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Pharmaceutics

Closed borders and the lockdown 
in 2020 made Ukrainian society set its 
priorities in a different way and review 
approaches to the implementation of 
innovations. Naturally, the pharmaceu-
tical industry found itself in the midst 
of those developments. On the one 
hand, pharmaceutists should have an 
incentive to carry out pharmaceutical 
research and development, which re-
quires huge expenditure; on the other 
hand, there is the right to the health of a 
human being, and patients want to have 
access to modern treatment as soon 
as possible and at the most affordable 
price.

New Legal Landscape
In response to the long-pending 

issue of patent reform, the Ukrainian 
Parliament adopted several key laws in 
2020, including Law of Ukraine No.816-
IX On Amendments to Certain Legislative 
Acts of Ukraine in Relation to Patent Leg-
islation Reform of 21 July 2020.

The adoption of the law is aimed, 
first and foremost, at the performance by Ukraine of its obligations 
under the Association Agreement with the EU signed in 2014. The es-
sence of those obligations is the achievement of an “adequate level 
of protection and enforcement of intellectual property rights”. This is 
stipulated in Chapter 9 of the Association Agreement.

At the same time, the adoption of new legislation is just one of the 
stages. An adequate and effective level of protection and enforcement 
is possible when the entire IP infrastructure operates in a coordinated 
manner and the state is able to guarantee that, in the event of violation 
of rights, the right holder may count upon the restoration of justice 
within a reasonable timeframe and by a competent authority. Ideally, 
when the legal environment makes it possible to act in a preventive 
manner, by not letting the violation of such rights occur.

What can be Protected by a Patent?
First of all, the new legislation is revised to expand the list of ob-

jects subject to legal protection.
For instance, a number of initiatives on fighting so-called “ever-

green” patents have been implemented, which patents artificially ex-
tend the term of patent monopoly for the account of improvements of 
technology, which are not always substantial.

Firstly, the new law limits the range of technologies that can be 
patented. Now, only a device or a process (method) may be the object 
of a utility model, whereas substances (their compositions) may be 
protected only as inventions for which there exist stricter patentability 
criteria. It should become a good instrument to fight patent trolling 
since the qualification examination of utility models is not carried out.

Secondly, surgical or medical treatments, body diagnostic meth-
ods are removed from patent protection.

Thirdly, a new patentability standard for inventions is introduced 
in respect of new forms of medicinal products known from prior art 
(salts, compositions, etc.), such a new form should substantially differ 
from the preceding ones in terms of efficacy.

All of the listed novelties will be applicable after the new law 
comes into effect, whereas the previously issued patents continue to 
be in force. Therefore, the market will feel the effect resulting from the 
new rules that will only come in force in a few years.

Term of the “Patent Monopoly”
The term of intellectual property rights to a utility model is 10 

years from the date on which the application is filed, and for an inven-
tion, 20 years, though such term may be extended for some inventions.

In accordance with the new law, the right of extension of the term 
of intellectual property rights to an invention is evidenced by the addi-
tional protection certificate.

Due to changes in the rules for additional protection of rights to 
inventions, the pharmaceutical market will become more predictable 

for manufacturers of generic drug prod-
ucts. Earlier, the application for extension 
of the term of a patent can be filed no lat-
er than 6 months prior to the expiry of the 
term of the patent. Manufacturers of gener-
ics could not predict when the patent pro-
tection would expire: the patent could be 
extended for a period up to five years at the 
very last moment.

The new law has changed the rules. A 
patent holder must now file an application 
for obtaining the certificate of additional 
protection within 6 months from the date 
of publication of information on the state 
registration of an invention or the date of 
the first state registration of a medicinal 
product.

The formula for calculation of the term 
for which the additional patent protection 
can be obtained has also changed.

Moreover, to facilitate the fastest mar-
ket entry of innovative products, the rule 
has been introduced, according to which 
one can apply for additional protection if 
the application for state registration of a 
medicinal product in Ukraine is filed within 
one year from the date of such application 

submission anywhere in the world.

New Instruments for Pharmaceutical Industry Players
The new law has introduced pre-grant and post-grant oppositions.
Pre-grant oppositions are available in respect of filed applications 

for inventions. Within this procedure any person can file a grounded 
opposition against an application for invention 6 months following 
publication of information about such application.

When a patent for invention or utility model has been already 
granted, it can be cancelled within the administrative procedure of 
post-grant opposition.

The time constraints for filing a post-grant opposition are differ-
ent for inventions and utility models:
(1) �for an invention, any person can file a post-grant opposition to 

the Board of Appeals of the Patent Office within 9 months of the 
date of publication of information on the state registration of an 
invention;

(2) �for a utility model, a post-grant opposition may be filed during the 
whole period when the intellectual property rights to the utility 
model are effective and after the expiry thereof.
The advantages of these new instruments include the following.
Firstly, by contrast with a lawsuit, pre-grant or post-grant opposition 

may be filed by any person and does not require proof of an infringed 
right and/or interest. Secondly, post-grant opposition is considered by 
the UAPTO Board of Appeals for 4 months only (with a possibility of 
extension that is clearly regulated, subject to certain conditions), which 
fact, in comparison with statistically average time periods (of approx-
imately two years) required for consideration of similar issues under 
a litigation procedure, may influence the overall litigation strategy of 
intellectual property rights protection by pharmaceutical companies in 
favor of using the administrative procedure. In any case, it remains to 
be seen how effective this instrument will prove to be.

Patent oppositions are widely used in foreign jurisdictions — this 
requires much less resources than for challenging a patent in court. 
To use this instrument effectively comprehensive efforts need to be 
made to identify new patent applications and address them in a timely 
manner.

Market Entry Strategy within the Framework of the 
Bolar Provision

The Ukrainian patent reform of 2020 also introduced the so-
called Bolar provision. Traditionally, the “Bolar provision” provides for 
a possibility of a generic product’s entry to the market immediately 
after the expiry of the patent for a branded medicine. However, in the 
laws, as adopted in summer 2020, some understatement regarding 
this issue still remains.
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The new rules extend to the period 
of the additional protection certificate: 
the manufacture of medicinal products 
for export during that period is allowed 
and, 6 months prior to the expiry of 
the term of additional patent protec-
tion, one may, without infringing patent 
rights, accumulate supplies of generic 
medicinal products for the purpose of 
launching them onto the Ukrainian mar-
ket immediately after the expiry of such 
protection.

The import of pharmaceutical 
preparations for research purposes or 
use of an invention in research for the 
purposes of preparation for registra-
tion of a medicinal product will not be 
deemed to be an infringement of patent 
rights. Earlier, when the import of any 
substances was required to develop 
medicinal products, companies had to 
make reference to use “for scientific 
purpose or by way of experiment”. The 
complexity of proving scientific pur-
pose resulted in one of the most inter-
esting patent disputes in recent times 
regarding the import of a pharmaceu-
tical preparation.

For a number of pharmaceutical companies, including domestic 
ones, this is a serious reason for them to revise their strategies and 
use new opportunities to launch new products on the market.

Ukrainian-style Patent Wars: What Next?
Almost half of all patent disputes in Ukraine are related to phar-

maceuticals. A Ukrainian-style patent war means three to five expert 
opinions and a year and a half (or longer) in courts.

Ukrainian courts consider patent disputes between Ukrainian 
manufacturers and foreign companies, including those involving tech-
nologies, disputes about which are going on concurrently in a dozen 
jurisdictions.

Moreover, patent disputes arose re-
cently, that are new for the Ukrainian mar-
ket, under actions brought by patient organ-
izations wishing to obtain lower prices for 
medicinal products.

It is this area where demand for estab-
lishment of a specialized intellectual prop-
erty court is the most acute. As is known, 
that court was established within the 
framework of the judicial reform of 2014-
2019 so as to increase the quality of justice 
in that category of cases. Similar courts ex-
ist in more than 80 jurisdictions and are a 
success story almost everywhere. Indeed, 
the possibility to have an infringed right pro-
tected by a competent court and within a 
reasonable time when a fair court decision 
is obtained is one of the most important 
aspects of a country’s investment potential 
and the ability to conduct business in a civ-
ilized way. However, the competitive selec-
tion procedures for vacancies in that court, 
the procedures for which began in 2017, 
were actually blocked at the end of 2019 
and so far there is, by all appearances, no 
political will to bring such a good initiative 
to its logical solution.

As regards new administrative procedures, the adoption of subor-
dinate legislation is expected (the Rules of the Board of Appeals of the 
UA Patent Office and others) in order for them to go live.

Furthermore, we expect a new category of disputes to appear: ap-
peals against the decisions of the UA PTO Board of Appeals following 
on from the results of consideration of patent oppositions (based on 
the results of pre-grant opposition) and decisions of the UA PTO Board 
of Appeals following on from the results of consideration of applica-
tions for invalidation of patents (based on the results of post-grant op-
position). However, several years have to pass until new instruments 
gain the confidence of market players.

Hence, in the days ahead, as before, patent cancellation court ac-
tions (this is currently the most popular category of patent cases) and 
for termination of patent infringement will be the most typical.

Tetiana Kudrytska 
Counsel, AEQUO

Address: 32/2 Moskovska Street,  
Kyiv, 01010, Ukraine
Tel.: +380 44 490 9100

Fax: +380 44 490 9102
E-mail: office@aequo.ua
Web-site: www.aequo.ua

AEQUO is one of Ukraine’s top law firms serving industry lead-
ers in transactional and dispute resolution matters. We are fully 
committed to empowering our clients so as to promote their every 
success in a challenging and rapidly-changing world.

AEQUO’s clients include leading Ukrainian and international 
companies and organizations, such as Bunge, Corteva, Darnitsa, 
DuPont, EBRD, EFSE, European Business Association, European 
Commission, Facebook, GlaxoSmithKline, Google, IFC, Inditex, In-
stagram, Kernel, Novo Nordisk, OLX, Posco International, ProCredit 
Bank, Raiffeisen Bank, Schenker, Samsung, Sandvik, UniCredit, Vo-
dafone Ukraine.

AEQUO
AEQUO has been named the Most Innovative Law Firm of the 

Year in Ukraine by IFLR Europe Awards 2018, by 2017 The Lawyer Eu-
ropean Awards as the Law Firm of the Year in Russia, Ukraine and the 
CIS region, and one of the most innovative law firms in Europe accord-
ing to the FT Innovative Lawyers 2015-2020.


