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Kammuuanesa O. ETuuna geriTuMHicTh OioMeIMUYHMX AOCTIAKeHb HA OpraHismi Jromu-
HU SK 00’€KTiB MaTEHTHOTO MpaBa B Y KpaiHi.

Y crarTi mOCHimKyIOThCS TeHIEHIIiI mPaBOBOrO peryJoBaHHA OioMeIUYHUX MOCTif-
JKeHb 3 HMO3UI[il MIKHAPOJHUX eTUUYHUX HOPM i BUMOTr MopaJsi. AHali3yeTbCca BiTUMBHAHE
3aKOHOJIaBCTBO 3 ITO3UILil HOT0 iMIIJIeMeHTAallil y €BpoIeiicbKy IIPaBOBY MaTepiio.

AKTyanbpHIiCTE TEMU JOCHiZ}KeHHA 3yMOBJIEHA CTPIMKUM PO3BUTKOM iHAycTpii Giome-
IUYHUX Jociaimkens. Ilignmucanaa Ta patudikamia YKpaiHow YToau mpo acolliariiro Mix
VYxkpainowo ta €C (mami — Yroma mpo acoriamizo) BucyBae mepel YKPaiHCBKOIO HAYKOBOIO
CHiJILHOTOIO HOBiI BUKJUWKU IOAO yHi(ikarii ymoB JeriTumisaiiii pesysbTaTiB HAyKOBUX
mocaimkeHb y cgepi Giosorii Ta mMemuiiuHU, 30KpeMa iX 00’eKTuBisallis y BimmoBimmi
00’eKTH iHTeJeKTyaJbHOI BiacHOCTi. BigmoBiguo 10 mosokeHs YToau mpo acoljiailiio BuU-
HaXOAHW BBasKAIOTHCS HEITATEHTOCIPOMOXKHUMHU Yy BHUIAAKaX, KOJU IXHE KOMepIliiiHe BH-
KOPHUCTAHHA cynepeuuTts ordre public (cycuimbHOMYy mnopAnky). Ilomosxkenus I'maBu 22
Pozginy V Yroam Takox BuMaraimTh aJamnTallil IoJOKeHb HAIliOHAJbHOTO 3aKOHOJaBCTBA
o 3akoHomaBcTBa €C y chepi megunimaM.

VY crarti anaxisyrorhea moJsoskeHHs KoHBeHIil mpo Giomemuriuuy. OCHOBHUU IPUH-
mun KoupeHIrii mpo 6iomemunuuy, sSsKuil BusHavae i qyxX, — Ile MPUHIAI JOMiHYBaHHS
iHTepeciB oKpeMoi JIOAVWHMW HaJ iHTepecaMu HAYKU Ta CYCILJIbBCTBA B I[iJJoMy. 3rajaHa
KonpeHiria 6e3samepeyHo BCTAHOBJIIOE IIPiOPUTET IPaB JIOAUHU AK 00’ €KTa HOCIiIKeHHA
HAJ IPaBUMMU JIOAUHUA SIK Cy0’e€KTa MOCIiIKeHHs.

ITomo T'enbcinchkoi mexaapairii, To BececBiTHsa menmuna acomiaiia (BMA) pospobuia
el JOKYMEHTH IJis 3aKPIIJIEHHS eTUYHUX IPUHIIUIIIB MEeIUUHUX MOCJiIKEeHb 3a Y4acCTIO
JIIOAUHU K 00’€KTa MOCHiIKeHHs, 30KpeMa I HOCJHiIKeHHs Ha JIIOACBKHX MaTepiajgax
(human beings materials) Ta npanux, aki MokHa imeHTudikyBatu. Hespakatouu Ha Te,
mo 3sragana Jlexkjapallid agpecoBaHa ImepeayciMm BueHuMM-Jikapsam, BMA 3aoxouye
1 iHIINX yYacCHUKIB MeIUUYHHX [OOCJHiJKeHb, sSKi BigOyBamThCA 3a y4acTIO JIIOAWUHU
AK 00’€KTa DOCHIIKeHHSA, JOTPUMYBATHCSA 3aKPIIJIEHNX YV JOKYMEHTi IPUHIIUIIIB.

VY crarTi BUBHAUAIOTHCS 3arajibHi MPUHIIUIIYN IPOBEAeHHA 6iOMEeIUUYHNX HOCTIiIKeHb:

* IPUHIUI IPiOPUTETHOCTI JIOACHKOr0 KUTTS, 3A0POB’s, rimHocTi Ta Giosoriunoi He-

ITOTOPKAHHOCTI;

* IPUHIIUI IIPiOPHUTETHOCTI mpaBa oco0M HAa CaMOBM3HAYEHHS, HEIOTOPKAHHICTL MIPU-
BAaTHOIO JKUTTA ¥ KoH(DiZeHIIHiCTE ocobucTol indopmalrii 06’eKTiB moCaigKeHHd;

* IPUHINI BiAOOBigHOCTI OioMegMUHOTO AOCHiKeHb HAI[IOHAJIHLHOMY 3aKOHOIABCTBY
KpailHu IPOBEeHHS;

* IPUHIIAII HEJOIYCTHMOCTI Ta 3alepedyeHHs HAYKOBOrO i IIPaBOBOTO BU3HAHHS pe-
3yJIbTAaTiB MeIUKO00ioJIOTiUYHMX eKCIePUMEeHTiB y pasi BicyTHOCTi BigmoBimHOTO
HAIiOHAJILHOTO 3aKOHOJABCTBA y KpaiHi 3[iliCHEHHS eKCIIePUMEHTY;

* IPUHIIUII YiTKOTO BU3HAUEHHS AU3AHY HAYKOBOTO MOCJiIKEHHS 3a yYacCTIO JIIOJWHU
AK 00’€KTa JOCTiMKeHHs Yy IPOTOKOJIi, Je MOCTIZHUKOM UiTKO 3a3HAUalOThCA 3aTisdHi
eTUYHi acIIeKTH Ta BKasaTu, K BpaxoBaHi NpuHIIUIYN YUHHOI 'elbciHChKOI meKaaparrii;

s IPUHIUT 000B’sI3KOBOCTI momaHHA iHMoOpMmarii mpo (QiHamcyBaHHS, CIOHCODPiB, iH-
CTUTYIIiIIHY HaJIeXKHICThb, iHIIII HOTeHIiMHI KOHMIiKTH iHTepeciB, 3acobu 3a0X0Uy-
BaHHA Cy0’€KTiB Ta 00’€KTiB, 3aMiAHUX B JOCJIiIKeHHI;

* IPUHIIUT 060B’A3KOBOT0 MOHITOPUHTY OiOTMYHHUM KOMIiTETOM MeIUKO06ioJI0TriuHOTO
eKCIIePUMEHTY.

Kawuosi caosa: ipasa JIOAUHYA, OioMeqUYHI HOCTiI:KeHHs, iHTeJIleKTyaJbHa BJIACHICTH
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Under European Union — Ukraine this paper (ethical validity of biomedi-

Association Agreement [1] Ukraine
takes the obligations to implement the
European standards of protection of
Human Rights into the national legisla-
tion in general and in the sphere of In-
tellectual Property particularly. In pre-
sent time as well as last 20 years Ukraine
has provided a wide humanization of
national and EU legislation in different
spheres. Ukraine has joined the Council
of Europe (1995) and adopted the Con-
stitution (28.06.1996). In 1994, the
Agreement on Partnership and Coopera-
tion between Ukraine and the European
Communities and their Member States
was ratified, and in 2005 the Cabinet of
Ministers of Ukraine and the Council on
Cooperation between Ukraine and the
European Union approved an action
plan for advancing compatibility of le-
gislative systems «Ukraine — European
Union» (12.02.2005). Ukraine has adop-
ted a number of international legal
standards in the domains of human
rights and health care, has created con-
ditions for integration of international
norms into its national legislation.
Having become a member of the
European and World community,
Ukraine simultaneously took a wide
range of obligations, aimed at promo-
ting integration into «world territory».
The mentioned obligations flow out
from the ratified by Ukraine’s constitu-
ent documents of such important orga-
nizations as United Nations (UN) and
its specialized bodies, in particular
World Health Organization (WHO),
Council of Europe (CE), World Intellec-
tual Property Organization (WIPO) etc.
Ukraine also is a member-state of
Convention for the protection of
Human Rights and Dignity of the
Human Being with regard to the Appli-
cation of Biology and Medicine: Con-
vention on Human Rights and Biomedi-
cine [2] (Convention on Human Rights
and Biomedicine) which is a part of
Ukrainian national legislation. Howe-
ver, because of the subject matter of

cal researches) it is important for us
that Ukrainian Medical Association is a
member of the World Medical Associa-
tion which adopted Declaration of Hel-
sinki Ethical Principles for Medical Re-
search Involving Human Subjects (Hel-
sinki Declaration). This Declaration
makes a great influence on the ethical
norms which regulate the researches on
human beings despite that fact that
Declaration belongs to the flexible law.

According to the mentioned Conven-
tion the country-party should protect
the dignity and identity of all human
beings and guarantee everyone, without
discrimination, respect for their integ-
rity and other rights and fundamental
freedoms with regard to the application
of biology and medicine. Each party
shall take in its internal law the neces-
sary measures to give effect to the pro-
visions of this Convention. The inte-
rests and welfare of the human being
shall prevail over the sole interest of
society or science. Parties, taking into
account health needs and available reso-
urces, shall take appropriate measures
with a view to providing, within their
jurisdiction, equitable access to health
care of appropriate quality.

The Ukrainian legislation in the
sphere of legal regulation of providing
the biotechnological and medical (bio-
medical) researches on human beings
has many ethical lacks that have negati-
ve influence on the criteria of patenta-
bility of them as the objects of patent
law. There are widely different views
about the relevance of social and ethical
considerations in the assessment of pa-
tents. One view is that patents form
part of an economic system for encoura-
ging investment in research and that
the patent system should be concerned
primarily with assessing the inventive-
ness and utility of new inventions [3].
Social and ethical concerns are separate
issues to be dealt with by other means
[4]. It is also argued that the patent sy-
stem may not be an effective mecha-
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nism for dealing with social and ethical
considerations because it was not desig-
ned to address such issues [5]. In 2002
the Organisation for Economic Coopera-
tion and Development Working Party
on Biotechnology Report (OECD Re-
port) stated in its report that it was ge-
nerally agreed that «in cases where fun-
damental ethical decisions are at stake,
the debate needs to take place in society
at large rather than in the patent offi-
ces, which have no special authority in
moral matters» and that intellectual
property law is «fashioned primarily to
promote inventiveness and the disclosu-
re of advances in technology» and it
cannot be easily reformed to operate as
an ethical-legal instrument of public po-
licy at all and in the sphere of biomedi-
cal researches in particular [6]. Howe-
ver, it is difficult for us to accept men-
tioned above positions. We undoubtedly
trust that the instruments of intellectu-
al property law could be the proper
mechanism for harmonization of scien-
ce and morality.

According to the Ukrainian Law «On
Protection of Rights on Invention and
Utility Models» the legal protection
shall be granted to an invention (utility
model) that does not contradict the pub-
lic order, humanity and morality and
complies with the requirements of pa-
tentability [7].

So, Ukrainian patent system has so-
cial and ethical dimensions, which dif-
fer according to the type of invention.
Actually in considering reforming of
the Ukrainian patent system (as it ap-
plies to the results of biomedical rese-
arches, genetic materials and technolo-
gies) the economic dimensions of the
patent system cannot be divorced from
their social or ethical impact into the
patent system and it also has social and
ethical dimensions, which differ accor-
ding to the type of invention. In Ukraine
the lack of the ethical norms in national
legislation in the sphere of protection
of human rights in biomedical researc-
hes is a great obstacle to national bio-

medical researches and makes them in-
valid for international scientific com-
munity. Despite the fact that Ukraine
is a member-state of major internatio-
nal legal documents in the sphere of
Human Rights and protection of human
beings in the field of biomedical rese-
arches, it has no proper domestic legi-
slation with enough level of protection
of individuals in such sphere.

In Ukraine there is a lack of such
kind of scientific works which could be
the doctrinal background which consoli-
date modern morality, ethics of science
and law on the basis of the secular bac-
kground. This problem arises in parti-
cular from the problem of the govern-
mental financial support of such kind
of researches and this gap in secular
doctrine is filled by the representatives
of wvarious religious denominations
which try to have influence also on the
law-making procedure as well as to the
social consciousness. Ukrainian scienti-
fic community could reach the success
in resolving of this social and legal pro-
blem basing on the theory of «ethics of
social consequences» which is establis-
hed by one of the best modern scientist
in the sphere of modern ethics —
V. Glushman.

The ethics of social consequences is
one means of satisfying non-utilitarian
consequentialism. It is characterized by
the principles of positive social conse-
quences, humanity, human dignity, le-
gality, justice, responsibility, tolerance
as well as moral obligation [8]. The aut-
hor together with V. Glushman accepts
the idea that human society has been fo-
unded through the idea of social cont-
ract, and that its being is possible only
due to that social contract performed on
the international level, for example, like
international cooperation in trade, he-
alth and environmental care and so on.

It is very important to accept one of
the V. Glushman principles that the es-
sential principle for the performing of a
social contract is a cooperative idea for
the sake of the protection of human be-
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ings. It follows that one of the aims of
humankind is a stable community as
well as society, where the individual de-
legates a part of itself to rights and free-
doms that benefit the social institution.
That institution has the duty to protect
and pursue its rights and justified inte-
rests in accordance with rights and justi-
fied interests of other concerned people.

The fulfilling of humanity, the im-
plementation of principles of respect
for human dignity in the sphere of sci-
entific researches should be implemen-
ted into the national Ukrainian legisla-
tion on the basis of common sense mo-
rality.

The priority and absoluteness of
rights is often gist for ethical debates.
There are different views on the extent
to which patent law itself should recog-
nise social and ethical considerations,
for example, through new criteria for
patentability. One view is that social and
ethical considerations are better addres-
sed through direct regulation of the use
or exploitation of patented inventions,
rather than through the patent system
directly. In contrast, it has been sugge-
sted that we should change the way we
think of the patent system, so that pa-
tent law is seen «as a regulatory mecha-
nism for a number of economic and soci-
al ends-including investment in innova-
tion, access to medicine, protection of
the environment, and the acknowledg-
ment of indigenous knowledge» [9].

On the way of reforming of national
patent system the experience of other
countries in the sphere of implementa-
tion of ethics norm into the patent legi-
slation should create the legal argu-
ments to develop common attitudes.

The Patents Act of Australia does
not contain an explicit mechanism to
allow social and ethical considerations
to be taken into account by patent exa-
miners in assessing the patentability of
a particular invention. Section 6 of the
Patent Act of Australia determines that
an invention should «be not contrary to
the law, nor mischievous to the state by

raising prices of commodities at home,
or hurt of trade, or generally inconveni-
ent». It is arguable that the term «ge-
nerally inconvenient» includes social
and ethical considerations within its
scope [10]. Decisions of the High Court
and the Federal Court contain obiter
dicta suggesting that the «generally in-
convenient» exception incorporates
public policy considerations and may
provide a basis upon which the grant of
a patent could be refused [11]. It is
very interesting for us that Australian
courts have generally declined to rely
solely upon matters of public policy or
ethics under this exception in conside-
ring whether an invention is inappro-
priate subject matter for the grant of a
patent. The courts have suggested that
such issues are to determine for Parlia-
ment, not judges.

The TRIPS Agreement in Article 27(2)
provides that member-states may exclu-
de inventions from patentability if pre-
vention of the commercial exploitation
of an invention is necessary to protect
«ordre public or morality» including «to
protect human, animal or plant life or
health or to avoid serious prejudice to
the environment» [12]. The same provi-
sions have been included in Australia
and United States, Australia-United Sta-
tes Free Trade Agreement, 18.04.2004,
Article 17.9.2(a) [13].

European law also provides an exclu-
sion from patentability on the basis of
«ordre public or morality» in similar
terms to the TRIPS Agreement. The
exclusion is set out in Article 53(a) of
the European Patent Convention (EPC)
[14] establishes the exceptions of paten-
tability, beyond them are the follo-
wings: inventions the commercial ex-
ploitation of which would be contrary
to «ordre public or morality», such ex-
ploitation should not be deemed to be so
contrary merely because it is prohibited
by law or regulation in some or all of
the Contracting States; plant or animal
varieties or essentially biological pro-
cesses for the production of plants or

52

Teopis i npakTrka iHTenekTyanbHOi BnacHocTi - 5/2014



O. Kawunuyesa

MATEHTHE NMPABO

B

animals (except microbiological proces-
ses or the products thereof); methods
for treatment of the human or animal
body by surgery or therapy and diagno-
stic methods practiced on the human or
animal body (except products, in parti-
cular substances or compositions, for
use in any of these methods). The issues
of EPC are also implemented in Europe-
an Parliament’s Directive on the Legal
Protection of Biological Inventions (EU
Biotechnology Directive) [15]. In Artic-
le 39 of this Directive it is determined
that whereas ordre public and morality
correspond in particular to ethical or
moral principles recognized in a mem-
ber-state, respect for which is particu-
larly important in the field of biotech-
nology in view of the potential scope of
inventions in this field and their inhe-
rent relationship to living matter; whe-
reas such ethical or moral principles
supplement the standard legal examina-
tions under patent law regardless of the
technical field of the invention.

Summarizing mentioned above we
could resolved that scientific researches
of human beings should be ethical valid
only if they fulfill the demands which
are determined in Standards and Opera-
tional Guidance For Ethics Review of
Health Related Researches with Human
Participants [16].

Firstly, it is a respect for the person
who incorporates two main ethical con-
siderations. The first one is that respect
for autonomy of person, which requires
that individuals those are capable of de-
liberation about their personal choices
should be treated with respect for their
capacity for self-determination. The se-
cond one is that protection of individu-
als with impaired or diminished autono-
my which requires that those who are
dependent or voluntary be afforded se-
curity against harm or abuse.

Secondly, it is the principle of benefi-
cence refering to the ethical obligation
to maximize benefit and to minimize
harm. This principle gives rise to norms
requiring that the risks of research are

reasonable in the light of the expected
benefits, that the research design be
sound, and that the investigators be
competent both to conduct the research
and to safeguard the welfare of the re-
search subjects. Beneficence further
proscribes the deliberate infliction of
harm on persons; this aspect of benefi-
cence is sometimes expressed as a sepa-
rate principle, nonmaleficence (do no
harm).

Thirdly, it is justice refers to the et-
hical obligation to treat each person in
accordance with what is morally right
and proper, to give each person what is
due to him or her. In the ethics of rese-
arch involving human subjects the prin-
ciple refers primarily to distributive ju-
stice, which requires the equitable di-
stribution of both the burdens and the
benefits of participation in research.
The differences in distribution of bur-
dens and benefits are justifiable only if
they are based on morally relevant dis-
tinctions between persons; one of such
distinctions is vulnerability. Vulnerabi-
lity refers to a substantial incapacity to
protect one’s own interests owing to
such impediments as lack of capability
to give informed consent, lack of alter-
native means of obtaining medical care
or other expensive necessities, or being
a junior or subordinate member of a
hierarchical group. Accordingly, special
provision must be made for the protec-
tion of the rights and welfare of vulne-
rable persons [17].

Ukrainian Law «Principles of Ukrai-
nian Health Care Legislation» [18] esta-
blished the mentioned above principles.
However, these norms have not enough
level of its realization on practice in
reality of research process. Despite that
fact that Ukrainian legislation demands
to establish the local ethics committees
in every institutions providing the bio-
medical researches, national legislation
does not determine the methods of cont-
rol and responsibility for the violation
of such ethical norms. We do not mean
the criminal responsibility for torture,
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first of all we stress that it has to be
strong public control and wide circle of
subjects responsible for the ethical
aspects of process of biomedical resear-
ches and for the ethical aspects of its
result: e.g. expert board of scientific jo-
urnals, publishing houses etc.

Ukrainian scientific society clearly
understands the necessity to harmonize
the national legislation to the EU norms
and standards especially in the sphere
of biolaw andintellectual property law
on the principles of Helsinki Declara-
tion and Convention on Human Rights
and Biomedicine.

For the achievement of such impor-
tant goal it has been established the Cen-
ter for Harmonization of Human Rights
and Intellectual Property Rights of In-
tellectual Property Research Institute of
National Academy of Law Sciences of
Ukraine (hereinafter — the Center) [19].

Actually in Ukraine the Center has the
following background for its researches:

1) the Ukrainian Governmental Pro-
gram on Providing of the Biotech-
nological Researches in Ukraine de-
mands the professionals with inter-
national experience in the field of
legal regulation of such researches
to work out the national legislation;

2) the participation of the Intellectual

Property Research Institute of the

National Academy of Law Sciences

of Ukraine in the drafting process

of national legislation in the sphere
of Dbiotechnologies, medicine and
pharmacy in the following fields:
the obtaining, saving and using the
human genetic information;

-the protection of human rights
while providing the prognostic ge-
netic researches;

-the implementation of ethical
norms into the intellectual property
law legislation (the ethical respon-
sibility of the objects of intellectual
property);

+the protection of the human beings
in the field of biotechnologies and
medicine;

- the establishing of ethical review
committees and ethical responsibili-
ty of protocol designs.

The Center has the scientific prioriti-
es which are determined in the Concep-
tion of the Development of Scientific Di-
rection: «Harmonization of Human
Rights and Intellectual Property Rights
in the Sphere of Medicine and Pharma-
cy» [20]. The main actual scientific di-
rection of the Center’s researches is «Et-
hical Standards and Legal Regulations
for the Researches with Human Beings»
which is providing from the point of
analyses of ethical aspects of the priority
and absoluteness of human rights in the
sphere of biomedical researches and its
scientific results (intellectual property
objects) on the basis of social contract
which will be implementing in different
norms of the national legislation.

The research of the ethical aspects
of biomedicine researches includes the
following issues:

+ethical justification and scientific
validity of biomedical researches
involving human beings (ethical
responsibility in a protocol design);
the social and law-making role of
ethical review committees;

-ethical review of external sponso-
red research including the ethics
of ensuring risks and potential be-
nefits;

- ethical and psychological aspects of
individual informed consent (com-
prehension, renewing, cultural con-
sideration, use medical records and
biological specimens collected for
other purposes, wave of consent re-
quirements, consent of vulnerable
individuals);

-ethics of using identifiable and
non-identifiable materials of human
beings;

- ethics of researches using health-
related registries (databanks of ge-
netic, cancer registries etc.);

«ethical and moral requirements of
the patentability of the intellectual
property objects.

54

Teopis i npakTrka iHTenekTyanbHOi BnacHocTi - 5/2014



O. KawuHnuesa

MATEHTHE NMPABO

B

Summarizing mentioned above we
declare our openness for all scientific
discussions regarding the experience of
implementation of ethical norms and

legal regulations of biomedical researc-
hes on human beings with the purpose
of legitimization of such scientific re-
sults. ®

moral standards into the legislation in
the sphere of harmonization of human
rights and intellectual property rights,

CnucoK BUKOPUCTAHUX [IKepet

1. European Union — Ukraine Association Agreement [Electronic resource]. — Access
mode : http://eeas.europa.eu/ukraine/assoagreement/assoagreement-2013_en.htm.

2. 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 [Electronic resource]. — Access mode :
http://conventions.coe.int/Treaty/Commun/QueVoulezVous.asp?CL=ENG&NT=164.

3. R. Crespi. Patenting and Ethics: A Dubious Connection (2001/2002) 5 Bio-Scien-
ce Law Review 71.

4. C. Ho. Building a Better Mousetrap: Patenting Biotechnology in the European
Community (1992) 3 Duke Journal of Comparative and International Law 173,
195 cited in B Looney, ‘Should Genes be Patented? The Gene Patenting Contro-
versy: Legal, Ethical, and Policy Foundations of an International Agreement’
(1994 ) 26 Law and Policy in International Business 101, 121.

5. C Baldock and others. Report @ 150: Patentability Requirements and Scope of
Protection of Expressed Sequence Tags (ESTs), Single Nucleotide Polymorp-
hisms (SNPs) and Entire Genomes (2000) 22 European Intellectual Property
Review 39, 40.

6. Organisation for Economic Co-operation and Development, Genetic Inventions,
Intellectual Property Rights and Licensing Practices: Evidence and Policies
(2002), 75.

7. Law of Ukraine «On the Protection of Rights to Inventions and Utility Models» //
The Official Journal of the Verhovna Rada (Parliament) of Ukraine [OJU]. —
1994. — Ne 7.

8. Vasil Gluchman. Human Being and Morality in Ethics of Social Consequences
(Problems in Contemporary Philosophy. — Edwin Mellen Pr (November 2003). —
185 p.

9. Australian Centre for Intellectual Property in Agriculture, Submission P81, 16
April 2004; B. Sherman. Regulating Access and Use of Genetic Resources: Intel-
lectual Property Law and Biodiscovery (2003 ) 25 European Intellectual Property
Review 301

10. P. Drahos. Biotechnology Patents, Markets and Morality (1999) 21 European
Intellectual Property Review 441, 441. See also D. Nicol. Should Human Genes be
Patentable Inventions under Australian Patent Law? (1996 ) 3 Journal of Law
and Medicine 231, 241-242; M Forsyth, ‘Biotechnology, Patents and Public Po-
licy: A Proposal for Reform in Australia’ (2000) 11 Australian Intellectual Pro-
perty Journal 202, 215-218.

11. Joos v Commissioner of Patents (1972) 126 CLR 611, 623; Advanced Building
Systems Pty Ltd v Ramset Fastners (Aust) Pty Ltd (1998) 194 CLR 171, 190,
Anaesthetic Supplies Pty Ltd v Rescare Ltd (1994) 50 FCR 1, 41; Bristol-Myers
Squibb Company v FH Faulding & Co Ltd (1998) 41 IRP 467, 479—481, on ap-
peal to the Full Federal Court; Bristol-Myers Squibb Co v FH Faulding & Co Ltd
(2000) 170 ALR 439, 444—445.

Teopisa i npakTvka iHTenekTyanbHoi BnacHocTi - 5/2014 55



O. Kawunuyesa

)

~
D MATEHTHE MPABO

12. Yz00a npo mopzigenvHi acnexmu npasé inmeaexkmyanvHoi éiacHocmi [ EjexmopHh-
Huil pecypc]. — Pexcum docmyny : htip://zakond.rada.gov.ua/laws/show/981 01.

13. Australia—United States Free Trade Agreement [Electronic resource]. — Access
mode : http://www.dfat.gov.au/fta/ausfta.

14. European Patent Convention, entered into force on 07.10.1977, art 53(a) [Elec-
tronic resource]. — Access mode :@ http://www.epo.org/law-practice/legal-
texts/epc.html.

15. Directive 98/44/EC of the European Parliament and of the Council of 06.07.1998 on
the legal protection of biotechnological inventions [Electronic resource]. — Access
mode : http://eur-lex.europa.eu/legal-ontent/EN/TXT /2uri=CELEX:31998L0044.

16. Operational Guidance For Ethics Review of Health Related Researches with
Human Participants. — World Health Organization. — 2011. — 55 p.

17. International Ethical Guidelines for Biomedical Research Involving Human Sub-
jects / Prepared by the Council for International Organizations of Medical Sci-
ences (CIOMS) in collaboration with the World Health Organization (WHQO) —
Geneva. — 2002. — 113 p.

18. 3akxon Ykpainu «Ocnosu 3akxonodascmea YKpainu npo 0xopory 30opos’s» // Bi-
domocmi Bepxosuoi Padu Ykpainu (BBP). — 1993. — Née 4. — Cm. 19.

19. Center for Harmonization of Human Rights and IP Rights [Electronic reso-
urce]. — Access mode : http://www.ndiiv.org.ua/en/about-the-institute.html.

20.Conception Of the Development of Scientific Direction: «Harmonization of
Human Rights and Intellectual Property Rights in the Sphere of Medicine and
Pharmacy» [Electronic resource]. — Access mode :
http://www.ndiiv.org.ua/en/conception.html.

Hagiiimia no pepakiii 30.09.2014 poky

Oxcana KammHnesa. dTuuecKkas BasKHOCTh OMOMEIUIIMHCKUX HCCIEIOBAHUN Ha opra-
HU3Me Ye/I0OBeKa KaK 00'beKTOB IMATeHTHOro ImpaBa B YKpauHe. B craTbe aHAIU3UPYIOTCA
TeHJEHIMN Pa3BUTUA 3aKOHOLATEJNLCTBA B c(epe MHTENIEKTYaJbHOM COOCTBEHHOCTU
CKBO3b IIPU3MY MEXIYHAPOLHBIX STUUYECKUX CTAHAAPTOB IIPOBEICHUA MEIUKOOMOJIOrMYe-
CKHX HMCCJIEJOBAHUH C YUACTHEM UYeJIOBeKa. Y KPAMHCKOE 3aKOHOJATEJIbCTBO PacCMaTpHUBa-
eTCs C MEePCIeKTUBhLI NHTErPAli B €BPOIEHCKYI0 IIPABOBYIO MATEPHUIO.

Kaniwouesvle cnosa: mpaBa ueloBeKa, OMOMEIUIIMHCKHNE WCCJIENOBAHUSA, WHTEIIEKTY-
aJbHAs COOCTBEHHOCTDH

Kasyntseva O. Ethical validity of researches on human beings as the objects
of patent law in Ukraine. The article analyzes the development trend of legislation in
the field of intellectual property through the prism of international ethical standards
for biomedical research involving human being. Ukrainian legislation is considered
from the perspective of integration into the European legal matter.
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