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More and more biomaterials such as blood or tissue samples and health data are stored in long-term,
interconnected biobanks in which they are available for current and future research questions. The aim of this
work is to analyze different forms of informed consent regarding its suitability for ensuring the protection of
the probands personal rights; to analyze the legel nature of informed consent to define which requirements, it
must respond in order to be valid. As a result the author formulates the norm to regulate the informed consent
in biobank relationships, which can ensure the balance between the probants autonomy and the freedom of
scientific activity.
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Yce 6invuse 6ionoziunux mamepianis, maxux sk KaimuHu, npoou Kposi uu mxaHux ma 0aHi npo 300pos’st
Yy HABIMY 2eHemuuHi 0ani, 30epieatomuvcs y d0820CMPOKOBUX B3AEMONOB AZAHUX MiN c00010 6iobanKax, y
AKUX B0HU 00CMYNHI 0751 NOMOUHUX Ma MATiOYmMHix 00cniONeHb. 3 MAKUMU MACUMAOHUMU NPOEKMAMU
BUHUKAE NUMAHHS Pe2YNIBAHHSI MeH Ma NopaoKy OmpPpUMAaHHA 3200U NP 6AHMIE HA BUKOPUCIIAHHS iX
GionoziuHux mamepianié ma OaHUX.

Memoro danoi pobomu € anania pisHux gopm noiHgdopmosanoi 3200u 6 koumexcmi ii egpexmueHocmi 0ns
3a6e3neqeHHs 3aXUCY 0COOUCIUX HEMATIHOBUX NPas npobanmis; npoauanizyeamu xapakmep npasosoi
npupoOU NoiHMOPMOBAHOT 3200U, U400 BUSHAUUMU, TKUM 6UMO2AM 80HA NOBUHHA 6i0nosidamu, w06 Oymu
diticHor0.

Y cmammi docnidxcero pisHi gopmu noindopmosaroi 3200u ma npoananizosaxo ix nepesazu ma
HeOoniKku 0715 3a0e3neueH st ABMOHOMIT NPOOAHMIB, OXOPOHU IX 0COOUCMUX HeMATIHOBUX NPA8 Ma peanizayii
6iobarnkamu c60600U 00CTIOHUULKOL 0iAAbHOCII.

Y pesynvmami nposedeHozo 00CniOHeHHS AemMop NPONOHYE 67ACHe OaueHHs NPAsosoi Npupoou
noiHpOPMOBaHoi 3200u y 8ioHOCUHAX mix biobarkom ma npobanmom. Takox asmop Popmyntoe énacte 6a-
ueHHs HAtlOinbd eheKmMUBHO20 NPABOE020 Pe2yNoB6aAHHS OMPUMAHHS NOIHPOPMOBAHOT 3200U Y 6i0HOCUHAX
6iobanky ma npobanma, AKa 3Moxe 3abe3nedumu OANAHC MiX ABIMOHOMIEN NPoOAHMI6 ma c60600010
HayKo060i dismvHocmi 00CTiOHUYpKUX 0i06aHKie. 30Kpema, asmop nponoxye Hadamu npaso subopy dopmu
noiHgOPMOBAHOT 3200U camomy npobanmy, AiKe 6iH Mae peanizy8amu Nicas HANEHHO20 11020 THPOPMYBAHHS
ynpasumernem 6i06aHKy npo npasosi HACTIOKU HAOAHHS 2eHePANLHOT YU OUHAMIUHOL 3200U O7ISI MOXCIUBOCHII
peanizayii Hum 1io2o ocobucmux Hematinosux npae y uiii cepi. ITpu yvomy asmop nponouye 000amxosy
2apaumiio 0715t 0CniOHUKIB, Y pasi 00paHHs NPoOAHMOM OUHAMIUHOT 3200U, A came: BCAHOBTIEHHS 0TIt NPO-
6anma 0606’a3Ky nosi0oMAAMU 00CTIOHUKA YU ynpasumens 6i006anky npo 3miHu 1i020 KOHMAKMHUX OGHUX,
a MaKox HACTIOKU NOPYUEHHS HUM MaKoeo 0008 13KY.

Kniouosi cnosa: ingopmosana 32004, npobanm, 6io6amx, pecyno6anHs.
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Bce bonvue u 6onvuie buomamepuanos, Makux Kax 00pasyvl Kposu unu maxei u daHHvle 0 cOCMO-
SAHUU 300D0BbST, XPAHIMCS 8 00NI20CPOUHBIX B3AUMOCBAIAHHVIX MeHOY c000ti OUOOAHKAX, 8 KOMOPbIX OHU
docmynHvlL 07151 meKyuwux u 0yoyuux uccnedosanuii. Llenvio darnoii pabomol s6/1s1emcsi AHAIU3 PASTUYHBIX
Popm UHPOPMUPOBAHHOZ0 CONIACUS OMHOCUMENLHO €20 NPUOOHOCMY ONIs 00ecneveHUs 3AuUMblL TUUHBIX
HeUMYUeCTNB8EHHbIX NPas nPoOanmos; uccredosarue PUOUUeckoti NpUPoObl UHPOPMUPOBAHHO20 COZACUS,
4mobul onpedenumo, Kakum mpebosaHusim oHO JONIHHO omeedamy, ymobvl 6vimy deticmeumenvHuim. B
pesynvmame asmop GopmynuUpyem HOPmYy, Pezyrupyousyo UHPoPMUPOBAHHoe CO2nacUe 8 OMHOUEHUSIX
Mmexndy 6uobankom u npobanmom, Komopas moxem obecneuumv 6ananc mexoy asmoHomueti NpoOAHMOo8
U c8060001i HAYUHOTI OesMeNbHOCHIU UCCIE008AMENbCKUX OU0OAHKOB.

Kniouesvie cnosa: ungopmuposantoe coenacue, npodanm, 6U0OAHK, Npasosoe pecynuposarie

Formulation of the problem. Research bio-
banks are created and used to develop medical
science and to develop new medicaments or treat-
ment methods. The lack of complex legal regulation
of research involving human beings in general in
Ukraine, as well as studies of human biological ma-
terials and personal data related to a person’s health
in particular, which are part of research biobanks,
create favorable conditions for violation of donors
personal non-property rights. The creation and us-
age of research biobanks may and should be limited
by the rules of both national and international law,
but requires a very deliberate approach by the law-
maker to this issue.

The current state of regulation in Ukraine is
as follows, in addition to the Licensing conditions
that govern only the order of biobanks creation,
activity on their use is still unregulated and is lim-
ited only by the general rules of constitutional law
and the research rules, contained in the Funda-
mentals of Health Law. However, many European
countries already regulate these important issues
at the level of special laws, and Ukraine should not
be an exception. In particular, it is necessary to en-
sure, through the rules of law, on the one hand,
the protection of the rights and interests of pro-
bationers, and, on the other, to establish reason-
able frameworks for the use of research biobanks,
which will not restrict the freedom of scientific ac-
tivity and have no negatively disruptive impact on
the development of science.

Research and publications analyze. The is-
sues of informed consent as a legal tool to ensure
the medical interventions validity have been inves-
tigated in the works of A.A. Hertz, R.A. Maydanik,
O.Yu. Kashintseva, O.0. Kohanovska, I.Ya. Senyuta,
V.Yu. Stetsenko, S.G. Stetsenko. Instead, the issue
of informed consent as a condition for the proper

use of the biobank has been the subject of research
mainly by foreign scientists only.

The aim of this research is to analyze the foreign
experience and requirements of the European stan-
dards for the rights protection of the subjects that
transmit biological material and data to biobanks,
to offer an optimal model of informed consent and
a functional way of its legal regulation. The purpose
of the study is also to outline the specifics of the in-
formed consent legal nature in these relationships,
in order to determine the specific requirements that
it must meet in order to be valid.

Results. First of all, it should be emphasized
that different form types of such consent are used
in the world practice, which should be analyzed.
In particular, one of these types is the so-called
complete or as it is called blanket consent, which
is provided for all types of research and allows un-
restricted use of data and samples without any fur-
ther authorization [16, p.53]. Therefore, by giving
informed consent in this form, the person refuses
to further communicate with the biobank manager.
Broad consent is also a form of consent whereby
a donor allows a biobank to use its sample and/or
data in future research, with the biobank indepen-
dently deciding how to use that sample or data [14,
p-227]. This form of consent is still referred to in
the doctrine as “open consent” or “general agree-
ment”[8]. In international legal doctrine, broad
consent is also interpreted as being provided for the
use of bio-samples and data for certain types of sci-
entific research, where consent is given only for a
specific type of intended use, limited to the purpose
agreed by the donor, and therefore when changing
the purpose of the research, it terminates its action
[15, p.236]. Sectoral consent is granted for research
in a particular field, this form of consent is limited
to the scope of research in a particular field of medi-
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cine (for example, consent to research in the field of
central nervous system diseases, oncology, etc.) [8].

Another form of consent, which is relatively
new to both international and national science, and
the emergence of which has been necessitated by
the creation of legislative guarantees for the protec-
tion of the personal non-property rights of the do-
nor, is in particular the so-called dynamic consent.
Its peculiarity is that the donor and the manager of
the biobank are in constant contact. The dynamic
nature of this consent form is manifested in the
fact that the primary informed consent provided
by the donor may change or even be withdrawn in
the course of conducting a particular type of study
because of new circumstances, that could not have
been foreseen at the time of the initial consent or in
case, when biological material and donor data are to
be used for further, new types of research. The oc-
currence of such circumstances will require donor
informing by the biobank manager about it, pro-
viding him with detailed information about the re-
search, its nature, purpose, on the basis of which the
donor will decide to consent or deny the continued
use of his biological material and/or data.

It is also important to understand that biomedi-
cal research can be conducted not only within one
country but can also have an international nature.
What means, that donors, biobank manager and
researchers could underlie different jurisdictions,
which will further complicate the ongoing dynamic
personal contact between them and in the same
time can provide to the conflict of law. In this case,
remote means of communication, such as the Inter-
net, the exchange of information via e-mail or mes-
sengers, the use of electronic signatures of the par-
ties, etc., may be used for the use of dynamic con-
sent. But even the possibility of remote communica-
tion may not always solve the problem of obtaining
a dynamic informed consent in practice, the high
level of mobility of the modern society and frequent
changes of residence, which can lead to the loss of
contact of the biobank manager, the researcher with
the donor. In such a case, an imperative require-
ment to obtain a dynamic form of donor consent in
the legislation may significantly limit the freedom
of scientific activity and adversely affect the devel-
opment of science in general. Therefore, on the one
hand, one cannot disagree with the view that dy-
namic consent is characterized by “flexibility” and

the use of such a consent model makes the donor an
active participant in research and is most focused on
protecting his rights and interests. But, on the other
hand, the most appropriate to ensure the balance of
donors-researchers interests is to provide into the
legislation the obligation of the biobank manager,
upon obtaining the informed consent of the donor,
to propose to him/her the choice of consent form
to be given, for which he/she should be available
to make a conscious decision about the form after
getting an explanation of all the risks and conse-
quences of each of these informed consent forms.
And, in addition, it seems appropriate to provide in
the special legislation a rule, that in case of choosing
a dynamic consent, the donor is obliged to inform
the manager about changes of his contact informa-
tion within a reasonable time. It is also necessary to
regulate the consequences of breach of such donors
obligation, in particular to give to the biobank man-
ager, after the expiration of the legal term, the right
for unilateral samples disposal, on the same time
the biobank manager will be obliged to imperson-
ate (anonymize) the donors personal data.

Informed consent as a condition for biological
material and personal data legal obtaining is an
important legal fact without which in most cases
relationships regarding the creation and use of
biobanks could not have arisen. However, it should
be understood that such an obtaining may occur in
different ways, which also determines the specific
legal regulation of consent procedure. In particular,
biological material and data may be obtained as a
result of diagnostic or therapeutic measures for a
person having the patient status. In this case a per-
son consents to intervention according to Art. 42-
45 of the Fundamentals of the legislation of Ukraine
on health care, and the consent for the further use
of biological material and data, obtained for pur-
pose of medical care and its transfer to the biobank
may be provided by the person at the same time
with the consent to diagnostic and/or therapeutic
intervention, or after obtaining, if at that moment
the possibility of such transfer could not have been
prognosticated. The rule, which can be applied for
such consent is in particular Art. 14 Abs. 10 of the
new Transplantation Law, but its effect is limited
because it only extends to obtaining consent for the
use of such biological material for the manufacture
of bioimplants, but not for the scientific use etc.
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Instead, a persons consent to the removal of
biological material and gaining data for the primary
and sole purpose of transferring it to a biobank is
of a completely different nature and is governed by
other rules. In particular, if it concerns the removal
of biological material for the purpose of realizing a
persons non-property right to donate, and therefore
for the transplantation or production of bioimplants,
the procedure for such removal, including the
procedure for obtaining informed consent of the
donor, is governed by the Transplantation Law, in
particular section 3. If a person decides to transfer
biological material and/or data to the research
biobank - then it can be stated that there is no legal
regulation of these relations in Ukraine today. In this
case, we can only apply the general aforementioned
rules of the Basics of the Ukrainian legislation on
health care regarding the conditions of admissibility
of medical intervention. The same applies to the
removal of biological material for transfer to
personal storage and use. However, in our opinion,
the issue of informed consent in these cases, namely
in relation to the transfer of biological material to
the biobank, requires special legal regulation, which
should be contained in a special law.

Therefore, informed consent in the researched
relationships is not only a condition for the proper
obtaining of the biological material/data, but
also a condition for its legal use. Therefore, in our
opinion, it is important to consider the legal nature
of informed consent from a civil law perspective.
This is a debatable issue in the science of civil law,
but the need to research it is driven by the need to
determine the conditions that must be met for such
consent to be valid.

In German civilistic doctrine, there are three
approaches to determining the legal nature of
informed consent, namely, referring it to unilateral
acts, to legal or factual actions. Consider the
argumentation of these three approaches. In the
first place, the assignment of informed consent
to unilateral transactions is justified by the fact
that it can be considered valid only when all the
requirements for the validity of the legal transaction
are fulfilled [17, p.62, 66, 148]. However, such an
approach, which fully identifies informed consent
with the legal transaction, has over time been
criticized, and representatives of such a «softened»
position have expressed the view that the assignment

of informed consent to the legal transaction does
not mean that the application of the rules to the
validity of the legal transaction is always mandatory
[11,p.133; 10, p.204,212,214; 6, p.958]. In particular,
rules on the representation of the interests of un-
derages by their legal representatives in the case of
informed consent for medical intervention, ie in the
field affecting personal non-property rights (dignity,
physical integrity, etc.), these rules, unlike property
rights, can not be subject unconditional application,
since in this field the underage person is already in
some cases able to understand the meaning of his
actions and able to make his own decisions [11,
p-134-135]. Some researchers also point out that
when informed consent is provided in an area that
is closely related to the person granting it, the right
to self-determination is of particular importance,
and it is therefore necessary to verificate the
compliance of this consent with the provisions on
the validity of the legal transaction [3, p.54]. Other
scientists, who support referring informed consent
to the legal transaction indicate that when applying
the rules relating to legal transactions in this case,
the so-called «theological amendment» should also
be made in isolated cases [10, p.205].

There is also no unity in how to interpret the
interference within the individual’s non-property
rights. In particular, since informed consent is
a binding refusal of a person to make claims for
damages in the future (after intervention), they are
treated as forgiveness or pectum de non petendo.
However, such an approach is limited only by
the possibility of a person refusing to apply the
substantive effects of the intervention, in particular
in the form of compensation for harm, without
extending to the non-material sphere [5, p.10; 7,
p.142]. Other scholars who deny this understanding
of the legal nature of the intervention say that it
is a fiction to believe that the parties of such a le-
gal transaction have the intention of renouncing
such legal consequences. Instead, the content
of the consent is to grant permission, and the
consequences in the form of damages are usually
not even considered by the parties of the legal
transaction [17, p.54]. However, such consent
excludes only the legal consequences of intentional
misconduct and not the illegality of the intervention
itself [5, p.12]. Other proponents of this theory view
informed consent as a one-sided legal transaction
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that excludes the illegality of the intervention itself
(3, p.50; 10, p.197; 9, p.200-201]. In the context of
the Ukrainian legislation, if the informed consent
is interpreted as a unilateral legal transaction, in
accordance with Art. 222 Abs.5 of the Civil Code of
Ukraine, the general provisions on obligations and
contracts will be applied to the legal relations arising
from such legal transaction, if this is not contrary
to the civil acts or the legal nature of the legal
transaction itself. Such wording makes it perfectly
possible, in cases which have been identified, not
to apply these provisions if this is contrary to the
nature of the legal transaction, as an argument to
deny the extension of informed consent to the
transaction rules.

Proponents of referring informed consent
to legal actions rather than to deeds, justify their
position that it is aimed to grant a permission to
intervene in the personal sphere of the individual
(consent to the risks to life, health, the possibility of
encroaching bodily integrity, personal integrity of
the person), and therefore the norms of a person’s
civil capacity as a condition of the validity of his
or her will can be applied only in certain cases
by analogy. The objection to the legal nature of
informed consent as a legal transaction can also
be found in German case law. In particular, BGHZ
29.33 stated that informed consent to intervene in
a persons body was not a willful expression of a le-
gal transaction, since it was not a matter of consent
in the context of a binding right, but was a matter
of permission or authorization to commit factual
actions, that will interfere with the legal field of the
authorizing person (affecting his or her rights and
interests). Non-property benefits such as life, bodily
integrity and dignity will be protected against the
encroachment of third parties. However, these non-
property benefits will not be the subject of the right
of their bearer, and the bearer of these rights will
not be empowered to dispose of them freely, like he
can dispose of the thing or property right belonging
to him [1]. This position has received widespread
support in german science, and therefore informed
consent is now generally regarded as a legal act,
which is defined as a statement (declaration)
of a person aimed at factual rather than legal
consequences, and legal consequences do not arise.
from the will of the authorizing person, but from
the norms of the law that establishes them [5, p.15].
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The minority of informed consent legal
nature scholars are supporting its interpretation
as factual action. Proponents of this position deny
that informed consent is attributable to the legal
transaction, because it does not create, modify or
terminate civil rights and obligations [12, p.24]. In
particular, its granting is not a ground for the right
of another person to interfere with the rights of the
grantor, as consent may be revoked by that person
at any time [2; 4 ; 12, p.30-31]. The justification
for the occurrence of rights to violate a person’s
non-pecuniary rights based on the provision of
informed consent in their opinion is void. The
objection to the legal nature of informed consent
as a legal act is justified by the fact that it would
be admissible only if such consent resulted in the
appearance, termination or alteration of the right
of the person granting it, which in their opinion
does not occur in the case of informed consent. In
particular, according to one of the supporters of the
factual nature of the informed consent, Schenke W,,
it is a legal act sui generis, whicht eliminates the fact
of illegallty of the act (intervention). Deutsch E.,
on the other hand, sees the informed consent as a
rejection of the rights protection, which is a reason
for liability exclusion for such an action.

If we analyze the approaches to the legal nature
of informed consent in Ukrainian civil science, it
should be noted that recent studies, for example,
about consent to participate in clinical trials, express
a position on its contractual nature, since a number
of mutual rights and obligations of the researched
person and researcher arise from the subject, at
the same time, researchers emphasize its bilateral,
consensual, term and in some cases remunerative
nature [18, p.45]. Other researchers for informed
consent for medical or diagnostic intervention
indicate that such consent is a legal fact that creates
a civil relationships between a patient and a health
care institution, distinguishing two of its functions -
informative and protective [19, p.79].

In our opinion, providing informed consent
for the removal of biological material for the pur-
pose of transferring it to a biobank for foreign use,
as a result of which the person loses personal con-
nection with this biological material is a unilateral
transaction, as a result of which the person trans-
fers the right to dispose of his own biological mate-
rial to the biobank manager. If the transfer to the
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biobank does not involve loss of personal connec-
tion and the person retains the right to dispose of
his biological material, this is a legal act by which
the person authorizes the biobank manager to take
certain actual actions against it (its processing, stor-
age, transfer for use, etc.) to the extent authorized
by the right holder.. With regard to the possibility of
treating informed consent as a contract in the case
of transfer of biological material for research pur-
poses, in our opinion, in this case it is impossible
to say that such consent implies mutual rights and
obligations, as is the case with the direct participa-
tion of a person in clinical trials. Therefore, in this
case, we consider it appropriate to apply the same
approach as stated above, depending on whether or
not a personal connection with the biological mate-
rial is lost.

Therefore, one of the most important
components of the right to self-determination of a
probant (person, who disposes his or her biological
material and/or personal data to the research bio-
bank) to ensure his autonomy is the right to express
his will, that is, to provide informed consent for the
transfer of his biological material and personal data
to the biobank. Informed consent is one of the key
principles in bioethics, and it applies not only in
scientific and medical experiments, but also applies
to all human health interventions, that also logically
extends to the relationships between the probant
and the researcher, since the researcher has direct
signs of interference with the probant’s health.

Therefore, we propose to consolidate and
regulate this right in a separate article of a special
law, outlining it as follows:

“The informed consent of the probant /
authorized person is obtained prior to the transfer
of his biological material and personal data to
the biobank. The probant has the right to give
the general informed consent to the use of all his
biological materials and personal data in future
studies, which relieves the biobank manager to
obtain informed consent from the probant for any
upcoming individual research that could not be
foreseen at the time of obtaining consent.

If the probant does not have sufficient capacity
(incapacitated, minors) informed consent to
the transfer and use of his biological material
and personal data is provided by the authorized
person, except when there is a written order of the

incapacitated probate, which confirms for future
his/her consent or refusals to participate in such
research (the so-called medical will).

Samples of biological material for scientific
research may only be taken from a person who
cannot give informed consent, provided that
such a probant has been informed in advance,
in an accessible form in the presence of his or
her legal representative, about all the important
circumstances and risks, after which he clearly did
not refuse to be a probant, which must be certified
in writing by a legal representative.

The collection of biological material, which
requires the surgical intervention, may be carried
out by a minor or incapacitated probate only in his
own interest.

The informed consent of the probant or, in cases
established by law, the person authorized to do so is
valid only on condition that the biobank manager
fulfills the obligation of clarification, and must be
done in written form.»

Such wording of this norm fully meets the
requirements for consent to medical intervention,
which are set out in Art43 Abs.l of the
Fundamentals of the legislation of Ukraine on
health care, including the peculiarities of providing
informed consent by legal representatives of minor
children and incapacitated persons. The peculiarity
of the proposed norm is that probant is not always
a patient, since it is also possible to study biological
materials of healthy individuals, and the transfer
of biological materials for research is not always
accompanied by medical intervention.

Although it should be emphasized that research
on juveniles and incapacitated persons can be
conducted only in the interests of such persons (for
the purpose of diagnosis or treatment of certain
diseases, they have), which excludes the possibility
of researching biological materials of healthy minors
or incapacitated persons, and therefore the feature
of this category of probants will be that by their legal
status they will simultaneously be patients.

Also a feature of the proposed wording in
comparison with the aforementioned provision
of Art. 43 of the Fundamentals of the legislation
of Ukraine on health care is that, in the light of
German experience, we consider it necessary to
clarify not only the legal representative, but also
the represented person in an accessible form for
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his/her understanding, with the aim of avoiding
the possibility of such research and the gaining
of biological material contrary to the will of such
persons and ensuring respect for their dignity.

It should also be emphasized that the proposed
wording outlines the dual legal nature of the biobank
asacombination of biological material and probant’s
personal data. This means that a mandatory part of
the informed consent of the probant is his consent
to the processing of his personal data by the biobank
manager, which provides the need to indicate in
the text of this consent about the method of such
processing and its consequences, namely when it
comes to pseudonymization of the probant’s data,
then personal relation with biological material
is retained and feedback from the researcher is
possible, for example in the case of reporting the
results of the study or the identification of important
additional findings.

Itis also possible for a probant to exercise his/her
right to cancel previously given informed consent in
totaly or partialy, at a time when the impersonation
(anonymization) of the probants personal data
means the loss of his personal connection with his
biological material, and therefore the impossibility
of exercising the abovementioned right. Therefore,
it is important to include this information into
the informed consent, which will ensure that the
probant is fully informed and that the biobank
manager can refer to the text of his informed
consent as a written proof.

In the context of the peculiarities of the personal
dataprocessing, based on the content of the purposed
rule, namely that biological materials of minors and
incapacitated persons can be reserched only in their
interests, it can be concluded that the personal data
of such persons cannot be anonymized, since in
such a case the interests of such individuals will not
be secured as feedback and communication about
the results of such studies becomes impossible.
Therefore, it is understandable that for this category
of probants, only pseudonymization is a possible
way of processing personal data.

It should also be emphasized that, in terms
of the scientific and research activity freedom, it
is very important, as it was written in part one of
this article, to provide the probant with the so-
called general consent to the use of his biological
materials in future research. This, firstly, enables the

probant to exercise his/her autonomy right of self-
determination by granting such broad consent, and
secondly, absolves researchers from the sufficiently
burdensome duty to obtain the informed consent
of the probant each time they need to examine
samples for the purpose, which couldn’t have
been foreseen at the time of obtaining consent. It
is understandable that science is developing and
there will be always a need for new researches, and
if the general consent was not provided as an op-
tion in the legislation, this would automatically
mean that a biobank created for some specific
purpose would be subject to abolishment after its
achievement, or it would also require consent from
all the probants for further research, which would
significantly limit scientific activity or make it even
impossible. However, when granting such general
consent to future investigations by the probant, he
shall not lose the right to withdraw such consent at
any time without explanation, except for exceptions
provided by law. Therefore, this provision is one of
the elements that aim to balance the autonomy right
of the probant with the freedom of scientific and
research activities.

Conclusions.

1. Itis suggested, that the most appropriate to
ensure the balance of donors-researchers interests
is to provide into the legislation the obligation of
the biobank manager, upon obtaining the informed
consent of the donor, to propose to him/her the
choice of consent form to be given, for which he/
she should be available to make a conscious deci-
sion about the form after getting an explanation of
all the risks and consequences of each of these in-
formed consent forms.

2. It was purposed to provide in the special
legislation a rule, that in case of choosing a dynamic
consent, the donor is obliged to inform the manager
about changes of his contact information within a
reasonable time. It is also necessary to regulate the
consequences of breach of such donors obliga-
tion, in particular to give to the biobank manager,
after the expiration of the legal term, the right for
unilateral samples disposal, on the same time the
biobank manager will be obliged to impersonate
(anonymize) the donors personal data.

3. Providing informed consent for the remov-
al of biological material for the purpose of trans-
ferring it to a biobank for foreign use, as a result of
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which the person loses personal connection with
this biological material is a unilateral transaction,
as a result of which the person transfers the right
to dispose of his own biological material to the bio-
bank manager. If the transfer to the biobank does
not involve loss of personal connection and the
person retains the right to dispose of his biological
material, this is a legal act by which the person au-
thorizes the biobank manager to take certain actual
actions against it (its processing, storage, transfer
for use, etc.) to the extent authorized by the right
holder. The same concept, depending on whether or
not a personal connection with the biological mate-
rial is lost, is appropriate to apply also for informed
consent to biological material/data transfer for re-
search purposes.
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