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In the article we are considering the role and the current place of the intellectual property in the pharmaceutical
Industry in Ukraine. For doing that in the right way the role of IP in the global pharmaceutical industry was
considered, within this question was highlighted the main tendency — constantly growing number of patents,
and most of them are secondary. And researchers agreed, that the quality of patents for pharmaceuticals nowadays
is lower than average, and lower than quality of the patents in other less mature fields. In the same time,
Ppharmaceuticals also a high accounting rate of return worldwide, and in Ukraine as well. Looking on the situation
inside the pharmaceutical market in Ukraine, we can claim that it is one of the fastest growing (have the second
indicator of growth per year in Europe), and in spite of all challenges Ukrainian economy faces stays one of the
most stable and the most promising area. Ukrainian pharma market has a significant export potential, high
levels of investment and shows growing presence in foreign markets. All of these characteristics represents the
great basis for the industry to grow and develop rapidly and effectively. Buf, this rapid growth and opportunity
ofentering European market slowed down by problems when it comes to intellectual property. According to the
European Commission annual report on the situation with the protection of intellectual property in third countries,
Ukraine is on the list of the biggest copyright infiingers. There are legislative gaps in Ukraine in terms of protection
ofintellectual property rights and producers of original products, no or ineffective legal mechanisms to challenge
unfair trademark registration, widespread transit of counterfeit and pirated products to EU markets. Among the
industries most affected by copyright infringement, the Furopean Commission s representatives are primarily
pharmaceuticals. The only way to move forward and make over the situation is to provide fast changes to the
legislation and to the norms of IP regulation. The Cabinet of Ministers of Ukraine approved the Concept of
reforming the state system of legal protection ofintellectual property in Ukraine, which defines the conceptual
foundations of state policy in the field of intellectual property, including pharmaceuticals. This Concept envisages
a number of changes in the system of public administration in the field of IP legal protection, that began to be
actively implemented at the end of 2019.
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Y crarri Mmu po3ragaaemo poas ra cyd4acHe micre IHTeAeKTyaAbHOI BAACHOCTI y hapMalieBTHYHIA raay3i B
Y&paiHi. Arsg npaBuAbHOIO po3rasgAy poAi IB y cBITOBIH ¢hapManeBTHYHIH IIPOMHCAOBOCTI OYA0 BHCBITAEHO OC-
HOBHY TeHAEHIII0 — IIOCTIHHO 3P0CTar4a KiAbKICTb ITaTEeHTIB, I OIABIIICTH 3 HHX € APYTOPIAHUMHA. I A0CAiAHH-
KH ITOTOAHAHCH, II[O AKICTh ITATEHTIB Ha (hapMayeBTHYHI IperiapaTH HAHI HIDKYd 3d CEPEAHI0 Td HH)KYY 3d SIKICTh
IIaTeHTIB B IHIIHX MEHII 3PIAHX rdAy35X. Y ToH JKe 9ac papMareBTHYHI IpernapaTH TAKOXX MaTh BHCOKHH I10-
KasHHK IPHOYTKY y BCbOMY CBITI, @ TAKOX B YKpaiHi TaKoX. AHBASTYHCH Ha CHTYaLir0 BCEPEAHHI papMaljeBTHY-
HOTro pHHKY B YKpaiHi, MOJKHa CTBEPAKYBATH, IO BIH € OAHHM i3 HAHOIABII HIBHAKO3DOCTAIOYHX (MAEMO ADY-
rud MoKa3HHAK 3POCTaHHA Ha PIK y €BPOITI), i, OMPH BCI BUKAHKH, 3 IKHMH CTHKAE€ThCSA YKPAIHChKa eKOHOMIKA,
3aAHIIAETH CI OAHIEI0 3 HAHOIABII CTaAOIAbHHX | HAHOIABII TePCIIEKTHBHUH PAHOH. YKpaiHCbKHH (hapMaleBTHY-
HHH pHHOK Mae€ 3Ha YHHH eKCIIOPTHHH IOTeHI[iaA, BHCOKHH pPIBEHb IHBECTHLIH Td AEMOHCTPY€ 3PDOCTaAr0Yy IIPH-
CYTHICTH HA 30BHIIIHIX pHHKAX. YCI i XapaKTePHCTHKH € YYAOBOK OCHOBOK AAS HIBHAKOIO Td €)eKTHBHOIO
3POCTaHHS Td PO3BHTKY raAy3l. Ale fe cTpiMKe 3pOCTaHHS Td MOKXAHBICTh BHXOAY HA €BPOIEHCbKHH PDHHOK
CIHOBIABHIOIOTHCS IPOOA EMaMH, IJO CTOCYIOThCS IHTEAEKTYAaAbHOI BAaCHOCTI. 3riAHO 3 IJOPIYHHM 3BITOM EBpPO-
IIeHChKOi KOMICII IIPO CATYyaLiro i3 3dXHCTOM IHTeAEeKTyaAbHOI BAdCHOCTI B TpeTIX KpaiHax, YKpaiHa BXOAHTh AO
CITHCKY HaHOIABIINX ITOPYIIHHKIB @ABTOPChKHX MpaB. B YKpaiHi € nporaAuHu B 3aKOHOAABCTBI I[OAO 3aXHCTY
paB IHTeAeKTyaAbHOi BAACHOCTI Ta BHPOOHUKIB OPHTIHAABHOI IPOAYKIIi, BIACYTHI 00 Heeq@eK THBHI IpaBoBi
MexaHIi3MH AN OCKap>XKeHHS HEAOOPOCOBICHOI peecTpallii ToBapHHX 3HAKIB, IIHPOKOI0 TPAH3HUTY KOHTPApaKT-
Hoi Ta miparcekoi npoaykyii Ha puaku €C. Cepea raay3ed IpOMHCAOBOCTI, IKI HAHOIAbIIIE MOCTPAKAAAH BIj
HopyIieHHS aBTOPCEKHX IPaB, IIPEACTaBHHKaMH E€BporiedcbKoi KoMmicii € Hacammepes papmareBTHYHI Ipena-
pard. EAHHUY CcIIOCiO MIPOCYHYTHCA BIIEPEA Ta 3MIHHTH CHTyalil0 — Ije IIBHAKI 3MIHH A0 3aKOHOAABCTBA Ta
HopM peryaroBaHHA IB. Kaoiner MiHicTpiB YKpainu 3arBepAuB KoHpenniro pegpopmyBaHHA Aep>KaBHOI cucre-
MM IIPABOBOI0 3aXHCTY IHTEAEKTYaAbHOI BAdCHOCTI B YKPAiHI, IKa BH3HA94€ KOHIENTyaAbHI OCHOBH A€pP>XKaB-
HOi moAITuKH y cgpepi IHTeAeKTyaAbHOI BAaCHOCTI, 30KpeMma papmayeBrudHoi. [{g KoHneniia nepeabayaec HH3-
Ky 3MIH y CHCTeMI Aep>KaBHOI0 yIIPABAIHHS B raAy3i IPaBOBOi 0XOPOHH IHTeAEKTYaAbHOI BAdCHOCTI, IKI M04a-
AH aKTHBHO BIIPOBAAXYBaTHCT HanpHKIHGI 2019 poKy.

Key words: intellectual property, pharmaceuticals, generics, patents, investment, legislation.
Kn10406i caoba: inmeaexmyarvra 6aacuicme papmayebmuxa, dxenepuru, namenmu, innobayii, 3axonodabembo.

INTRODUCTION
One of the most profitable and fast-growing sectors of
the world economy, which occupies a special place in the

ANALYSIS OF RECENT RESEARCH
AND PUBLICATIONS
The current research is based on analytic data from

economic system of each country, is the pharmaceutical
industry. This isdue to the social significance of the products
of this industry, the high degree of state regulation of the
range and volume of its production, knowledge intensity and
investment attractiveness of the industry.

Over the past 100 years, the private sector has develo-
ped almost alfl)the drugs, therapies and vaccines available
on the market. In the United States, for example, phar-
maceutical companies' investment in research and
development (R&Dﬁhas grownsteadily over the past 15 years,
leading to a doubling of spending by the state's National
Institutes of Health. In Japan, the cost of research projects
in the field of pharmaceuticals is 17.3% of sales, in the US
this figure — 15.5%, in the European Union (EU) — 14.1%.
No other industrial sector can boast of such intensive R&D
activity. Compared to other industries, the pharmaceutical
R&D industry accounts for most of the investment in
research and development, even in times of economic and
financial crisis [8].

Such innovation priorities are understandable; as
pharmaceutical research plays a crucial role in improving
public health around the world. Therefore, the cost of
research projects in pharmaceuticals is constantly
growing.

European reports, like Report on the protection and
enforcement of intellectual property rights in third
countries [1]; Intellectual property Ukrainian National
Office [19], and Official web portal of the Parliament of
Ukraine [2;10].

About the pharmaceutical market in Ukraine and IP
protection within it write Ukrainian researchers such as
Androshchuk H., Rabotiahova L., Dukhovna O., Kondratiuk S.,
Kucherenko S., Tryfomenko M., Vorozhevich, A. [11—14;
16—18; 20—21].

FORMULATION OF THE OBJECTIVES
There is evidence that intellectual property regulation
and protection plays a significant role in effective
pharmaceutical industry functioning, in particular in
Ukraine. Thereby, the main goal of the current research is
analysis of exciting problems, and perspectives of improving
IP regulation within Ukrainian pharmaceutical market.

RESULTS OF THE RESEARCH
THE ROLE OF IP IN THE PHARMACEUTICAL
INDUSTRY
According to the analysis, today only 45% of issued
patents for pﬁarmaceuticals in the world are valid. For
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Figure 1. Number of primary and secondary pharmaceutical patents according
to the European Commission report

Source: compose by the authors based on [1].

others, the term of legal protection has expired [21]. The
share of truly innovative drugs in the world continues to
decline. 90% of patented developments in this field are
analogues — new dosage forms of known compounds or
their new methods of application. According to the World
Intellectual Property Organization (WIPO), since 2007,
applications for inventions in the pharmaceutical industry
have been steadily declining. 2012 went down in the history
of the global pharmaceutical industry as a year of patent
collapse — more than 40 brandslost patent protection with
annual sales of about § 35 billion USA. According to expert
estimates, by 2015, patent protection was lost to drugs
Fll(l)i:kbusters, the total annual sales of which is $ 150 billion

According to the report of the European Commi-
ssion, the number of applications for pharmaceutical
patents doubled, with 87% of them are secondary (see
Fig. 1), i.e not for the active substance itself, but for the
method of its production, dosage form and composition
of relevant drugs, etc. This poses serious difficulties in
creating generic versions. This was due to the followin
interventions: patent clusters (each drug can be rotecte§
by dozens of patent families); litigation with generic
companies initiated by originator companies; bilateral
agreements between generic and innovative companies
to delay the introduction of generics into markets; patent
management during the life cycle of drugs with the
acquisition of new patents; interference with generics
marketing permits.

At the same time, a characteristic feature of the
pharmaceutical sector is also a high accounting rate of
return, which is 2—3 times higher than the average of the
companies on the Fortune 500 list. However, it should be
borne in mind that along with the high rate of return for
pharmaceutical companies is characterized by high growth
in R&D investment. Despite the sharp rise in I{&S spending
inrecent decades, the number of new chemical compounds
(NHCs) being introduced into production worldwide,
especially compounds that provide significant
breakthroughsin medicine, has grown moreslowly. Factors
such as complications of diseases for which appropriate
drugs are prescribed and complications of appropriate
technologies play a role in this lag. OECD expertsnote that
"the growing activity of patent activity has been
accompanied ﬁy adecline in the quality of patents over the
past two decades by an average of 20%," and that the quality
of patents for pharmaceuticals is lower than average and
lower quality patents in other less mature fields.
Accordingly, the quality of patent applications filed by
pharmaceutical companies in Ukraine and other countries
and patents issued by offices remains low [16].

UKRAINIAN PHARMACEUTICAL MARKET AS A
FRAMEWORK FOR IPDEVELOPMENT

The pharmaceutical industry, according to the OECD
classification, belongs to science-intensive industries and,
according to Eurostat, is the world leader in high-tech
industries in terms of gross value added per employee. At
the same time, about 1/5 of all R&D expenditures in the

2,7

1144

Sales, min of packages
82010 22012 £2014 82016 £2018

Figure 2. Ukrainian pharmaceutical market volume and number of sales 2010—2018

Source: compose by the authors based on [5].
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Table 1. Top 10 export countries of the Ukrainian
pharmaceutical industry

Country | Export volume, USD
Uzbekistan |41,000.000
Kazakhstan | 19,000.000
Russia 19,000.000
Brazil 17,000.000
Belarus 16,000.000
Moldova 14,000.000
Azerbaijan | 11,000.000
Georgia 9,000.000
Kyrgyzstan | 5,000.000
Iraq 4,000.000

Source: compose by the authors based on [5].

world are accounted for by pharmaceutical production. The
pharmaceutical market in Ukraine is one of the fastest
growing — 15—20% per year. This is the second indicator
among the CIS countries. The drug market is one of the few
in Ukraine that is developing dynamically. Ukraine is one
of the largest drug manufacturers in Eastern Europe. The
pharmaceutical market is of the economy: despite the
devaluation of the national currency, which has tripled,
military action, declining incomes, the market continues to
grow in the national currency.

Pharmaceuticals in Ukraine is an industry that develops
the national economy. It employs only 0.15% of the total
number of employees, but they create 0.83% of the country's
GDP and provide UAH 24 billion in value added [12]. Figure
2 shows Ukrainian pharmaceutical market volume and sales.

It can be argued that the Ukrainian pharmaceutical
business overcame the crisis of 2014 and is rapidly
recovering. Over the past three years, the industry has
§rown by an average of 11% per year, which is three times

aster than Ukraine's economy as a whole.

Ukrainian pharmaceutical industry has enormous
otential. The market will grow not oni,g quantitatively
ut also qualitatively. Ukrainian pharmaceutical

companies are looking for foreign strategic partners to gain
access to modern innovative technologies; and are
negotiating with the state to participate in government
proCFrams to develop new drugs. Global annual sales of
medicines are projected to grow from the current $ 911 bi-
llion t}Ol $1.25 trillion by 2024. Ukraine will be part of this
rowth.

& Pharmaceuticals is one of the three leading industries
in terms of investment, second only to the food industry.
For every 100 hryvnias of added value created, there are 19
hryvnias of capital investments. The volume of investments
in pharmaceutical production has not yet reached the pre-
crisis level, but the level of their intensity is higher than the
average for the sectors of the Ukrainian economy.

In the world ranking of pharmaceutical exporters in
2017, Ukraine ranked 61st with $ 0.18 billion. This indicates
asignificant export potential of Ukrainian pharmaceuticals;
whose production is GMP certified.

In 2018, Ukrainian pharmaceutical products were sold
to 81 countries (export geography shown at the Table 1),
while in 2017 — only up to 50. Exportsales in 2018 amounted
to $ 184 million. Top destinations for the export of
pharmaceutical products remain organic markets of CIS
countries, but market players actively explore other
regions, including the Middle East, Asia-Pacific and EU
countries. During 2016-2018, Ukrainian pharmaceutical
manufacturers received nine GMP certificates from the
regulatory authorities of EU member states, which is a
prerequisite for entering European markets.

The domestic market is characterized by a high level of
competition and a low level of consumption of medicines
per capita. Its growth isslowed by low incomes, high over-
regulation and incomplete health care reform. 997 of the
cost of medicines in Ukraine is financed directly by the
population, while in European countries a significant share
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of the cost is covered by health insurance and government
programs. Drug consumption per person in Ukraine is $ 73,
which is about 10 times less than in the United States. In
2018, Ukraine reached the pre-crisis level of 2014 on this
indicator. The driver of change may be the development of
healthinsurance and the Affordable Care Act.

Pharmaceutical markets continue to be one of the most
controlled by government agencies. The Antimonopoly
Committee of Ukraine has historically paid special attention
to the development of pharmaceutical markets. Among the
most pressing issues addressed by the regulator over the past
few years is the distribution and advertising of medicines.
As practice shows, not all claims of state bodies to market
playerscan withstand inspection in the courts. The presence
offpositive experience in appealing by market players to
unfounded decisions of regulatory bodies is one of the signs
of the development of the rule of law and the independence
of branches of government.

The strengths of the Ukrainian pharmaceutical industry
are the capacity of the domestic market, significant
experience in the manufacture of medicines, growing
presence in foreign markets, as well as the availability of
the full range OF basic pharmaceuticals, the necessary
scientific and educational base and qualified personnel.

87% of the market isretail. In their structure, almost a
third of the market is in the top 10 companies, six of which
are Ukrainian manufacturers. In general, the share of
domestic companies in the structure of retail sales is 72% in
physical terms and 38% in cash [15].

Foreign companies dominate in segments where they
have protective patents for products, where there are
technological barriersin the production of drugs, as well as
in cases where domestic companies do not have the
economic feasibility of entering the market. All other
market segments are being mastered by domestic industry
at different speeds.

For the fourth year in a row, there is a growth of the
pharmacy segment — both in kind and in monetary terms.
According to the results of 2018, pharmacy sales increased
by 17.5% compared to pre-crisis 2014 and reached 1.14 bi-
llion packages.

Today, pharmaceuticals are the industry that helps to
improve the country's welfare. Its growth can be compared
with the growth of the best economies in the world — 11%
per year, i.e three times faster than the economy of Ukraine.

Drug development is a high-tech field, and the industry
itself is innovative. This industry creates a product with a
long value chain and high added value. In 2018, the industry

enerated UAH 24.6 billion in GDP. In some countries
%Ireland, Singapore) it is a driver of economic growth and
accounts for a significant share of GDP. In Ukraine,
pharmaceuticals could be even more visible if the state relied
on high value-added industries. Currently, there are factors
holding back the growth of the industry, in particular, high
taxation. The tax burden on the industry is 5 times higher
than on the extractive industry and 18 times higher than on
agriculture [15].

Returning to the issue of extending existing patents, it
should be noted that the analysis shows that extending the
additional patent for drugs to five years in developing
countries, including Ukraine, leads to additional costs from
national health budgets and negatively affects patients’
access to drugs. On the example of one drug, we calculated
that an additional saving of 20% would be possible if the
generic version became available immediately after the
patent for the original drug expired. At the same time in
Ukraine for the period from 01.01.2013 to 01.10.2018 was
extended (by court decision) the validity of 128 patents for
inventions, the objects of which are medicines. Analysis of
the dynamics (for 2011-2015) of the receipt of applications
for inventions in the field of "Drugs” from foreign applicants
shows that their number is four times greater than the
number of national applicants, and the issuance of patents
— almost three times. This indicates a long-term patent
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expansion of foreign companies in the pharmaceutical
market of Ukraine.

The dynamics of the number of valid patents for
inventionsin the areas of "Medical Equipment" and "Drugs"
by years of maintenance showing, that the extension of
patents for inventions, the objects of which are drugs,
continues to grow [17]. Pharmaceuticals is an innovative
industry. The main Ukrainian manufacturers are certified
according to the international GMP standard (Good
manufacturing practices) and direct significant funds to
research and development. Capital investments in
Ukrainian pharmaceutical production in 2017 alone
amounted to UAH 1.85 billion [12]. Currently, Ukrainian
pharmacists are conducting more than 400 clinical trials
to create new drugs.

More than 90% of drugs are technologically obsolete,
in which the 20-year term of patent protection has already
expired. Foreign pharmaceutical companies are blocking
the entry of cheap medicines. Cases of unfair competition
have become more frequent: seizures of pharmaceutical
companies by force, attempts to change the management
of enterprises by "their" managers, sale of important state
assets offshore, embezzlement of state shares, blocking the
entry of domestic drugs into domestic and international
markets, growing uncontrolled turnover [13].

PHARMACEUTICALIP PROBLEMS VSPERSPECTIVES
IN UKRAIN

In January 2020, the European Commission published
an annual report on the situation with the protection of
intellectual property in third countries [1]. According to
thisdocument, Ukraine is on the list of the biggest copyright
infringers. The worst situation with the protection of
intellectual property is only in China, which took first place
in the black list. According to the European Commission,
there are legislative gaps in Ukraine in terms of protection
of intellectual property rights and producers of original
products, no or ineffective legal mechanisms to challenge
unfair trademark registration, widespread transit of
counterfeit and pirated products to EU markets. And most
often it concerns medicines.

Among the industries most affected by copyright
infringement, the European Commission's representatives
are primarily pharmaceuticals. First, there isa requirement
in Ukraine that obliges drug manufacturers to obtain a
separate marketing authorization for a product within two
years of obtaining such authorization in any country in the
world. This is a discriminatory condition that creates
additional obstacles for foreign companies to enter the
Ukrainian market.

Secondly, there is no adequate regulation of the generics
segment. These are copies of the original drugs, with a
similar composition, but under a different name. Most often
in our country the release of such drugs is despite bans and
restrictions.

One of the biggest problems is counterfeit drug
production. In secon§ place — the release on the Ukrainian
market of products that use someone else's patent or
someone else'smark. Or a designation similar to the degree
of confusion with someone else's registered mark [18]. This
is probably one of the most common categories of disputes
in Ukrainian courts over intellectual property in
pharmaceuticals.

Counterfeit products also cause a lot of difficulties for
pharmaceutical companies. The Ministry of Health of
Ukraine does not announce data on the number of
counterfeits in the domestic market, but, according to the
World Health Organization [9], more than 10% of medicines
inlow— and middle-income countries (including Ukraine)
are counterfeits.

Patent rights to drugs are the main asset of
harmaceutical companies. But imperfect legislation and
igh levels of corruption in regulators mean that drug

manufacturers are forced to put up with theft of their
intellectual property because they see the prosecution of

violators as a hopeless affair. Formally, the law does not
allow the sale of drugs that infringe intellectual property.
But until recently, this situation was widespread. In addition,
without the involvement of law enforcement agencies, the
perpetrator will never be prosecuted. Such cases are
investigated by the police, but they do not have special units
that have the necessary knowledge of the nuances of
copyright and specific procedural skills for this category of
cases.

Any drug must undergo certain authorization
procedures before being placed on the market. The Ministry
of Health and its structures are responsible for them. But
the fact is that the ministry, in fact, does not regulate
intellectual property rights. So, they can't track their
violations.

For example, in the United States there is a procedure
called patent linkage. Its essence is that the state combines
the efforts of two bodies. This is the regulator and IP-
agencies that deal with the inspection and admission of drugs
to the market. Then the tasks are solved quite effectively.
In the case of generics, the patent linkage allows almost the
day after the expiration ofpthe patent to bring the product
to market without wasting time. For the originator, this
solves the issue of uncontrolled release of unscrupulous
generics — those who illegally use existing patents.

In Ukraine, generic manufacturers often do not wait for
the patent to expire. Instead, they register the drug and
enter the market before the patent has expired, in the hope
that the remaining patent wil}fbe validin litigation. And thus
gain time and get a couple of years of life in the market.

The need to amend the legislation on intellectual
gro erty in the pharmaceutical industry is long overdue,

oth through the issuance of so-called "evergreen patents”
and the possibility of patenting diagnostic and treatment
methods, and through a number of other provisions of
current law that do not meet international best practice.

Some drugs are protected by patents that do not protect
the active substance itself and in some way directly affect
the therapeutic efficacy, but "evergreen” patents relating
to methods of treatment, methods of manufacture of the
substance, already known combinations of active substances
and the like.

Vital medicines in Ukraine are sometimes several times
more expensive than in neighbouring countries, and this is
due to the fact that a patent for a drug that has long
exhausted itselfin the world continues to operate in Ukraine.
These are the so-called "evergreen patents", which establish
an additional monopoly on what has long been known.

In recent years, senior officials have repeatedly stated
that the current system of public administration in the field
of intellectual property has demonstrated its inefficiency and
inability to ensure development, and the state of protection
ofintellectual property rights in Ukraine has received many
comments from international partners (US and EU) [14].
That is why on June 1, 2016 the Cabinet of Ministers of
Ukraine (hereinafter — CMU) by its order Ne402 ?
approved the Concept of reforming the state system of legal
protection of intellectual property in Ukraine [5], which
defines the conceptual foundations of state policy in the field
ofintellectual property, including pharmaceuticals.

The approved Concept envisages a number of changes
in the system of public administration in the field of IP legal
protection. Despite the fact that more than four years have
passed since the adoption of the Concept, important and
driving changes, both for IP in general and in the
pharmaceutical industry, began to be actively implemented
at the end of last year.

In 2019, a draft National Strategy for the Development
of Intellectual Property in Ukraine for the period 2020-2025
was developed, which defines the vision and prospects of
the national intellectual property system, strategic goals,
ways to achieve them and actions for their implementation
[4]. This strategy was officially presented on 6.11 at the
Innovation Market 2019[3].
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The National Intellectual Property Strategy identifies
the current state and problems and aims to identify the
necessary conditions for the successful completion of
legislative, institutional and judicial reforms in the field of
intellectual property to create, protect, manage,
commercialize inteﬁectual property, maximize the potential
of intellectual property in the future; innovation
development, creation of an effective system of protection
of intellectual property rights, support of invention, raising
the level of ecFucation and culture and popularization of
knowledge in the field of intellectual property, which would
generally promote the development of national competitive

igital economy based on knowledge, innovation and
creativity. attractiveness.

The steps envisaged by the Strategy are aimed at
ensuring Ukraine's integration into the international and
European intellectual space, taking into account Ukraine's
national interests.

Regarding the issue of intellectual property in the field
of pharmaceuticals, the strategic goals of the National
Strategy are: development of a system of legal protection
of intellectual property in Ukraine, which should promote
the balance of public interests, right to life and health and
property interests of patent holders; comply with
international best practices and build on strict patentability
criteria prepared by UNDP and WHO; to ensure the fair
use of patent rights and fair competition in the market of
medicines; reduce the financial burden on the state budget
in providing medicines to the population; to promote the
development of the national pharmaceutical industry.

Also identified a number of specific measures to achieve
certain goals, namely: reformin gatentlaw and legislation
in the field of legal regulation of the market of medicines as
one of the key legal mechanisms to ensure the balance of
Erolperty rights of {)atent owners and the right to life and

ealth through public access to medicines, with the solution
of the following problems|[4]:

i. establisﬁing the specifics of the examination of
inventions subject to medicinal products for compliance
with the conditions of patentability, in order to avoid the
issuance of new patents for inventions that are not
innovative, but contain only minor modifications to existing
patents, with little improvement in efficiency (" evergreen
patents ") and the introduction of a mechanism for joint
examination of the patent application for a medicinal
product with the health authority (SE State Expert Center
of the Ministry of Health of Ukraine) in terms of
confirmation of non-obviousness (inventive step), industrial
suitability of the medicinal product, the presence or absence
of anew therapeutic effect;

ii. optimizing the procedure for compulsory licensing
of rights to inventions to which medicinal products are
objects;

iii.abolishing the need to verify the patent status of
medicinal products during their state registration for entry
into the market;

iv.implementation in the legislation of Ukraine of the
"Bolar" provision, according to which companies are
allowed to apply for state registration of a generic medicinal
product before the expiration of the patent for the original
medicinal product; after the expiration of the patent, the
company can immediately begin the introduction of a
generic drug, which allows to reduce the time;

v. the introduction of a parallel import regime for
medicines;

vi. the introduction of the possibility of restricting the
exclusivity regime of these medicinal products in the public
interest;

vii. the introduction of additional legal protection of
inventions, taking into account the experience of its
mitigation and the introduction of the Fossibility of
contract manufacturing of pharmaceutical products for
export during the validity of supplementary protection
certificates.

EKOHOMIYHA HAVKA

On February 5, 2020, the Verkhovna Rada of Ukraine
supported in the first reading the draft Law of Ukraine "On
Amendments to Certain Legislative Acts of Ukraine
(Regarding the Reform of Patent Legislation)" [7].

On June 16, 245 people's deputies voted for the
corresponding bill Ne 2255, and on August 14 the President
of Ukraine Volodymyr Zelensky signed this law [2; 10].

The law aims to create an optimal, high-quality and
effective state system of legal protection of intellectual
property, able to form, implement a transparent public
model of overcoming challenges and risks and offer eftective
tools in the field of intellectual property as incentives for
related economic and social factors.

The law provides for the establishment of the National
Intellectual Property Authoritﬁ of Ukraine (NIPO) as a
lefgal entity under public law, which belongs to the sphere
of management of the Ministry of Economy [19]. The
relevant ministry will ensure the formation and
implementation of state policy in the field of intellectual
Property, and NSSI will perform certain public functions

or the implementation of state policy (issuance of
protection documents for intellectual property rights).
Thus, after the adoption of the law, tlge NIPO will be
endowed with appropriate powers at the legislative level.

Importantly, the Bill radically changes the state policy
in the field of legal protection of inventions in medicine and
pharmacy, forming it on the basis of the priority of public
intﬁrests in access to treatment over intellectual property
rights.

s A breakthrough position for the domestic phar-
maceutical industry and for the domestic patient is the
restriction on the patenting of new forms of known
substances of drugs. It isimportant that the Bill also provides
for the elimination of treatment, diagnosis, and surgical
interventions among the objects of patenting.

Important for expanding and accelerating competition
in the market of medicines is the provision of the bill on the
introduction of the so-called "Bolar" principle, according
to which all preparatory procedures for the registration of
:}Eeneric drug canbe initiated during the patent protection.

is usually occurs in the last year of the original drug
patent. The relevant competent authority analyses the
dossier of the generic medicinal product, which may take
ulp to a year, but the re%istration certificate is issued only
after the expiration of the patent, but due to the fact that
all expert studies have been conducted, registration may
take place the day after expiration. This means that the
generic drug will compete with the original much earlier.

Article 27-1 also regulates additional patent protection
of medicines after the expiration of the 20-year patent: at
the request of the patent owner will be issued a certificate
of additional protection for a period to be determined by
law and with the possibility of extending such rights in
paediatrics for 6 months [20].

Thus, additional legal protection of inventions was
introduced to compensate the patent owner for the period
of time since the patent was already valid (and its term began
to expire&, and the owner could not enter the market and
start making a profit due to the need for permits and
registration of the drug. It is important that such a permit
has only a basic patent. This is exactly what is envisaged in
the Bill.

The legislation on the possibility of appealing
applications for inventions, the so-called "pre-grant”
opposition, was also implemented from the EU legislation
into the Bill. To ensure fair competition in the market, it is
extremely important to eliminate the abuse of patent rights
both at tﬁe application stage and through the issuance of
evergreen patents. This amendment to the Bill applies to all
patent applications, not just pharmaceuticals. The
possibility of appealing an application that infringes the
rights or legally protected interests of a certain person
provides an opportunity, without waiting for the grant of a
patent, to stop the abuse of intellectual property rights by
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filing an objection to the appropriate authority. Appeals to
patents have already been a lengthy process that can take
years, and the pre-grant opposition will allow the patent to
be considered in a short time to meet the patent's criteria
for novelty, inventive step, industrial applicability and other
legal requirements.

CONCLUSIONS

We have determined that today in Ukraine, there are
enough unresolved problems to protect intellectual
property. This includes Internet piracy, lack of protection
of intellectual property rights on the Internet, lack of
normal mechanisms for fixing such violations, and effective
tools for protecting intellectual property rights, "patent
trolling," etc. To solve these problems, IP should become a
fundamental tool for creating an enabling environment for
innovation, ingenuity, creativity and free competition,
economic and cultural development of Ukraine,
strengthening its scientific potential, increasing the level of
investment attractiveness country.

In general, increasing the level of protection of
intellectual property rights provides for the implementation
of many complex tasks related to both improving national
legislation and law enforcement practice, completing
institutional reforms, as well as establishing active
interaction between authorized government bodies, law
enforcement, fiscal, customs authorities, etc. A significant
role in this process is also assigned to the judicial branch of
government, which is in the stage of active reform, especially
considering the prospect of the commencement of the
activities of the High Specialized Court on Intellectual
Property in Ukraine in 2020 and the existing reform of
procedural legislation, as a result of which most IP
infringement disputes are considered the order of economic
jurisdiction. Despite the fact that two forms of IP protection
are used in Ukraine — jurisdictional and non-jurisdictional,
the latter is considered ineffective due to low legal culture.
Protection of IP rights can be carried out in the
administrative-legal, criminal-legal, economic-legal, civil-
legal order. However, a common problem for all aspects of
the protection of intellectual property rights is the
inconsistency of the normative legal acts that regulate the
legal relationship on OPIV by the norms of the Association
Agreement, the "obsolescence" of certain provisions of these
acts. The long process of implementing European
approachesin tﬁis area, which has not yet been completed,
causes complications in building an effective mechanism for
protecting IP rights. Along with this, the weak point of the
national policy for the protection of IP is the prevention
and counteraction of administrative and criminal offenses
in the field of relevant rights, which leads to a serious
imbalance in the measures of state coercion in thisarea and
inadequate protection of rights to OIP.

The main directions for improving the state of IP should
be the successful completion of legislative, institutional and
judicial reform in the field of IP for creation, protection,
management, commercialization of IP, maximizing the
potential of intellectual property, creation of an effective
system for the protection of intellectual property rights,
support inventions, raising the level of education and culture
and promoting knowledge in the field of intellectual
property, would generally contribute to the development
of a national competitive digital economy based on
knowledge, innovation, and creativity, and also increasesits
investment attractiveness.
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