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Ukraine is currently experiencing difficult times due to an 
unprovoked act of aggression from a neighbor. As a country with 
its 40 million+ inhabitants, it has a tremendous potential for 
international clinical research. The clinical research infrastructure, 
well-educated and clinically experienced investigators as well as 
firm regulatory policies together with young and IT committed 
generations should constitute a solid base to build upon for the 
International Clinical Research Society.  
 

General
Ukraine is an economically developing country. The potential 
of Ukraine as a location for clinical trials has not yet been fully 
explored. The location in Eastern Europe, population, and political 
and economic development of Ukraine could provide a volume of 
clinical trials in the country comparable to Poland. In the period 2010-
2020, this was facilitated by such factors as:

–  doctor's and scientist's interest in the field of clinical research
–  support by Government line ministries and local executives
–  integration development with EU
–  positive experience by patients participating in clinical trials
–  an emerging positive image of clinical trials in the general 

population

Patients were recruited quickly, study protocol procedures were 
adhered to, and deviation rates were minimal due to the investigators’ 
high qualifications and interest in the research work. 

Therefore, the impact of clinical trials in Ukraine has been 
significant and is rising. 

Patients 
Patients suffered the most when the conflict began. Those who 
remained in the territory involved in the conflict lost the opportunity 
to continue treatment or receive it by participating in new studies. 
Those patients who were forced to change their place of residence 
often lost the opportunity to participate in studies because they did 
not have access to physicians with similar experience and expertise in 
clinical trials as their previous treating physicians. In addition, a radical 
change of residence most often involves a deterioration in quality of 
life, which affects overall health and the ability to receive treatment. 
Expensive treatment for many therapeutic indications has become 
practically inaccessible to people, since with the outbreak of war, the 
financial situation of Ukraine citizens has deteriorated significantly. 
For many patients, participation in a clinical trial is a chance for a 
cure, as well as free ongoing health monitoring. This is the reason 
for the high number of recruitment of patients and their desire to 
participate in the study. Both men and women of different ages are 
willing to participate in the research, depending on the nosology of 
the study.

Investigators
Since the military conflict in 2014 stabilised quickly and territorially 
affected only a small part of the country, there was an internal 
migration of the population. Many Investigators changed their 
place of residence when the conflict at Crimea started in 2014 
and moved to regions where they were able to continue to engage 
in medical and research activities. These Investigators lost 
their patient bases but were able to bring their experience and 
knowledge to those regions and clinics where clinical trials had 
not been conducted previously. Principal Investigators assembled 
new teams and trained new specialists. Thus, such forced internal 
migration of specialists made it possible to increase the number 
of research centres and cover new territories of the country. 
All doctors taking part in clinical trials are not GCP certified, but 
according to the legislation they are obliged to have a local GCP 
certificate, issued by the MOH. According to Ukrainian legislation, any 
clinic has the right to participate in clinical trials, if they comply with 
MOH requirements (license, accreditation, local ethics committee).

Sponsors
During the conflict many Sponsors have moved their studies to 
other regions of Ukraine and have thus been able to continue study 
activities with few significant losses, since it remained possible to 
save the data and results obtained. The number of new studies, 
especially long-term ones, has now declined significantly since 2014.

Market Report

Year Number of CT

2012 213

2013 177

2014 188

2015 144

2016 135

2017 183

2018 178

2019 210

2020 203

Table 1. The number of positive conclusions regarding the conduct of  
international clinical trials in Ukraine, 2012–2020.

Information of State Expert Center on the Examination of 
Clinical Trials of medicinal products materials. URL: https://dec.
gov.ua/. There are fluctuations in the number of clinical trials 
conducted over the years, which can be caused by both political and 
regulatory changes in certain periods. An increase in the number of 
clinical trials worldwide, increase of NCEs and approaches to the 
treatment of the same diseases have led to a return of attention to 
Ukraine by Pharma Sponsors.

The Future of Clinical Research 
in Ukraine
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We observe similar tendencies when analysing data from the 
resource https://clinicaltrials.gov/.

As shown in Table 2, an increase in the number of new studies 
initiated in Ukraine has taken place since 2017. This is due to 
multiple factors including the development of the health care 
system in Ukraine, the significant development of the culture of 
clinical trials, the opening of new research centres and the creation 
of specialised researchers’ associations, as well as localisation of 
international CROs.

monitoring, data management, statistical analysis, and biometrics 
departments in their local offices during last years.

As working skills of clinical research professionals are easy 
transferable internationally, we observe an intensive outflow of the 
qualified workforce. In the post-war future, CROs will likely face a 
heavy shortage of qualified personnel. 

Regulatory       
The regulatory system of Ukraine has made an impressive progress. 
There are three main regulatory bodies reviewing clinical trials. 

• State Service of Ukraine on Medicines and Drugs Control: for 
medical device trials

• Coordination Centre for Transplantology of Organs, Tissues 
and Cells: for cell-based therapies and tissue-engineered 
products

• State Expert Centre of Ministry of Health (SEC): for medicinal 
products, i.e., for the majority of clinical trials.

While regulatory procedures for advanced therapy and medical 
device trials are still vague, State Expert Centre has created a good 
working regulatory framework for review of clinical trials which is 
quite “user friendly” and with the real zero tolerance to corruption. 

Ukraine is quickly becoming a very digitally advanced country. 
The SEC keeps in line with this trend. Electronic submissions 
have been allowed. Study subjects may sign informed consents 
electronically. SEC has launched an online consulting service which 
is free of charge, any Sponsor can remotely submit their request 
and obtain the expert’s answer within 5 working days or schedule 
a meeting. Submissions can be tracked online through the secure 
visualisation system. Electronic medical information systems are 
common. eCRFs are used in more than 90% of trials.

The matter of transparency in clinical trials is handled seriously. 
All study approvals are published on the SEC website1 on an ongoing 
basis. The national register of clinical trials is available to the public 
online either. 

Review timelines for initial applications are up to 47 calendar 
days according to law. Although the average review time of initial 
submissions was just 41 days in 2021 – considerably shorter than in 
2020 (50 days) and 2019 (67 days) according to Mykhailo Babenko, 
Head of SEC.2

Ukrainian health authorities are open to the world and 
participate in many international collaborations. Ukraine is a part 
of PIC/S (member), ICH (observer), ICMRA (associate member).

Even not being a part of the EU, Ukrainian regulators closely 
collaborate with EMA keeping local regulations in line with EMA 
recommendations. This trend is long-term as Ukraine has applied 
to enter the EU and currently is the candidate country.

Ethics
Ukraine has no Central Ethics Commission but uses Local Ethics 
Committees (LECs), i.e., each site must have its own local ethics 
committee. EC applications can be reviewed in parallel with 
regulatory submissions, that shortens the start-up period. The 
approval time is up to 30 days. The consulting support of ethics 
committees seems undervalued. The authors believe that highly 
qualified ethics committees will make the transition to a more 
decentralised regulatory model possible, which might make Ukraine 
more competitive on a global scale. 
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Year Launched CT

2012 157

2013 127

2014 132

2015 131

2016 139

2017 170

2018 178

2019 171

2020 182

Table 2. Number of launched clinical trials in Ukraine 2012–2020.

Site Management Organisations (SMOs)
Not all clinics and study sites can adapt to the new working 
conditions. Representatives of the Sponsor and employees of CROs 
do not always have the opportunity to train site personnel in Good 
Clinical Practice. In these situations, clinics run by SMOs could play 
an important role. SMOs could take on the responsibility of training 
skills of study team members by internal training and providing 
assistance during the study. Clinics with SMO assistance are able 
to quickly adapt to changes in study performance, recruit additional 
staff and train staff in GCP. In addition, the SMO assumes the 
function of additional internal quality control of the study team, 
with a positive effect on the performance of the site.

Contract Research Organisations (CROs) 
Most of major international CROs operate in Ukraine. In the past, 
Ukrainian offices of international CROs were focused mostly on 
local clinical operations. 

After the two decades of conducting clinical trials, the local 
labour market is saturated with lots of highly qualified clinical 
research professionals with various specialisms. 

 
Ukraine’s labour force is widely known as well-educated and 

talented in natural sciences. Also, most of young Ukrainians have a 
professional command in English (which was not the case 20 years 
ago).

As a result of the war, many Ukrainians have relocated to Europe 
and possessed managerial roles in European offices of CRO’s 
and pharmaceutical companies which were often higher than in 
Ukraine. This proves the high qualification of the Ukrainian clinical 
research workforce. 

The Ukrainian combination of fluent English, deep technical 
expertise and moderate costs had looked unbeatable before 
wartimes.  No surprise that CRO’s had taken advantage. Companies 
were pro-active in creating global project management, medical 
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Support of Ukrainian Clinical Trials
It is a regulatory requirement that investigators must be familiar 
with GCP and local CT regulations. SEC requires investigators to 
attend their training that combines GCP and local regulations. 
Without this training investigators will not be allowed to conduct 
a clinical trial. Sponsors do also provide training according to 
their SOPs. But investigators must be trained at SEC regardless of 
sponsor training. 

Investigators are frequently trained on GCP in clinical trials. 
Nevertheless, gaps in study staff skills and knowledge are still 
observed. Areas to focus on are training, educational and consulting 
support of investigators and study staff members.

From the practical standpoint, the following support should 
prove helpful:
• Assist Ukrainian regulatory bodies in the establishment of a 

modern regulatory framework for BA/BE, medical devices, 
and advanced therapy trials

• Streamlining and further digitalisation of the existing 
regulatory procedures  

• Promotion of best practices at clinical sites, particularly in the 
fields of quality management, practical interpretation of GxP 
standards, patient centric techniques and soft skills like project 
management, business ethics and communication

• Support sites in development of business contingency plans
• Engage Ukrainian physicians in international scientific 

initiatives 
• Create patient support groups helping subjects to find and get 

enrolled in the right study including the foreign sites

• Development and/or streamlining of clinical research 
procedures including writing SOPs

• Subject recruitment and retention techniques.

The Conflict
The large-scale Russian aggression in February 2022 caused 
lots of disruptions of logistics, concerned safety of subjects and 
study staff and resulted in the chaos of evacuation and massive 
relocations and shutdowns of vendors supporting the clinical 
research process.

Anyhow, industry stakeholders made incredible efforts to protect 
patients and research personnel and keep the integrity of ongoing 
studies. The lessons learned from the first, more limited conflict of 
2014 and the COVID-19 pandemic have been applied widely. 

The EU institutions, EMA and CTCG helped the industry with 
very practical and valuable recommendations on how to manage 
clinical trials in Ukraine during wartimes: 

• CTCG recommendation to sponsors on managing the impact 
of the war in Ukraine on clinical trials3

• Advice to sponsors on managing the impact of the war in 
Ukraine on clinical trials (EMA)4

• Impact of the war in Ukraine on methodological aspects of 
ongoing clinical trials (EMA).5

Thus, analysing the events that took place in Ukraine in the 
period 2014–2022, it is necessary to use the experience gained and 
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adjust the clinical trial process to make it effective and more robust 
for the current circumstances.

Possible preventive measures can be:

• training of young doctors and nurses in GCP 
• support of associations of study sites developing contingency 

plans
• formation of independent organisations for the protection of 

patients
• engage local CROs / SMOs with local knowledge and 

experience

Assessing the current experiences in Ukraine may prove helpful 
to positively influence the development of clinical research in the 
field and become a catalyst for new changes in work processes. As 
the situation in Ukraine improves, it should be possible to resume 
clinical research activities in the country in the near future. 

The Future
In a post-war scenario, solid financial investments will be injected to 
restore the ruined Ukraine’s economy and the health infrastructure 
will be rebuilt. 

A potential economic boom may create lots of jobs which may 
attract work migrants from various world’s regions. That may 
compensate demographic losses and restore the demographic basis 
for high recruitment rates. 

Ukraine is quite successful in keeping Sponsors loyal even during 
wartimes. No doubt it will be easy to convince them of allocating 
clinical projects in peacetime. 

Summing up, the post-war outlook is quite favourable in the 
basic scenario.

We also see an optimistic scenario in which the Ukrainian 
clinical trials outperform. However, the realisation of the latter 
scenario will require to remove bottlenecks preventing the industry 
development.

The main bottlenecks might probably become the lack of 
qualified, GCP trained workforce; unsatisfied demand for 
consulting support of research naïve sites, local CROs, SMOs 
and biotech startups; gaps in regulations; upgrade of regulations 
in a timely manner to catch up with innovations; transition to 
more flexible and decentralised regulatory model; harmonisation 
of local standards of care with developed countries; creating an 
atmosphere that would attract international life sciences investors, 
scientists and professionals. These tasks will demand joint and 
persistent efforts of the Ukrainian government, business, and  
academia.

Patients, investigators, and study nurses as well as local CROs 
and SMOs in Ukraine, have withstood the challenge in difficult 
times and are eager to engage in international clinical trials in the 
future.

In these difficult times for Ukraine, it would be highly desirable 
that the international scientific society takes initiatives to invest in 
clinical research infrastructure as well as future generations of young 
investigators and study coordinators in the country. Preparations 
for future clinical research in Ukraine should start now and could 
be orchestrated by international Pharma and CRO companies. Joint 
efforts to organise this are currently underway.
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