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Kamunanesa O. Cyuacui mimHocTi rapmonisanii npas JoOguHN Ta Npas iHTe-
JEKTYyaJIbHOI BJIACHOCTI B cepi 0XOpoHU 3M0POB’d.

CrarTa mprucBIYeHa MIMKIUCIAILIIHAPHAM ACIEeKTAM CYYaCHMUX IIIHHOCTEM rapMOHI3aIil
IpaB JIOAUHHA 1 IIPaB 1HTEJEKTYyaJbHOI BJACHOCTI B cdepli MemwiimHA 1 apmarrii.
HeobxiguicTs monryky 0asiaHCy mpaB JIIOAUHU Ta IPAB 1HTEJIEKTYaJIbHOI BJIACHOCTI BUHUK-
Ja qid YEpaiHu BIOIOBIIHO 10 MIKHAPOTHHUX 3000B’d3aub. CydacH] IIIHHOCTI IIPaB JIIOIU-
HU P0o30aJIaHCOBAHO CYYaCHUMH YCTAHOBKAMMU 1 3aTaJIbHUMU IIPUHITAIIAMHY IIpaBa 1HTEJIeK-
TyasabHOi ByacHocti. OdeBuAHO, IO I MpobJieMa IIoCTajia He JuIle Iiepen YKpaiHoro.
Jlucbamance mMisk mpaBaMu 3 IPaB JIIOAWHY 1 IPAB 1HTEJIEKTYaJIbHOI BJIACHOCTI CKJIAIAETHC
3 BOX OCHOBHHUX YACTHH: IIOPYIIEHHS MpPaB JIOIWHW HA eTaml OTPUMAHHS HaYKOBUX
pe3yJbTaTiB B rairy3l OloMequiimHu Ta apMairli, Ikl MOKYTh OyTH 3aXWINEH] B PeKUMIL
paBa IHTeJEeKTyaJIbHOI BJIACHOCTI; TA IMOPYIIEHHs IIPaB JIOANHY Ha eTaIll 3aXUCTy 00 €KTIB
1HTEJIeKTYaJIbHOI BJIACHOCTI B OlomenuiiuHi Ta dapmMarrii.

Hamonanbua matenTHA pedopma HaIllJleHa HA TapMOHI3aIllio IIPAB JIOAWHU TA IIPaB
IHTEJIeKTYaJIbHOI BJIACHOCTI, IJISIXOM BIIPOBAIMKEHHS THYJYKHX IojoseHb Yrogu TPIIIC,
BIIPOBA/IPKEHHS BUKJIIOUYeHHsS Bosiap, po3poOKa J[leBUX MEXaHI3MIB IIPUMYCOBOIO JIIIEH3Y-
BAHHS, TOIIIO.

Kniouosi cnosa: mipaBa JIIOIWHY, IHTEJIEKTyaJIbHA BJIACHICTH, MOPAJIBbHI TA €TUYHI ITIH-
HOCT1, MeIUIIMHA, (papMalris

The interdisciplinary sphere of ethical doctrine but of international IP Law doc-

values of harmonization of human rights
and intellectual property rights in the
health care (medicine and pharmacy) has
arisen for Ukraine in accordance with in-
ternational obligations. While providing
this research it was determined that the
ethical values of human rights are sys-
tematically misbalanced by modern atti-
tudes and general principles of intellectu-
al property law (hereinafter — IP Law) in
the sphere of medicine and pharmacy. It
became obvious that ignorance of main
ethical values of public interest is not only
the features of Ukrainian national IP Law

trine as well. The misbalance between
human rights and intellectual property
rights has two main parts:

(1) violations of human rights on the
stage of the obtaining of the scientif-
ic results in medicine and pharmacy
which could be protected in the
regime of IP Law; and

(1) violations of human rights on the
stage of protection of the intellectual
property objects in medicine and
pharmacy.

The biggest challenge is to determine
the balance between the intellectual
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property rights and human rights. We
clearly understand that such balance has
internal contraventions which demands
absolutely new attitude to its resolve on
the basis of the principle of «responsible
innovation» in biomedicine and pharmacy.

Theoretical position of the research of
the mentioned issues is based on the ex-
perience of the Center for Harmonization
of Human Rights and IP Rights of Intel-
lectual Property Research Institute of
National Academy of Law Sciences of
Ukraine (hereinafter — IP Research In-
stitute of NALSU). The main achieve-
ment of the abovementioned Center in
Ukraine is the creation of the opinion in
Ukrainian scientific society that respon-
sible innovations in the sphere of bio-
medicine and pharmacy are oriented not
only towards competition and economic
growth, but also towards values tran-
scending an individual. The strategy of
Ukrainian patent reform, in the sphere
of medicine and pharmacy on the one
hand has taken progressive European
standards of protection of intellectual
property objects in the sphere of medi-
cine, but on the other — goes towards the
rethinking of general principles of future
of intellectual property doctrine on the
basis of necessity of resolving of social
and ethical concerns.

The Scientific Conception of Harmo-
nization of Human Rights and IP Rights
is an integral part of the National Policy
of the Development of Law in Ukraine
adopted in March 4, 2016 by the Nation-
al Academy of Law Sciences of Ukraine.
The author of the presented research
is a scientific supervisor of PhD students
of IP Research Institute of NALSU.

The methodology which should be used
in the research of balance of human rights
and intellectual property Rights is a com-
parative analysis of the various paradigms
in ethics, deontology, philosophy of science,
law and bioethics from the point of harmo-
nization of the interests of researcher, in-
ventor, individuals as an object of the bio-
medical research and public interest and
its impact into the future IP Law.

And the objectives of the research are
to consolidate modern morality, ethics of
science and law on the basis of the secu-
lar background into the modern doctrine
of IP Law in the sphere of biomedicine
and pharmacy and to contribute such re-
sults into international doctrine of IP
Law and bioethics. The main result of
providing research could be transmuted
into the new doctrine of IP Law which
has to be based in the modern values of
human rights.

It 1s possible to presume the success-
ful cooperation between different scien-
tific institutions which could create mod-
ern interdisciplinary paradigm of human
values in IP Law.

To achieve the mentioned goal the
Center for Harmonisation of Human
Rights and IP Right determines the
strategy which includes the following is-
sues:

(1) ethical justification and scientific va-
lidity of biomedical researches in-
volving human beings (ethical re-
sponsibility in a protocol design) and
the protection of the result of such
research in the object of IP Law;

(i))the social and law-making role of
ethical review committees;

(i)ethical review of external sponsored
research including the ethics of en-
suring risks and potential benefits;

(iv)ethical and legal aspects of organiza-
tion of biobanks;

(v) ethical and psychological aspects of
individual informed consent (compre-
hension, renewing, cultural consider-
ation, use medical records and biolog-
ical specimens collected for other pur-
poses, wave of consent requirements,
consent of vulnerable individuals);

(vi)ethics of using identifiable and non-
identifiable materials of human be-
ings;

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

(vill) ethical and moral requirements of
the patentability of the intellectual
property objects;
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(ix)the world experience in the field of
working out of national legislation in
the sphere of protection of Human
Rights in biomedicine and pharmacy
from the point of the principles of the
main international conventions, in
particular, the legislation regulating
aspects of prenatal genetic research-
es and legal status of human embryo
and public interest;

(x) comparative analysis of the legal pro-
tection of the objects of biotechnolo-
gies (in particular human beings) as
the objects of the Patent Law in EU
countries, USA and Canada;

(xi)comparative analysis of the legal
protection of assessments to treat-
ments and pharmaceuticals on the
basis of avoiding the economical dis-
crimination.

The modern Ukrainian situation, the
existence of political will and interna-
tional support give the big chance to re-
form Ukrainian patent system in the
sphere of medicine and pharmacy in ac-
cordance with the highest standards of
rule of human rights.

Let us pay proper attention to changes
which take place in the international
legal doctrine of Intellectual Property.

The World Intellectual Property Orga-
nization Committee on the Law of
Patents was meeting this summer.
Among the agenda items: updates to the
international patent system, exceptions
and limitations to patents, quality of
patents, patents and health, confidential-
ity of client-patent advisor communica-
tions, and technology transfer. A recent
developed country proposal relates to in-
creased work-sharing among patent of-
fices. Also on the table this week is a new
proposal to study the assessment of in-
ventive step by patent practitioners [1].

This is only the first step in the frame
of EU. Regarding the least-developing
countries history has deeper legal roots.

The main international document in
the frame of WTO which in one hand
strictly regulated intellectual property
sphere and in other hand gives the liber-

al flexibilities for the least-development
countries in the health care sector.

So on the one hand the TRIPS Agree-
ment [2] sets out detailed obligations
in respect of the protection of inven-
tions, including:

*to recognize patents for inventions in
all fields of technology, with limited
exceptions;

*not to discriminate with respect to the
availability or enjoyment of patent
rights;

*to grant patent rights for at least
20 years from the date of application;

*to limit the scope of exceptions to
patent rights and to grant compulsory
licenses only under certain conditions;

*to effectively enforce patent rights.

But in other hand the country-mem-
bers of WTO should comply with the
minimum standards of the TRIPS Agree-
ment. Moreover, they can adopt mea-
sures which are conducive to social and
economic welfare (Article 7 of the TRIPS
Agreement), such as those necessary to
protect public health, nutrition and the
public interest in sectors of vital impor-
tance for their socio-economic and tech-
nological development. Countries can
also adopt measures to prevent the abuse
of intellectual property rights (Article 8.1
and 8.2 of the TRIPS Agreement) [3].

The strategy of Ukrainian patent re-
form in the sphere of health care should
be harmonized to the European Legisla-
tion, the legal protection shall not extend
to such technology objects:

stherapeutic and surgical methods of
treatment of humans and animals;

*methods of diagnostic and preven-
tion of diseases that may be used for
treatment of humans and animals;

*human organism on the different
stages of growth and development
and simple discovery of elements of a
human being, for example sequence
or partial sequence of the genes;

*new use of known substance;

enew forms of previously known sub-
stances such as: salts, esters, ethers,
polymorphs, metabolites, isomers,
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isomers mixtures, combination of
known compounds and other de-
rivate forms of previously known
substances.

We also would like to use the Polish
experience of modern understading of
the abuse of intellectual property rights.
Thus, according to Article 68 of Idustrial
Property Law of Poland: «Uprawniony z
patentu lub z icencji nie moze naduzywac
swego prawa, w szczegélnoSci przez
uniemozliwianie korzystania z wynalazku
przez osobe trzecia, jezeli jest ono
konieczne do zaspokojenia potrzeb rynku
krajowego, a zwlaszcza gdy wymaga tego
interes publiczny, a wyréb jest dostepny
spoteczenstwu w niedostatecznej ilosci
lub jakoéci albo po nadmiernie wysokich
cenach» [4].

So we shall not ignore the possibility
to determine the abuse of rights deriving
from the patent in medical field. The per-
son who owns the intellectual property
rights for an invention (utility model) in a
medical sphere on the basis of a patent or
a license agreement, has no the right to
prevent third parties to use the invention
(utility model) for public health protection
when it leads to a violation of the human
right of access treatment due to lack of
medicine in Ukraine or high prices.

The dispute about the abuse of intel-
lectual property rights shall be settled in
a court on the basis of claim of any per-
son who considers that his rights or legit-
imate interests affected by the abuse of
intellectual property rights or the suit of
the central body of executive power,
which formulates and implements poli-
cies in the field of healthcare.

The dispute about the abuse of rights
deriving from the patented invention in
medical field as a result of the issuance
of a supplementary protection certificate
shall be resolved in court at the suit of
any person who considers that his rights
or legitimate interests affected by the
abuse of intellectual property rights or
the suit of the central executive body
that forms and implements policy in
health care.

The other important modern value of
IP Law is the Bolar provision. In patent
law, the research exemption is an exemp-
tion to the rights conferred by patents,
which is especially relevant to medicines.
According to this exemption, despite the
patent rights, providing the researches
and tests for preparing regulatory ap-
proval, for instance by the FDA in the
United States or by the State Expert
Center of Ministry of Health of Ukraine
does not constitute infringement for a
limited term before the expired of paten
validity.

«The principle behind the Bolar ex-
emption is that generic companies should
be in a position to take the necessary
preparatory measures in order to be able
to enter the market without delay once
patent protection expires» [5].

This exemption allows generic manu-
facturers to prepare generic drugs in ad-
vance of the patent expiration.

The next important mechanism to im-
plement modern values in IP Law is to
use the mechanism of compulsory licens-
ing in ordre public by the legal instru-
ments of intellectual property and anti-
monopoly legislation.

Summarizing mentioned above we de-
clare our openings for all scientific dis-
cussions regarding the experience of im-
plementation of ethical norms and moral
standards into the legislation in the
sphere of harmonization of human rights
and intellectual property rights, legal
regulations of biomedical researches on
human beings with the purpose of legit-
imization of such scientific results.
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Kamuunesa O. CoppeMeHHbIE HEHHOCTH rAPpMOHU3AUY IIPAB Y€JIOBEKA U IIPaB
MHTEJUJIEKTYAJILHOUM coOCcTBeHHOCTU B cdhepe 3apaBooxpaHenus. CTaThs IOCBAIIEHA
MEeKIUCITATLINHAPHBIM aCIIeKTaM COBPEMEHHBIX IIeHHOCTeH rapMOHHU3AIUY IIPaB YeJIOBeKa
¥ [IpaB WHTEJUIEKTYaJIbHON COOCTBEHHOCTH B cdepe MenuimHbl u apmarun. Heobxomu-
MOCTH ITOVCKA 0ajiaHca MpaB YeJI0OBEKA U IIPAB MHTEJUIEKTYaJIbHOM COOCTBEHHOCTH BO3HUK-
Ja ajs YKpPawmHBL B COOTBETCTBUU C MEKIYHAPOIHBIMU obOsi3aTesbcrBamu. CoBpeMeHHBIE
IIEHHOCTH MIPAaB YeJIOBeKa pa3baiaHCUPOBAHBI COBPEMEHHBIMU YCTAHOBKAMHU U OOIIMMU
MPUHIIATIAMY IIPaBa WHTEJIEKTYaIbHOM coocTBeHHOCTH. OUeBHUIHO, UYTO JaHHAS IIpobema
BO3HUKJIA HE TOJIBKO mepen Y kpauHoi. JlucbamaHe MeskIy IpaBamMu 110 IIPAaBaM dejioBeKa 1
IpaBaM MHTEJJIEKTYaJIbHOM COOCTBEHHOCTH COCTOUT M3 JBYX OCHOBHBIX YaCTEN: HAPYIIIEHUS
IpaB YeJO0BEKA HA 9Talle IOJIyYeHHUsI HAYYHBIX PE3yJIbTATOB B 00JIaCTH OMOMEqUIIMHEL
" (papMaImy, KOTOpbie MOTYT OBITH 3AIUINEHBI B PEKUMe IIpaBa MHTEJJIEKTYAJIbHON CO0-
CTBEHHOCTH; ¥ HAPYIIIEHUS IIPAB YeJIOBEKa Ha dTalle 3alATh 00beKTOB NHTEJJIEKTYaJIbHON
COOCTBEHHOCTH B OMOMequIInHe U (DapMAIIHH.

Hamnmonansaas nmarenTtHast pedopma HalleJieHA HA TAPMOHHU3AIIWIO IIPAB YeJI0BeKa
¥ IIpaB WHTEJUIEKTYaJIbHOM COOCTBEHHOCTH, IIyTeM BHeIpeHus ru0Okux mososkennii Coria-
menus:t TPUIIC, Buenpenue uckiouenus Bosap, paspaboTka TeHdCTBEHHBIX MEXaHU3MOB
MIPUHYIUTEIEHOTO JIUIEH3UPOBAHUS U T. JI.

Kniouesvie cniosa: mpaBa 4esioBeKa, MHTEJJIEKTyaJIbHAST COOCTBEHHOCTb, MOPAJIbHEIE
¥ 9THYECKUe IIeHHOCTH, MeIUITNHA, (papMalius

Kashyntseva O. Modern values of harmonization of human rights and intel-
lectual property rights in health care. The article is devoted to interdisciplinary as-
pects of modern values of harmonization of human rights and intellectual property rights
in the sphere of medicine and pharmacy. The necessity to find a balance between human
rights and intellectual property rights arose in Ukraine in accordance with international
obligations. Modern human rights values unbalanced by modern facilities and the gener-
al principles of intellectual property rights. It is obvious that the problem arose not only
for Ukraine. The imbalance between the rights of human rights and intellectual property
rights consists of two main parts: the human rights violations at the stage of obtaining scien-
tific results in biomedicine and pharmacy, which can be protected in the mode of IP rights;
and human rights violations during the protection of intellectual property in biomedicine
and pharmacy.

National patent reform aims to harmonize rights and intellectual property rights, by
implementing flexible provisions of the TRIPS Agreement, implementation Bolar excep-
tion, development of effective mechanisms for compulsory licensing, and so on.

Keywords: human rights, intellectual property, moral and ethical values, medicine,
pharmacy
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