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Content

Dear Sir/Madame,
Many thanks for your interest in
doing business in Ukraine.
HWC would be happy to provide
all the necessary support to have
success.
Further you can find in this
brochure all the necessary
information regarding the set up
of clinical trial in Ukraine.
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Ukraine – General Knowledge

Area: 603 700 km2
▪ 5,70% of Europe, largest country within Europe
▪ 0,44% of the world area 7,00% of area – water
▪ 70,8% Agricultural land
▪ 78% Arable land
▪ 13% Pastures
▪ 6% Hayfields
▪ 2% Plantations
▪ 1% Fallow land.
▪ 17,6% Forests and other wooded area.
Population: 44,09 Mio. (July 2018)
GDP by sector of origin: Agriculture 13,3%
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Ukraine – Cordinates
Capital: Kyiv (Kiev)
Mega cities:
▪ Kyiv
▪ Kharkiv
▪ L'viv
▪ Dnipro
▪ Odesa.
Location:
Central-Eastern Europe, between
▪ 44''20' and 52''20' N
▪ 22''05' and 41''15' E.
Borders:
▪ Poland, Romania, Slovakia, Hungary and Moldova in the west
▪ Belarus and Russia to the north and east Black Sea Bulgaria, Georgia and Turkey
to the south.
Time zone:
▪ GMT+2 (UTC+2)
▪ Summer (DST) - EEST (UTC+3).
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Main Taxes in Ukraine
▪ Corporate Profit Tax (CPT)
Basic Rate - 18%;
Cap – n/a;
Reporting periods – calendar quarter, half year, three quarters, year
▪ Value Added Tax (VAT)
Cap - n/a;
Basic Rates - 0%; 7% and 20%;
Reporting period - calendar month
▪ Personal Income Tax (PIT)
Cap - n/a;
Basic Rates - 18%;
Reporting period - calendar quarter
▪ Unified Social Security Contribution (USSC)
Cap – up to 15 minimum salary (min. is UAH 3,723 per month, approx.
EUR 124; cap in 2018 = UAH 55 845)
Basic Rates:
▪ Employee – n/a
▪ Employer – 22%.
Reporting period: calendar month
▪ Military Tax
Cap – Gross salary (including any benefits)
Basic Rates: employee - 1,5%
Reporting period: calendar quarter
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General Information

The pharmaceutical industry has been restructuring its research and development units
due to constant pressure from patent expiry, generic competition, and declining
revenues in order to achieve cost-cutting. This has resulted in increased outsourcing
leading to growth in strategic partnerships from 12% to 15% in 2014 to greater than 30
% in the next two years. Contract Research Organizations (CROs) are responding to
these market dynamics to enhance their service offerings either through expansion or
mergers & acquisitions. This is driving consolidation in the market as a result of high
competition between the CROs to obtain market share. The value of drug discovery
work (including clinical trial) outsourced to the CROs will increase 20% year-on-year to
$21bn (€18.5bn) this year (according to Kalorama Information LLC, USA). The increase
is part of a longer term trend, suggesting that over the next 4-5 years, it is predicted
that almost half of the drug discovery work (including clinical trial) will be contracted to
CROs. Thus, outsourcing of the clinical trial remains an important strategic imperative
for pharmaceutical and biotechnology companies. The geographic expansion is also
considered. As more pharmaceutical companies from emerging countries become
major players in the pharmaceutical industry, and multinational pharmaceutical
companies expand into emerging countries, the global demand for clinical trials will
continue to expand.
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Ukrainian Specifics

Ukraine has a great knowledge and expertise base to hold new international clinical
trials projects. In general, the clinical trials are an important activity supporting in the
formation of the international positive image of Ukraine. Moreover, according to the
State Expert Center of the Ministry of Health of Ukraine (the SEC) within the clinical
trials local patients receive innovative drugs for about US$ 700 million per year free of
charge and access to the latest diagnostic methodologies. In addition, clinical trials
contribute to the development of science and updating of the material and technical
base of medical institutions in Ukraine.
In 2015 the SEC issued about 120 positive conclusions on the international multicenter
and 49 positive conclusions on the preregistration clinical trials of the drugs used in
oncology, psychiatry, neurology, pulmonology, rheumatology, dermatology and
cardiology. At the same time, according to international experts, Ukraine uses only 1015% of its capacity to conduct clinical trials. Nevertheless, increase caused by
improvement of the regulatory and fiscal environment for clinical trials operations in
Ukraine is expected. The improvements include:
▪
▪
▪
▪
▪

Import VAT rate for the products for trials was reduced from 20% to 7%
Import permits were abolished
Regulatory approval timeframe was reduced from 60 to 55 days
Study submission procedures were simplified
Verification procedure of the insurance agreement text was simplified.

Further improvements include harmonization of the local legislation with the EU’s
Resolution No 536/2014 of 16 April 2014 “On clinical trials of medicines for human”.
Certain key Ukrainian laws, including the Law "On Medicines" and the Law "On
insurance“, require the amendments as well. According to the Ministry of Health of
Ukraine the amendments will be adopted in the nearest future.
Not withstanding the above, certain practical specifics and complexities exist, which are
not directly regulated by the laws relevant to the clinical trials, but may significantly
impact on the business of the companies involved.
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Clinical Trials

HWC LLC (“Henniger Winkelmann Consulting" LLC), www.hwc.com.ua, supports its
clients, inter alia, in minimization of the risks associated with conducting clinical trials in
Ukraine. For this purposes we provide our clients with the effective accounting and tax
control of the relevant issues, which, in general, include, but not limited to the
following:
Clinical trials and "permanent establishment“
According to the laws of Ukraine in particular sponsors, their representatives and CROs
can be the organizers of clinical trials. One of the risks may result the clinical trials is the
risk of creation of the "permanent establishment" for sponsors of the clinical trials or
for their representatives (agents). The issue of a "permanent establishment" is
regulated by both the national legislation of Ukraine and international conventions
(treaties) "On avoidance of double taxation", signed between Ukraine and the
countries of residence of the clinical trials’ sponsors or their representatives (agents).
An important role in the determination of a "permanent establishment" also plays an
international OECD Model Tax Convention. Although Ukraine is not the member of the
Convention, its provisions are accepted by the Ukrainian fiscal and judicial authorities
when consider disputable questions regarding creation of "permanent establishment"
in Ukraine.
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Corruption Risk

The fact that the overwhelming majority of medical institutions in Ukraine are public or
communal, may create some difficulties for the Western companies - sponsors of
medical trials, resulting from the definitions of corruption in the national an@corruption legislation of the countries of residence of relevant sponsors or their
representatives (agents). This is mostly due to the status of the persons who have
signed relevant agreements with the sponsors or their representatives (agents) on
behalf of medical institutions. Formally such persons may be classified as “public
officials”. A striking example is the USA law ("Foreign Corrupt Practices Act" (FCPA)
adopted in 1997). It appears that the companies (their officials), acting on behalf of the
sponsors from the USA fall under the FCPA. For those who responsible for the
corruption the law stipulates strict penalties. For example, the penalties for companies
could reach -up to $ 25 million, and for individuals - up to $ 5 million. Criminal
responsibility involves imprisonment up to 20 years. The special unit of the FBI
responds for the investigation on briberies. Similar laws exist in the Great Britain,
Canada, etc.
The issue of combating corruption governed by the international agreements and
Conventions as well (e.g. OECD Convention "On combating bribery of foreign public
officials in international business transactions").
Currently there are certain examples of investigations on the basis of international or
foreign anti-corruption legislation in countries such as Russia, Kazakhstan, China,
Mexico, Bulgaria and Italy.
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"Fictitious" employment

Considering the fact that the "researchers" are usually caring out the work on a regular
basis over a long period of @me, the risk exists of the recognition by the fiscal
authorities of the status of “researchers” as employees of a sponsor or its
representatives (agents). If it is the case, then the sponsors or their representatives
(agents) have to charge and maintain all necessary taxes related to the payment of
appropriate remunerations to the researchers. Moreover, the remunerations will have
to be paid according to the rules are defined for the payment of wages. Accordingly,
the penalties for the wrong or late payments of the remunerations, retentions and tax
payment (or nonpayment) will be the direct responsibilities of a sponsor or its
representatives (agents). In general, the issue in question may be solved if implement
the “entrepreneurial” scheme for the co-operation with the researchers. Nevertheless,
even in this case, to be protected a sponsor or its representatives (agents) should have
the package of the specific source documentation regarding the cooperation with each
of the counterparties.
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Intellectual Property Rights

Royalties
In general, Ukrainian legislation provides that (with the exception of the employment
relationship between the parties) all intellectual property rights when they occur or
created (e.g. during the clinical trials) are to be transferred on the basis of agreements
and for money. Based on this, the agreements to conduct clinical trials require clear
provisions how to transfer the intellectual property rights from the researchers to the
sponsors or its representatives (agents). The transfer has to be properly documented as
well.
Children
Clinical trials of medicines for children requires adherence to certain legal proceedings
(“provision of the informed consent”). Informed consent must be signed by parents or
legal representatives before reaching the age of majority (18 years) or the achievement
of full civil capacity. Informed consent must be signed by both parents or both adoptive
parents or legal representatives. Informed consent can subscribe to individual parent
only if the other parent has been deprived of parental rights. Also, one signature can
stand under informed consent when a child has only one legal representative or
adoptive parent.
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Insurance

Insurance activities are related to the clinical trials, provide some specific requirements
that are not always spelled out in the contract or not followed by the parties. The
ability or inability of insuring of the clinical trails, can depend on many factors, including
whether the insurance company properly licensed, or what specifically spelled out in
the contract, which adheres to the insurance company, and so on. For instance, the
typical requirement of foreign companies is the requirement to insure the researchers’
liabilities which may cause damage to the health of the researchers and other doctors
involved in the clinical trials. In Ukraine, a compulsory insurance is not required. Even if,
according to the internal standards, some sponsors have to compensate the damage to
the health of researchers. Some local insurance companies may refuse to insure
refunding of the compensation paid. This is due to the fact that the compensation is
rather a voluntary one. At the same time a local insurance company may exercise only
the types of voluntary insurance that
are directly specified in its license.
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Import VAT

Import VAT on the import to Ukraine of the investigational medicines, equipment for
the medical trials, etc., is ambiguous and depends on several factors (whether the
medicines and equipment have the code of the clinical trial adopted by the Ministry of
Health of Ukraine, etc.).
The customs value declared by an importer, and for which is the base for the import
VAT in some cases may not be revaluated by the customs authorities. The
corresponding revaluation can be carried out by the customs authorities on the basis of
the price of similar drugs (or products containing similar components), admitted to the
Ukrainian market. Such a revaluation in some cases may increase tenfold the customs
value of the medicines, that , in its turn, proportionally increases the tax basis for VAT
and customs duties (if any). Specifics of the relevant import customs regime are to be
researched before commencing of the import.
The information given above is general in nature and does not highlights the situation
of any particular company or individual. Although No one should act and rely upon such
information without appropriate professional advice provided after detailed
investigation of the concrete situation.
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Reasons to work with HWC

Memberships/ Service Provider Listings

▪ Strong and committed Team
▪ Team Member with experience in Big 4 or international/ global player
▪ We communicate with our clients and partners in English, German, Russian and
Ukrainian
▪ Both HWC-Partner combine more than 30 years working experience in different
leading positions in Ukraine

▪ German business attitudes
▪ Experience with Global Players and with SME/ Hidden Champions
▪ Modern and state of the art IT Infrastructure and Office
▪ Office next to Metro Minska (50 meter) and only 12 minutes to the very Center of
Kyiv (Maidan)
▪ Well experienced in different business sectors e.g. IT, Agriculture, Oil & Gas,
Energy, Heavy industry, Logistics, Machinery and Equipment, Engineering, Retail,
Metal Industry, Services and others
▪ Allianz-insured.
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Our Services at a glance

Business Set Up Advice

Market Analysis & Research

Tax Compliance & Tax Advisory

Recruiting/ Executive Search

Feasibility
Studies

Business Planning

Accounting Outsourcing &
Reporting

HR & Payroll Solutions

Outstaffing

Strategy
Consulting

Legal Address, Business Address
& Virtual Office

Office Sublease

Due Diligence
& Transaction Services

Restructuring

Interim Management
(General Director/ CFO/
Chief Accountant)

(Finance/ Tax/ Technical)
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HWC LLC
04205 Kyiv, Ukraine
O-R Business Center
Obolonskyi Ave 26
+38 044 451 5154 Kyiv
+43 660 717 2456 Vienna
office@hwc.com.ua
www.hwc.com.ua

Making your business work –
is what we do!
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