy ir siekiant Lietuvoje

pritaikyti jau sukurtg bei iSbandyta geriausig praktika, kuri leisty ateityje uzsitikrinti, kad,

3 CIOMS. Tarptautinés gairés dél biomedicininiy tyrimy su zmonémis [interaktyvus. Zidiréta 2014-05-11]. Prieiga per
interneta: <http://www.cioms.ch/frameguidelinesnov2002.htm>.

33 Europos Taryba. Konvencija dél zmogaus teisiy ir orumo apsaugos biologijos ir medicinos taikymo srityje (Zmogaus
teisiy ir biomedicinos konvencija), 1997 [interaktyvus. Zifiréta 2014-05-11]. Prieiga per interneta: <http:/conven
tions.coe.int/treaty/en/Treaties/Html/164.Htm>.

3 7mogaus teisiy ir biomedicinos konvencijos papildomas protokolas dél moksliniy tyrimy biomedicinos srityje, 2005
[interaktyvus. Zitréta 2014-05-11]. Prieiga per interneta: <http://conventions.coe.int/Treaty/EN/Treaties/Html/195
htm>

%> Europos Taryba. Rekomendacija dél moksliniy tyrimy su Zzmogaus biologine medziaga, 2006. [interaktyvus. Zitiréta
2014-05-12]. Prieiga per interneta:<https://wcd.coe.int/ViewDoc.jsp?id=977859>.

% UNESCO deklaracija dél bioetikos ir zmogaus teisiy, 2005. [interaktyvus. Zitiréta 2014-05-12]. Prieiga per internetg:
<http://portal.unesco.org/en/ev.php-URLID=31058 & URLDO=DOTOPIC&URLSECTION=201.ht mI>.

*7 Pasaulio Mediky Asociacija. Helsinkio deklaracija ,Medicininiy tyrimy su Zmogumi etiniai aspektai, 1964
[interaktyvus. Zitiréta 2014-05-12]. Prieiga per interneta: <http:/www.wma.net/en/30publications/10policies/b3/ind
ex.htm[>.
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sukiirus specifinj ES reglamentavimg, Lietuvos teisiné sistema bus 1§ esmés suderinta ir
nereikés 1§ naujo kurti biobanky veiklos praktikos.

Egzistuojantis biobanky reguliavimo epizodiskumas ir darnaus ES reguliavimo
trikumas atsispindi ir uZsienio valstybiy moksliniuose darbuose, kurie analizuoja tam tikrus
klausimus tik konkreCios uzsienio Salies ribose arba, atlikdami keliy Saliy reguliavimo
analize, tiria tik smulkia reguliavimo sritj. Sie darbai rasti pasinaudojus informacijos
duomeny bazémis (pvz., PubMed, Springerlink, Heinonline) bei kitais Saltiniais internete
(pvz., tarptautiniy organizacijy, etikos komitety ar nacionaliniy biobanky puslapiuose). Tarp
didel] indél; Siai disertacijai turéjusiy moksliniy monografijy paminétinos J. Kaye
Governing Biobanks: Understanding the Interplay Between Law and Practice (2012) bei
Principles and Practice in Biobank Governance (2009), E. Zika, D. Paci, et al. Biobanks in
Europe: Prospects for Harmonisation and Networking (2010); ir K. Henso, J.J. Cassimano,
et al. Children, biobanks and the scope of parental consent (2010). Moksliniame darbe taip
pat remtasi uzsienio autoriy disertacijomis, pvz., Chih-Hsing Ho Socio-Legal Perspectives
on Biobanking: The Case of Taiwan (2012); L.O.Ursinas The Informed Consenters:
Biobank Research and the Ethics of Recruitment and Participation (2008); Ants Nomperis
Open consent — a new form of informed consent for population genetic databases (2005).

Lietuvos teisés doktrinoje konceptualios biobanky veiklos problemos daZniausiai
nagrinéjamos labai abstrakciai, gilinantis tik j atskiras problemas (sutikimo davimg ar
atSaukimg, tyrimo vykdymg ir kt.) ir daZniausiai jas vertinant ne teisés, o etikos ar
medicinos kontekste, neieskant riby tarp teisés ir kity socialiniy reguliavimo instrumenty.
Visgi butina paminéti reikSmingus mokslinius straipsnius, kuriuose analizuojami bendrieji
biobanky veiklos principai, pvz., D. Stanciite, G. ChvatoviC, et al. Biobanko jkiirimo
principai (2008); E. Gefenas, V. Dranseika, J. Serepkaité, A. Cekanauskaité, L.Caenazzo,
B.Gordijno, R.Pegoraro, E.Yuko. Turning Residual Human Biological Materials into
Research Collections: Playing with Consent (2012); informuoto sutikimo problematika,
pvz., A. Cekanauskaité, E. Gefenas Informuoto asmens sutikimas: kq turéty Zinoti ir kq is
tiesy zZino biomedicininiy tyrimy dalyviai? (2010), E. Gefenas Informed Consent (2011), E.

Gefenas, V. Dranseika, J. Serepkaite, A. Cekanauskaité Research on Human Biological
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Materials: What Consent is Needed, and When (2011) bei bandymas atriboti mokslinj ir
medicininj tyrima, pvz., A.Cekanauskaite, E.Gefenas Gydymo ir mokslinio tyrimo
painiavos problema klinikiniuose tyrimuose (2012). Darbe taip pat atsizvelgta ir ] tyrima,
pateikiamg Biobanky steigimo ir plétros Lietuvoje galimybiy studijoje (2013), vertinami
disertacijos metu uZzregistruoti jstatymo projektai, susij¢ su moksliniy biobanky
reglamentavimu Lietuvoje: (i) Biobanky jstatymo projektas®® bei (ii) Biomedicininiy tyrimy
etikos jstatymo, kuriame siekiama reguliuoti ne tik pacig moksliniy tyrimy stadija, bet ir
daug platesn¢ biobanky veiklg — biomedziagos rinkimg, tvarkymg ir perdavimg tyrimams —
projektas®®, jy aiskinamieji rastai bei institucijy teikiamos i§vados.

Disertacijoje analizuota nors ir negausi nacionaliniy ir uzsienio teismy bei institucijy
praktika atskirais probleminiais aspektais. PaZymétina, kad nors uZsienio teismy
jurisprudencija neturi tiesioginés jtakos Lietuvos teismy praktikai, taiau negalima atmesti
galimybeés, kad uZsienyje kylanCios problemos nepasikartoty Lietuvoje. Todél tokios
praktikos analizé leidzia visapusiS$kai jvertinti temos problematikg ir pasitlyti galimus
sprendimus. Galiausiai darbe panaudota ir autoriaus patirtis, sukaupta dalyvaujant LR
biomedicininiy tyrimy etikos jstatymo projekto kiirimo ir svarstymo procese bei Europos
Tarybos simpoziume dél etikos ir teisés problemy, kylanciy biobanky veikloje, taip pat
teorings ir praktinés zinios, jgytos bendraujant su jvairiy organizacijy, bioetikos institucijy ir
biobanky atstovais, tyr¢jais ar mokslininkais.

Tyrimo metodai. Disertacijos tyrimo objektu esantys klausimai analizuojami
daugiausia naudojant istorinj, lyginamajj, loginj-sisteminj, teleologinj ir interviu (kokybinj)
metoda™.

Istorinis tyrimo metodas labiausiai naudotas antrajame skyriuje, atskleidZiant
informuoto asmens sutikimo susiformavimo medicinos praktikoje aplinkybes. Sis metodas

taikomas ir analizuojant ne tik dabartinius, bet ir ankstesnius teisinius aktus, kurie parodo,

*¥ Biobanky jstatymo projektas Nr. XIIP-1522 [interaktyvus. Zitréta 2014-11-12]. Prieiga per interneta: <http:/w
ww3.Irs.It/pls/inter3/dokpaieska.showdoc 17p id=466224&p tr2=2>.

** Biomedicininiy tyrimy etikos jstatymo Nr. VIII-1679 1 straipsnio pakeitimo jstatymo projektas Nr. XIIP-1523, 2014.
0 Siekiant i¥siaiskinti specifinius klausimus, apklausoje pasirinkti tik atitinkamu profesijuy specialistai, susije su
moksliniy biobanky problematika. D¢l gana mazo biobanky zinomumo Lietuvoje atsisakyta tirti pacienty (galimy
biobanky dalyviy) nuomong, nes Sie duomenys nebiity tikslis, todél iSkreipty tyrimy rezultatus ir galimai sukurty
klaidingg pozitirj j uzduotus klausimus.
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kaip palaipsniui kito asmens duodamo sutikimo modelis Europoje, pereinant nuo visuotinai
pripazjstamo liberalaus prie daug specifiSkesnio modelio, kuris, daugelio autoriy nuomone,
labiau apsaugo Zmogaus teises. Istorinis metodas parodo, kaip kito suvokimas apie tai, kiek
ir kokios informacijos biitina pateikti asmeniui, kad jis galéty priimti informuota sprendima
apie savo norg ar nenorg dalyvauti biobanko veikloje.

Lyginamasis tyrimo metodas pirmiausia leido nustatyti, kokiuose jstatymuose ir kaip
uzsienio Salyse reglamentuojami jvairlis klausimai, susij¢ su biobankais, t.y. ar kuriant
specifinius biobanky jstatymus, kaip tai siiiloma Lietuvoje uzregistruotame jstatymo
projekte, ar atitinkamai adaptuojant kelis jau galiojancius jstatymus, pvz., Biomedicininiy
tyrimy etikos jstatyma. Sis metodas itin svarbus analizuojant, nuo kokiy mety nepilnamegiai
asmenys turi teis¢ iSreiksti savo valig uz juos duodant sutikimg biobankui, numatant galimas
sutikimo atSaukimo pasekmes, jy apimtis, kiek ir kokiy duomeny reikéty pateikti, kad
asmuo apsispresty dél dalyvavimo biobanky vykdomuose tyrimuose. Vertinant bendriausia
prasme, skirtingy valstybiy biobanky veiklos reguliavimo ir praktikos lyginimas leidzia
nustatyti tendencijas ir Lietuvoje pritaikyti palankiausig reguliavimo modelj.

Loginis-sisteminis tyrimo metodas. Darbe sistemiSkai tiriama tarptautiné, ES ir
nacionaliné teis¢, sistemiSkai tiriamos skirtingos teisés sritys: asmens duomeny apsauga,
biobanky veiklos suderinamumas su pagrindinémis Zmogaus teisémis ir bioetikos principais
(pvz., Zzmogaus autonomijos, orumo, teisingumo ar visuomeninés naudos principais),
sveikatos teis¢, daiktin¢ ir intelektinés nuosavybeés teis¢. Taikant §] metodg pasiilytas
biobanky reguliavimas, kurj apima keliy teisiniy ir praktiniy priemoniy visuma: teisés
normy sukirimas, teisés principy taikymas ir tinkamai veikiancios prieziliros sistemos
integracija.

Taikant teleologinj tyrimo metodg analizuojamos aiskiai juntamos tendencijos
reglamentuoti biobanky sritj, ypa¢ pirminiame veiklos etape — gaunant tinkamai iSreikstg
asmens sutikima, priezastys ir tikslai. Remiantis Siuo metodu nustatyta, kad nors pastaruoju
metu vis labiau linkstama pereiti nuo preziumuojamo prie specifinio asmens sutikimo,
taCiau praktikoje toks tyréjy apribojimas daznai neatitinka ne tik tyréjy, bet ir paciy

biobanky dalyviy teisiy ir teiséty interesy. Laikant, kad biobanky veiklos reguliavimu turéty
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biti pasiekti i§ esmés du pagrindiniai tikslai — sudaryta galimybé plétoti mokslinius tyrimus
ir kartu apsaugotos biobanky dalyviy teises, — nustatyta, kad per daug démesio skiriama tik
asmens sutikimo reglamentavimui, nenumatant papildomy teisiniy priemoniy (pvz.,
tinkamos iSankstinés ir tolesnés institucijy priezitiros, galimybés gauti pagalbos 1§ Siy
institucijy atstovaujant Zmogaus teiséms, galimybés asmeniui i§ anksto pareiksti savo valig
del biomedZziagos ir duomeny teisinio statuso bei panaudojimo).

Interviu (kokybinis) tyrimo metodas (priedas Nr. 2) pasirinktas ir taikytas labai siaura
apimtimi, apklausiant tik profesionalus®', tiesiogiai susidurianéius su biomedicininiais
tyrimais ir galimai Zinan€iais teorines bei praktines moksliniy biobanky problemas.
Autoriaus nuomone, nesant moksliniy biobanky praktikos Lietuvoje, didelés apimties
auditorijos apklausa duoty iSkreiptus rezultatus: atsakymai galimai biity pagristi spé¢jimais ar
klaidingais vertinimais, kurie remiasi medicinos tyrimuose ar gydymo metu

egzistuojanciomis rizikomis, todél nesuteikty pridétinés vertés Siam moksliniam darbui.

Ginamieji teiginiai:

1. Moksliniy tyrimy nauda individui, kaip visuomenés nariui, ir atitinkamai daug
mazesné potenciali zala nei gydymo tyrimuose leidzia teigti, kad mokslinio biobanko
sutikimui neturéty biiti taitkomi specifinio informuoto sutikimo standartai, pripazjstami
medicinoje.

2. Aktyvioji teis€s Zinoti apie sveikatg pusé savaime nepanaikina galimybés asmeniui
prisiimti rizikg dél jam pateikiamos informacijos ribotumo ir atsisakyti nuolatos priimti
sprendimus dél kiino meéginiy ir informacijos panaudojimo ateities biomedicininiuose
tyrimuose, t.y. atsisakyti informuoto arba dinaminio sutikimo biobankui modelio.

3. Asmens sutikimas biobankui yra pradinis, taciau ne vienintelis ir pakankamas

legitimios biobanky veiklos ir ateities biomedicininiy tyrimy pagrindas.

*I Moksliniame tyrime sutike dalyvauti asmenys ir pateike atsakymus interviu ir (ar) ankety budu: Santarikiy kliniky
Onkologijos prof. dr. Arvydas Laurinavi¢ius; Kamieniniy Igsteliy tyrimy centro direktorius dr. Algirdas Ziogas;
Klaipédos universitetinés ligoninés Traumatologijos departamento vadovas Vidmantas Zegunis; Valstybinés duomeny
apsaugos inspekcijos direktoriaus pavaduotoja Rita Vaitkevi¢iené; Valstybinés duomeny apsaugos inspekcijos teisés
skyriaus vadové Danguolé Morkiiniené; Biomedicininiy tyrimy etikos komiteto vyr. specialist¢ dr. Asta
Cekanauskaité; Vilniaus universiteto Onkologijos instituto Biobanko vadové med.dr. Zivilé Gudlevi¢iené; Filosofijos
doktorantas, jaunesnysis mokslo darbuotojas Vilius Dranseika; Biomedicininiy tyrimy etikos komiteto pirmininkas
doc. dr. Eugenijus Gefenas; bei tam tikrais bendraisiais klausimais prof. dr. Vladas Algirdas Bumelis.
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4. Atsizvelgiant ] nuolating mokslo ir medicinos dinamika ir pirmiausia ] jo eting,
moraling ir medicining puse, biitina atsargiai naudotis teise kaip socialiniy santykiy
reguliavimo instrumentu. Moksliniy biobanky kaip multidisciplininio instituto negalima
sureguliuoti vien teisés normomis, nes dé¢l itin formaliy reikalavimy gali biti stabdoma
mokslo pazanga, o teis¢ nepasiekty interesy pusiausvyros uztikrinimo tiksly. Tod¢l butina
sukurti reguliavimo sistema, kurioje teisés imperatyvai biity derinami su Hipokrato
priesaika, specialiais teisés ir bioetikos principais, leidzianciais papildyti ir paaisSkinti teisés
normas, o jy vienodg taikymo prieziiirg uztikrinty nepriklausoma institucija.

Disertacijos struktiira. Sj mokslinj darba sudaro jvadas, keturi skyriai, pasitlymai ir
rekomendacijos bei pagrindinius tyrimo rezultatus apibendrinancios iS§vados. Disertacijos
pabaigoje pateikiamas naudoty Saltiniy saraSas, autoriaus publikuoty moksliniy straipsniy ir
konferencijose pristatyty praneSimy saraSas bei priedai: asmens sutikimo biobankui formos
pavyzdys ir disertacijos metu atlikto kokybinio tyrimo apklausos (interviu) anketa. Pirmame
skyriuje nagrin¢jami bendrieji biobanky klausimai, leidZiantys suvokti pati instituta:
biobanko samprata, Zzmogaus biologiniy méginiy ir susijusios medicininés informacijos
samprata, teisinis vertinimas ir reikSme, aptariami biobanky veiklos reguliavimo budai ir
moksliniy biobanky reguliavimo Lietuvoje pamatiniai teisiniai pagrindai. Antrame skyriuje
pateikiama trumpa istorin¢ tradicinio asmens sutikimo analizé, atspindinti esminius $ios
koncepcijos atsiradimo bruozus. Siy bruozy pagrindu bandoma rasti atsakyma, ar istoriné
koncepcija yra pritaikoma ne tik medicinos, bet ir moksliniy biobanky srityje. Kartu Siame
skyriuje tiriama ir sutikimo biobankui atSaukimo teis¢, kuri Siame darbe laikoma
neatskiriama teisés iSreiksti savo valig dalis, Sios teisés prigimtis, analizuojami uZzsienio
praktikoje pasitaikancios tokio atSaukimo pasekmés ir ribos, galimas tokios teisés
jtvirtinimo pavyzdys Lietuvos teis¢je. Treciame skyriuje pateikiama uZzsienio Saliy praktika
bei jvairiuose tarptautiniuose teisés aktuose bei gairése daZniausiai sutinkami tradiciniam
informuotam sutikimui alternatyviis sutikimo modeliai. Analizuojant kiekvieng i
alternatyviy modeliy atskleidZiama jo specifika, teoriniai ir praktiniai trikumai ir galimybé
atitinkama modelj pritaikyti Lietuvoje. Kartu analizuojama, koks teisinis rezimas sutikimo

modeliui turéty buti taikomas specifiniy lengvai pazeidziamy asmeny grupiy, tokiy kaip
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nepilnameciai vaikai, psichikos negalig turintys asmenys ir pan., atzvilgiu, kaip ir kas turéty
apsaugoti jy teises. Skyriaus pabaigoje pateikiamas pasitilymas, koks sutikimo modelis,
autoriaus manymu, galéty biiti priimtiniausias, jvertinama, ar siilomas miSrus modelis yra
suderinamas su bioetikos principais ir Zmogaus teisémis. Galiausiai ketvirtajame skyriuje
daug démesio skiriama asmens duomeny apsaugai, kuri ypa¢ problemiska tiek dél paties
kaupiamo objekto (Zmogaus biomedZiagos) teisinio vertinimo, tiek ir dél galimybeés atsekti
asmens duomenis pasinaudojant Siuolaikinémis technologijomis. Aptariama, kokios
priezastys lemia poreikj didinti asmens duomeny apsaugg, kokias teises turi asmuo ar jo
artimieji (pvz., teis¢ gauti informacijg ar jos nezinoti), ar galima jtvirtinti biobanky ir tyréjy
pareiga visada pateikti mokslinio tyrimo iSvadas ir kokios galimos tokios pareigos civilinés
teisinés pasekmes praktikoje. Disertacijos pabaigoje pateikiami autoriaus pasidilymai ir
rekomendacijos, galinCios padéti sukurti tinkamg moksliniy biobanky reguliavima
Lietuvoje, bei iSvados, padarytos iSsamiai iStyrus aukS$¢iau nurodytus probleminius Sios
disertacijos klausimus.

Pasitilymai ir rekomendacijos. Siekiant jgyvendinti tinkamg moksliniy biobanky
reguliavimg Lietuvoje ir uZtikrinti galimybe nacionaliniams biobankams ir tyréjams
bendradarbiauti su uzsienio institucijomis vystant mokslinius tyrimus ir kartu apsaugoti
biobanky dalyviy teises, sitlytini teisiniai dokumentai bei instrumentai, kuriuos reikéty
parengti ir jgyvendinti:

1. Unifikuotas informacinis praneSimas potencialiems biobanky dalyviams,
kuriame biity supazindinama su esminiais dalyvavimo moksliniy biobanky veikloje
principais, t.y. kokios asmens teisés ir kokiu mastu biity perleidziamos ar apribojamos, kur
bei kokia apimtimi gali buiti panaudojami Zmogaus biologiniai méginiai bei 1§ jy gaunama ar
su jais susijusi informacija, kokios teisés garantuojamos asmeniui ir pan.;

2. Tipinés asmens sutikimo biobankui ir iSankstinio asmens sutikimo biobankui
formos, kuriose biity pateikiama auk$¢iau nurodyta informacija. Siuo atveju bitina
nuspresti, kokia apimtimi asmens sutikimo formos tekstas biity reguliuojamas
imperatyviomis Lietuvos Respublikos normomis ir kiek palikti dispozityvumo, t.y. kiek ir

kokiy nuostaty galéty jraSyti atitinkamas biobankas. Taip pat sutikimo forma Lietuvoje
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priklausyty ir nuo pasirinkto jos iSsamumo — sutikimo davimo modelio. Jeigu biity
pasirinktas platusis sutikimas, tada sutikimo formoje asmeniui nebiity detalizuota, kokie
tyrimai gali buti atliekami, ar reikia gauti papildomg sutikimg norint pratesti tam tikra
tyrimg ir panaSiai. O pasirinkus siauresn] modelj — specifini daugiasluoksnj sutikima,
sutikimo formoje galima pateikti iSsamy galimy tyrimy (ligy, kurios bus tiriamos; projekty
apimties ir pan.) sgraS3. Papildomai tokiame sutikime asmuo turéty galimybe aisSkiai
1Sreiksti nesutikimg, kad jo méginiai biity naudojami tiriant konkrecCias ligas, bandant tam
tikrg vaista ar gydymo metoda, kuriam asmuo dé¢l tam tikry objektyviy ar subjektyviy
aplinkybiy nepritaria. Pavyzdiné plataus sutikimo moksliniam biobankui forma pridedama
prie disertacijos kaip 1 priedas;

3. Sukurta galimybé asmens sutikimg moksliniam biobankui ir atSaukimg iSreiksti
ne tik rastiSkai, bet ir panaudojant elektronines sistemas, prisijungiant su elektronine
bankininkyste, tapatybés kortele ar alternatyviomis asmens identifikavimo sistemomis.
Vienas 1§ galimy praktinio jgyvendinimo pavyzdziy — Estijoje pritaikytas e-bankininkystés
modelis biobankams;

4. Bendradarbiavimo sutarties forma tarp Lietuvos mokslinio biobanko ir uzZsienio
institucijos (biobanko, tyréjy, laboratorijy ar farmacijos kompanijy), kurioje inter alia
numatyta: (i) pareiga uztikrinti asmens duomeny apsaugg, atitinkancig Lietuvos
Respublikoje galiojantj lygj; (ii) esminiai reikalavimai, kuriuos privalo atitikti uzsienyje
atliekami moksliniai tyrimai, kaip turi biiti laikomi bioméginiai ir pan.; (iil) pareiga esant
poreikiui jrodyti, kaip laikomasi sutarties nuostaty; (iv) jsipareigojimas nesiiilyti tiesiogiai
ar netiesiogiai atsilyginti biobanko dalyviui uz biologing medziagg ar informacijg; ir
(v) arbitraZinis susitarimas.

5.  Zmogaus biologinés medziagos perdavimo sutarties forma pakartotiniam
naudojimui, kai vystomas ilgalaikis bendradarbiavimas bei Lietuvos biobanky dalyviy
biologinés medziagos apdorojimo, kai jj atlieka uzsienio institucija ar subjektas, sutarties
forma. Tokiose formose, be kita ko, turi biiti akcentuojamas draudimas tiesiogiai ar

netiesiogiai atsilyginti biobanky dalyviui uz jo biologine medziaga;
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6. Specialios arbitrazo taisyklés, kai sprendziamas konfliktas tarp Lietuvos
biobanky bei uZsienio institucijy ar subjekty bei mediacijos taisyklés, kai sprendZiami
smulkiis gincai tarp tyréjy ir biobanky dalyviy;

7.  Lietuvos Respublikos jstatymuose bitina numatyti ne tik biobanky ir tyréjy
atsakomybe uz biobanky dalyviy privacios informacijos atskleidimg ir naudojimg, bet ir
tokig informacija neteisétai, be konkretaus biobanko dalyvio aiSkaus leidimo, gavusiy
treCiyjy asmeny atsakomybe. Tokios nuosatatos uztikrinty, kad neteisétai 1§ biobanky gautos
informacijos negaléty panaudoti, pvz., bankai, draudimo jmonés ir pan., kurioms itin
aktualiis asmens duomenys apie sveikatg, biomedicininiy tyrimy iSvados ir pan., leidZiantys
vertinti rizika. Siuo metu jstatymai draudzia tik draudimo kompanijoms bet kokia forma
reikalauti, kad draudéjai, apdraustieji ir kiti asmenys pasidaryty genetinius tyrimus ir juos
pateikty, taCiau tai savaime nedraudzia draudikams patiems gauti tokiy duomeny ar
rekomenduoti tuos duomenis pateikti savo noru, skatinant juos geresnémis draudimo
salygomis;

8. Siekiant uztikrinti biobanky veiklos skaidrumg rekomenduojama: (i) numatyti jy
licencijavimg ir akreditavima; (ii) skurti biobanky ir (ar) atskiry zmogaus biologiniy
méginiy kolekcijy registrg. Pastarajam instrumentui uztikrinti pojstatyminiais aktais biitina
Jpareigoti visus Lietuvos subjektus, bet kokiu pagrindu turinius sukaupta Zmogaus
biologiniy méginiy kolekcijg, iki numatytos datos informuoti Vyriausybés jgaliota
institucijg apie tokios kolekcijos dydj, laikotarpj ir laitkymo vietg. Valstybés institucijoms
nustacius, kad apie atitinkamg kolekcijg nebuvo laiku informuota, pastoroji turéty biti
sunaikinta, o nepranesusiems asmenims kilty administraciné ar baudziamoji atsakomybe.
Pojstatyminiu aktu nustatyti aiSkias sutikimo biobankui davimo, pakeitimo, automatinio
laikino sustabdymo bei atSaukimo salygas ir tvarka, kuri buty aiskiai ir laisvai jvairiomis
formomis (pvz., internete, iSspausdinta, iSkabinta biobanky ir ligoniniy skelbimy lentoje)

prieinama suinteresuotiems asmenims.
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Disertacijos iSvados:

1. Uzsienio Saliy praktikoje taikomy asmens sutikimo biobankui modeliy analizé
atskleidé, kad 1§ esmés visi sutikimo modeliai siekia keliy pagrindiniy tiksly: (i) uZztikrinti
Zmogaus autonomisSka sprendimg ir teisiy apsaugg bei kartu, (ii) siekiant liberaliau vystyti
moksla, kuo maziau riboti ateities mokslinius tyrimus, atlickamus su biobankuose kaupiama
Zmogaus biologine medZiaga ir su ja susieta medicinine informacija. D¢l Sios priezasties
medicinos teorijoje bei Lietuvos Respublikos teismy ir institucijy praktikoje iSplétotas
tradicinis informuotas asmens sutikimas, paremtas itin iSsamia informacija, savo esme
negali biti pritatkomas moksliniy biobanky praktikoje. Atsisakant itin iSsamios
informacijos pateikimo reikalavimo Lietuvos teis¢je privalo biti jtvirtinti papildomi teisiniai
mechanizmai (pvz., instituciné prieziiira, papildomos informacijos pateikimas internete ir
vélesnio informacijos susizinojimo galimyb¢), taip uZztikrinant Zmogaus teisiy apsaugos

prioriteta.

2.  Tradicinio informuoto asmens sutikimo pritaikomumo moksliniams biobankams
paneigimas disertacijoje negali biiti interpretuojamas kaip absoliutus tyréjy ar biobanko
pareigos informuoti asmenj atsisakymas. Siuo atveju biobanko dalyviui ar interesantui turi
buti suteikta turima ir objektyvi pagrindiné informacija, sudaranti prielaidas tinkamai
jvertinti rizikg ir nuspresti, ar asmuo nori leisti kaupti savo biologing medZiagg ir susijusia
informacija moksliniame biobanke. Taigi, autoriaus manymu, asmeniui pateikiama
informacija turéty biiti skaidoma j: (1) privalomgjg informacijg, kuri biitina tinkamam
asmens sprendimui priimti, ir (ii) papildomq informacijg, pavyzdziui, kur asmuo turi
kreiptis, siekdamas gauti daugiau duomeny apie tyrimus ar kas valdo biobanka. Sutikimo
davimo procese turi biiti koncentruojamasi ne j pateikiamos informacijos apimtj, bet ] tai,
kaip $i informacija yra pateikiama ir ar asmuo supranta, d¢l ko sutinka (t.y. rizikas, kokie

tyrimai gali biiti atliekami, kokios biobanky ir tyréjy pareigos bei asmens teisés).

3. Nustacius, kad skirtingais asmens sutikimo biobankui modeliais galima pasiekti
1§ esmes tg pat] asmens teisiy apsaugos lygij, bei laikant, kad asmens sutikimas yra tinkamo

biobanky veikimo prielaida, o ne savaime tokios veiklos teise¢tumo garantija, darytina
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iSvada, kad Lietuvoje turéty buiti jtvirtintas misrus sutikimo biobankui modelis, pasizymintis

tokiomis savybémis:

(1)

(i)

(iii)

sutikimo biobankui iSskyrimas, priklausomai nuo atliekamy veiksmy: (a) kai
biologin¢ medZiaga intervencijos blidu turi biiti paimta i§ Zmogaus — gaunamas
specifinis informuotas asmens sutikimas, t.y. nurodomos galimos intervencijos |
zmogaus kiing rizikos, kokiu tikslu bus naudojama Zmogaus biologin¢ medZziaga ir
pan.; (b) kai biologiné¢ medZiaga jau paimta (t.y. kai néra intervencijos 1 Zmogaus
kiing), 1§ asmens gaunamas platus sutikimas biobankui. Pazymétina, kad pastaruoju
metu vis daugiau ES Saliy pasirenka platyj; asmens sutikimg biobankui, kaip
tinkamiausia asmens valios i§raika. Si tendencija jau¢iama ir Lietuvoje siilomuose
LR biomedicininiy tyrimy etikos jstatymo, susijusio su moksliniy biobanky

jteisinimu, ar LR biobanky jstatymo projektuose;

aiski ir lengvai jgyvendinama (atvykus j biobankg, rastu, per e-bankininkyste ir kitais
paZzangiais biidais) asmens teis¢ atSaukti sutikimg — kaip neatskiriama sutikimo
biobankui dalis. Atsizvelgiant ] tai, kad bioméginiy fizinis sunaikinimas ir
pasalinimas 1§ mokslinio biobanko gali biiti techniSkai sudétingas ir brangus
procesas, manytina, kad uztenka jstatymiSkai numatyti pareigag nuasmeninti
moksliniame biobanke laitkomus méginius be jokios galimybés juos atkurti (t.y.

paSalinant visg informacija, kuri galéty padéti atkurti asmens tapatybe);

speciali biobanky priezitira ir asmens atstovavimas — kadangi vidutinis biobanky
dalyvis neturi specifiniy moksliniy Ziniy, reikalingy tinkamai jvertinti galimas
moksliniy biomedicininiy tyrimy rizikas, Zzmogaus teises turéty uztikrinti naujai
sukurta ar dabar veikianti institucija (jos padalinys). Siuo atveju pasireiskia
autorizacinio sutikimo veikimas, kai asmuo sutinka, kad institucija vertinty biobanky
atlickamus tyrimus ir zmogaus pavedimu nuspresty, ar néra pazeidziamos teisés, ar

moksliniai tyrimai nenukrypsta nuo bioetikos normy, pamatiniy teisiy ir principy;

56



(iv) aiskesni bioetikos principai, taikomi biobankams. Si dalis taikoma ne tik sutikimo
davimui, bet ir visam biobanky reguliavimui, nes nustatyta, kad dél savo specifikos
biobankai negali buti iSsamiai reguliuojami, todél numacius aiskius principus biity
daug lengviau uztikrinti tiek biobanky, tiek ir biobanky dalyviy teisiy apsauga.
Papildomas démesys turi biiti skiriamas pazeidziamy asmeny teisiy apsaugai, aisSkiai
numatant kada ir kaip turi buti atsizvelgiama ] S$iy asmeny nuomong (ypac tai
pasakytina apie nepilnamecius asmenis), kokia jstaiga privalo dalyvauti Siems

asmenims ar jy vardu iSreiSkiant valig dalyvauti moksliniy biobanky veikloje.

4.  Atsizvelgiant | tarptautiniuose teisés aktuose bei Civilinio kodekso 2.25 str. 5 d.
numatytg draudimg gauti finansing naudg uZz Zmogaus biologiniy meéginiy perdavima,
specifinés teisés ] biologinius méginius turéty biti jvardinamos ne kaip apskritai
neperleidziamos, o kaip perleidziamosios neparduodamos teisés. Kitaip sakant, tai teises,
kurios tam tikra apimtimi gali biiti perleistos kitiems asmenims negaunant uz tai tiesioginio
ar netiesioginio piniginio atlygio. Si koncepcija turi biiti taikoma tiek santykiuose tarp
biobanko dalyvio ir mokslinio biobanko, tiek ir véliau tarp mokslinio biobanko ir kity
treCiyjy asmeny (pastaruoju atveju gali biiti dengiamos tik pagrjstos iSlaidos, taciau
biobankas neturi gauti pelno uz bioméginiy ar informacijos perdavimg). Kartu paZymétinas
ir tokiy teisiy specifinis bruozas — biobanko dalyvio teis¢ bet kada nepriklausomai nuo
aplinkybiy nemokamai atSaukti savo sutikimg biobankui ar gauti informacijg apie
bioméginiy panaudojimg. Disertacijoje sitiloma tam tikrais atvejais numatyti ir papildoma
galimybe — laiking sutikimo biobankui sustabdyma, kol bus nustatyta artimyjy asmeny valia
(asmens mirties ir nezinia kur esanc¢io paskelbimo atvejais) arba kol asmuo atgaus

veiksnumg (veiksnumo apribojimo ar visi§ko praradimo atvejais).

5. Ivertinus moksliniy biobanky siekiamg tikslg — gauti apibendrinty Ziniy apie
ligas, ju simptomus, jvairiy aplinkos poveikiy jtaka ligy vystymuisi bei tai, kad daznai Siais
tyrimais gaunamos tik hipotetinés iSvados, darytina iS§vada, kad néra pagrindo numatyti
imperatyvy reikalavimg atskleisti tokiy tyrimy duomenis atskirai kiekvienam biobanko

dalyviui. PrieSingu atveju biobanky tyréjai biity jpareigojami daryti tik tikslius mokslinius
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tyrimus ir teisiSkai atsakyti, jeigu gauti duomenys yra neiSsamiis ir d¢l jy asmeniui atsirado
tam tikra turtiné ar neturtiné zala. Jpareigojus privalomai pateikti duomenis taip pat
atsiranda tikimyb¢, kad asmuo mokslinius biobankus gali naudoti siekdamas konkreciy
gydymosi tiksly, kai jau medicininiai tyrimai nebéra veiksmingi, o tai sukuria rizika plétotis
kliniskai nepatikrintiems gydymo budams ir vaistams. Si i§vada savaime nepaneigia: (i)
tyréjy ir biobanky dalyviy teisés savanoriSkai susitarti, kad tam tikra svarbi informacija apie
sveikatg, gauta moksliniy tyrimu metu, bity pateikta tirilamajam; bei (i1) galimybés
reikalauti, kad tyréjai vieSinty apibendrintus biomedicininiy tyrimy rezultatus ir tokiu biidu

sukurty bent jau ,,netiesioging* naudg visai visuomenei.

6. Jeigu jstatymy leid¢jas nuspresty jtvirtinti biobanky ir (ar) tyréjy pareiga
informuoti biobanko dalyvius ar jo gydytoja apie asmens sveikatai svarbius tyrimy
rezultatus, buty privalu jstatymiskai iSspresti civilines atsakomybés, kuri biity taikoma pagal
CK nustatytas bendrgsias civilinés atsakomybés salygas, apribojimo galimybe ir taip
iSvengti nepagristo moksliniy tyrimy laisvés suvarzymo. Pazymétina tai, kad CK 6.252 str.
1 d. draudzia apriboti ar panaikinti civiling atsakomybe uz sveikatos suzalojima, gyvybés
atétmimg ar neturting Zalg, taCiau néra draudimo jstatyme jtvirtinti prezumpcijy, kada
asmeny veiksmai nebiity laikomi neteisétais. Pavyzdziui, tyréjai ar biobankas neatsakyty uz
tyrimo rezultaty netikslumg, jei biobanko dalyvis pateikia neteisingus ar neiSsamius

duomenis, kurie galéjo nulemti tyrimo rezultaty pasikeitima.

7. D¢l neaiskaus biomedZiagos teisinio statuso atsiranda rizika, kad $i medziaga
nepatenka j asmens duomeny apsaugos reguliavimo sritj. Si teisés spraga turi biti i3taisyta
suteikiant aiskig apsauga ir apribojant biomedziagos bei joje esancios informacijos
disponavimg. Asmens duomeny atsekamumo problema sitilytina sprgsti numatant ne tik
moksliniy biobanky ir tyréjy, bet ir asmeny, kurie neteisétai jgijo ir disponuoja Siais asmens
duomenimis, teisinge atsakomybe. Taip biity uztikrinta, kad biobanko dalyvio duomenys be
jo sutikimo negalés biti ne tik perduoti, bet ir juos gavus — panaudoti (pvz., draudime,

banke ar vertinant kitas rizikas).
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8.  Moksliniai biobankai — tai specifiné sritis, apimanti ne tik teis€s, bet ir
medicinos, bioetikos, genetikos ir kitas sritis, todél, nepaisant poreikio reguliuoti §ig sritj ir
apsaugoti Zmogaus pamatines teises, néra galimybés teisés normomis numatyti visy
imanomy situacijy. Todél daug démesio turi biiti skiriama universaliy teisés ir bioetikos
principy — veiklos skaidrumo, teisingumo, Zmogaus interesy prioriteto, tiksly atvirumo ir
kity — jtvirtinimui, jy tinkamo aiSkinimo ir taikymo praktikoje formavimui. Kol kas
Lietuvoje tokios praktikos néra, tod¢l naujosios biobanky veikla reguliuojancios teisés
normos gali biiti tatkomos skirtingai. Tinkama mokslinio biobanko veiklg galima pasiekti
Jvairiais prieziiros mechanizmais, pavyzdziui, jkuriant specialig prieziliros institucijg ar
tokias funkcijas priskiriant jau esan¢ioms institucijoms, taip pat jstatymu jtvirtinant pareiga
moksliniame biobanke sukurti viding kolegialig komisija, kurios sudétyje galéty biiti ne tik
tyréjai ir biobanko darbuotojai, bet ir visuomeniniy organizacijy bei pacienty atstovai ar net
sukuriant ,,wiki “ biobanko valdyma, tai yra, sistema, kurioje kiekvienas dalyvis tam tikra

apimtimi veikia lyg biobanko valdytojas.
15. AUTORIAUS MOKSLINIU PUBLIKACIJU DISERTACIJOS TEMA SARASAS

1. Moksliniy biobanky samprata ir status quo Lietuvoje: ar reikalingas specialus
biobanky reguliavimas? Mokslo zurnalas ,, Teisé¢*, ISSN 1392-1274, 2014, Nr. 92, p. 80-95.

2. Tradicinio asmens informuoto sutikimo nepritaikomumas moksliniams biobankams
Lietuvoje. Mokslo zurnalas ,, Teisé*, ISSN 1392-1274, 2014, Nr. 92, p. 96-108.

3. Vadovy asmeninés atsakomybés institutas Lietuvos konkurencijos teis¢je: naujoves,
problemos ir ateitis. Mokslo Zurnalas ,, Teis¢*. ISSN 1392—1274. 2012, Nr. 84, p. 124—-142.

4. Research biobanks’ in Lithuania: a question of its historical, social, ethical & legal
perception. Integrating social sciences into legal research: Conference paper, p. 242-251.
Prieiga per internetg: <http://www.tf.vu.lt/dokumentai/Admin/PhD konferencija 2014/
Conference Papers 2014.pdf>.
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16. AUTORIAUS PRANESIMAL, PRISTATYTI TARPTAUTINESE
MOKSLINESE KONFERENCIJOSE

Tarpiniai mokslinio darbo rezultatai pristatyti trijose konferencijose:

1)  Europos Studenty Teisininky asociacijos (ELSA) kartu su advokaty kontora LAWIN
organizuotoje mokslin¢je konferencijoje ,,Biobankai - ar Lietuva tam pasirengusi?* (2012);
2)  Vilniaus universiteto Teisés fakulteto organizuotoje tarptautingje doktoranty ir jaunyjy
mokslininky konferencijoje ,,Integrating social sciences into legal research® skaitytas
praneSimas tema ,,Research Biobanks’ in Lithuania: A Question of its Historical, Social,
Ethical & Legal Perception* (2014);

3)  Cekijos Masaryk universiteto organizuotoje tarptautinéje konferencijoje ,,Biobanking
for Research Purposes (Scientific, Ethical and Legal Perspectives)* skaitytas praneSimas
tema ,,Research biobanks' in Lithuania“ bei dalyvauta diskusijoje apie tarptautines tyrimy
reguliavimo perspektyvas bei Zzmogaus teisiy apsaugg Sioje srityje (2015); bei

4) ,Ziniy era“ kartu su Asmens duomeny apsaugos inspekcija organizuotoje
konferencijoje ,,ASMENS DUOMENU APSAUGA 2015: kibernetinis saugumas, ypatingy
ir kity asmens duomeny tvarkymas bei apsauga skaitytas praneSimas tema ,,Duomeny

subjekto teisés tvarkant asmens duomenis e. sveikatos sistemoje ir biobankuose* (2015).

17. INFORMACIJA APIE AUTORIU (GYVENIMO, KURIBINES IR MOKSLINES
VEIKLOS APRASYMAS)

Edvinas Meskys gimé¢ 1985 m. balandzio 10 d. Klaipédoje, Lietuvoje. 2004 metais jis baige
Palangos Vlado Jurgucio viduring mokyklg ir tgse¢ studijas Vilniaus Universiteto Teisés
fakultete.

2009 metais Edvinas MeSkys parengé ir apsigyn¢ magistrinj darba tema ‘“Notary
profesinés civilinés atsakomybés draudimo ypatumai” bei jgijo Socialiniy moksly magistro
laipsnj. Magsitrinio darbo temos pasirinkimui didele jtakag padaré moksliné patirtis,
sukaupta Erasmus mainy programos Humboldto universitete Berlyne, Vokietijoje metu
(2007-2008 metai), taip pat Europos vasaros mokykloje “Solidarity in the EU” Vilniuje,

dalyvaujant tarptautinéje mokslin¢je teisminés inscenizacijos programoje Deusto
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universitete Bilbao, Ispanijoje bei mokslin¢je konferencijoje Frankfurte, Vokietijoje (2009
metais).

2010 — 2015 metais Edvinas Meskys buvo Vilniaus Universiteto Teisés fakulteto
Privatinés teisés katedros doktorantas. Moksliniais biobankais doktorantas susidoméjo dar
studijuodamas magistrg, kai buvo pakviestas kaip vienas 1§ teisiniy pataréjy Seimo
Sveikatos reikaly komitete rengiant ir svarstant naujg Biomedicininiy tyrimy etikos jstatymo
projekta, turéjusi Lietuvos teisingje sistemoje sukurti galimybe vykdyti biobanky veikla bei
atlikti biomedicininius tyrimus su biobankuose sukauptais Zmogaus kiino méginiais ir
informacija.

Edvino Meskio moksliné veikla doktorantiiros studijy laikotarpiu:

1) Lietuvoje: (1) 2012 m. doktorantas moderavo konferencija “Biobankai — ar Lietuva
jiems pasirengusi?”, kuri buvo organizuojama su jvairiomis Lietuvos Respublikos
institucijomis; (i1) 2014 m. dalyvavo Life Science Baltics konferencijos specialioje eksperty
diskusijoje apie biobankus, kurioje sutiko vienus i§ geriausiy biobanky eksperty pasaulyje;
bei (iii)) 2014 m. Vilniaus universiteto Teisés fakulteto organizuotoje tarptautingje
doktoranty ir jaunyjy mokslininky konferencijoje ,,Integrating social sciences into legal
research® skaityté praneSima tema ,,Research Biobanks’ in Lithuania: A Question of its
Historical, Social, Ethical & Legal Perception* (2014);

2) Uzsienyje: (1) 2012 m. kaip Lietuvos teisés ekspertas dalyvavo Europos Komisijos
simpoziume tema “Biobankai ir biomedicininés kolekcijos. Etinés gairés ateities
moksliniams tyrimams (angl. ,,Biobanks and biomedical collections. An ethical framework
for future research®); (ii) 2013 m. buvo pakviestas skaityti paskaitas Taras Sevéenko
universiteto organizuotoje tarptautinéje vasaros teisés mokykloje (Kieve, Ukrainoje); (iii)
2015 m. Masaryk Universitete skaité praneSimg tarptautinéje mokslininky konferencijoje
“Biobanking for Research Purposes (Scientific, Ethical and Legal Perspectives)“ (Brno,
Cekijoje).

Nuo 2009 mety Edvinas MesSkys publikavo jvairius teisinius straipsnius, susijusius su
notary civiline atsakomybe Lietuvoje, konkurencijos teise ir jos itaka jmonés vadovy

atsakomybei, sutarCiy teise ir ES jtaka sutar¢iy nuostaty unifikavimui, biobankavimu,
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bioetika ir farmacijos teise, taip pat jvairiems zZurnalams pateiké savo teisines iSvadas dél
pvairiy komercinés ir tarptautinés teisés aspekty, pavyzdziui, unifikuotos sutar€iy teisés
jgyvendinimas ES, maisto ir vaisty zenklinimas, prekiy padirbinéjimo teisiniai aspektai ir
kt.

2009 metais, atlikes profesine teising praktika, Edvinas MesSkys tapo advokato
padéjéju ir igijo profesines patirties trijuose didelése advokaty kontorose Baltijos Salyse
(Raidla, Lejens & Norcous; VARUL bei LAWIN Lideika, Petrauskas, Valitinas ir
partneriai).

Nuo 2012 Edvinas vadovauja vienos 1§ didZiausiy farmacijos kompanijy pasaulyje -
TEVA Pharmaceutical Industries — dukterinés jmonés teisés departamentui Baltijos Salyse.
Nuo 2011-2013 mety Edvinas buvo ir kviestinis Tarptautinés Mokslo Mokyklos (TVM),
VU Teisés fakulteto bei keliy Lietuvos kolegijy déstytojas komercinés teis€s bei sutarciy
rengimo srityse. Siuo metu Edvinas Meskys savo moksling patirtj gilina ir domisi
biobankais ir bioetika, farmacijos teise, biotechnologijomis, loSimy sektoriumi bei

jprastinémis komercingés teisés sritimis.
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