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Crisis in clinical trials – external reasons

Mitigating risk before it becomes an issue
 Benefit - Risk considerations including ethical aspects

 Safety and human wellbeing is fundamental

 Dynamic unexpected situation – unique and adaptive approach 

 Critical and „out off the box” thinking

 Different scenarios – different solution

 Communication & cross-functional involvement

 Sharing knowledge & experiences
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Clinical Trials Landscape in Ukraine before war

794 clinical trials approved by the 
State Expert Center of MH of Ukraine

- 584 CTs has started and 
conducted/active

- 210 CTs approved and prepared to 
launch

68% of CTs performed/planned at sites 
located in east Ukraine Regions

- 24% in Kijev
- 17% Kharkiv
- 9% Dnipro

Important Role of Ukraine in the Global 
Clinical Research Enterprise

- Commitment of av. 1,6 - 2% of global 
enrolment

- 50% of recent EU new drug applications 
have included trial data from Ukraine vs  

around 20% for US applications

Approximately 25% of the population 
has been displaced 

- Clinical trials participant have been 
relocated within Ukraine and to 

neighbouring countries 
- Poland as a 1st choice country

24th Feb 2022
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Patient’s relocation as a rescue process

Dynamic situation, hectic timelines and lack of streamlined communications 
between all stakeholders

Long decision making process / risk analyses made by the sponsor

Compliance with study procedures (continuation of IP / concomitant 
medications)
Language barrier / Informed consent process / medical service

Access to medical history / source data /Data Protection aspect

Data stewardships/ data  transfer in EDC / data protection aspects 

Adequate supply of IMP and study supplies chains / logistics aspects

Insurance and contract obligations

Regulatory aspects (notification process, protocol amendments, study and 
protocol deviations issues, Urgent Safety Measurements)
Back relocation to Ukraine  or next allocation to another countries

Sponsors

CROs

PIs & 
Sites

in 
PolandPIs & 

Sites
in 

Ukraine

Vendors

PAGs
GPs

MH / 
RA/EC
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Regulatory recommendations, announcements and guidences
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„Good practices during crisis” 
– cross-industry independent initiatives in Poland
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Cross-industry independent initiatives in Poland 
during COVID and war time

 Unique integration and solidarity of all stakeholders (Sponsors, CROs, Sites, Patients, Public 
Institutions)  to protect and support patients during crisis

 Shared practices for allowing for continued treatment in ongoing trials, particularly in studies of 
life-threatening 

 Joined efforts and contribution of  volunteers from industry organization in Poland:
 GCPpl (Polish Association for Good Clinical Practice)
 INFARMA (Employers' Union of Innovative Pharmaceutical Companies
 POLCRO (Polish Association for Employers of Contract Research Organizations

 The additional support  & patronage  provided by
 Commissioner for Patients’ Rights #Rzecznik Praw Pacjenta - Rzecznik Praw Pacjenta -

Portal Gov.pl (www.gov.pl) 
 Medical Research Agency (MRA) #Agencja Badań Medycznych (abm.gov.pl)

 The document prepared and published in 4 different languages – 1st edition dated 28Mar2022

 Good Practices disseminated broadly and  available on public domains (LinkedIn, FB industry group, 
GCP Alliance org, UCRA GCP)

 Helpline 7/24 open for patients from Ukraine / service covered by Commissioner for Patients’ Rights Office
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„Good Practices” – patient relocation process during war 
List of content

 Recommendations for primary care physicians, specialist clinics and hospitals
 Status of patients from Ukraine in the health care system
 The role of the sponsor and the investigator / research centre in the process of admitting 

patients from Ukraine

 Recommendations for Investigators and sites

 Communication with the investigators from Ukraine
 Process of obtaining informed consent 

 Conducting a visit with the assistance of an interpreter of Ukrainian/Russian
 Access to the medical history/SD of patients from Ukraine
 Access to the data of patients from Ukraine in the CRF and sponsor's databases
 Civil liability insurance of the sponsor and of the investigator.
 Access and continuation of study drug administration to the patient
 Access to materials and devices for the patient / PRO/ePRO/ patient’s diaries
 Communication between the sponsor and the Ethics Committee and the Office for 

Registration of Medicinal Products (URPL)
 Additional logistic costs relatied to the transfer of patients from Ukraine
 Enrolling a patient from Ukraine by sites in Poland
 Sources of Recommendations and guidance
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Lessons learned after unpredictable crisis
SPONSOR’s / CRO’s LEVEL

 Adaptive clinical trials service in a warzone

 Supply chains switched from air to land

 Local vendors services

 RBQM Monitoring Model

 Established Patients' relocation procedures from site to 
site & from country to country

 Regulatory and submission process

 ICF and patient’s materials prepared in Ukrainian for new 
studies at neighboring countries

 Accelerated implementation of Decentralized Clinical Trials 

 Changes in recruitments strategy and project delivery 
plan

 Enrolment target transfer form Ukraine to other 
countries

 Continued Risk Management Process and Business 
Continuity Plan
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Lessons learned after unpredictable crisis
SITE’s LEVEL

 Awareness of patient's diversity

 Focus on patient centricity and patients' needs 

 Openness for digital solutions (eCOA, ePRO) and 
adaptive monitoring strategies (RBQM)

 Availability of medical staff speaking Ukrainian 
language

 Established ICF process in Ukrainian Language

 SD preparation and maintenance / data integrity

 Access and willingness to use decentralized 
components 

 telemedicine service

 patient’s home visits

 local vendors services

 EMR systems implementation (ongoing process)

 Regarding the issue of the availability of 
healthcare services related to the clinical trial 
for relocated participants, which fall within the 
scope of benefits guaranteed in accordance 
with the Act of March 12, 2022 on assistance 
to Ukrainian citizens in connection with an 
armed conflict in the territory of that country 
(Journal of Laws item 583, as amended), 
Ukrainian citizens have access to medical 
care on the same terms as people insured 
in Poland. The services provided to Ukrainian
citizens will be settled/covered by the National
Health Fund.” 
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• Did we join all efforts and 
utilized all opportunities, options, 
scenarios to help participants in 
clinical trials who wanted 
continue innovative therapies 
during war?

• What items we should pay 
more our attention to be ready for 
any atypical condition, crisis, 
disaster? 

• What kind of global collaboration, 
tools, systems, processes, 
strategies  must be implemented 
and respected to better prepare 
responses to future such 
fundamentally disruptive events to 
clinical trials in a country or region?

• How industry must revise and 
change approach and alight our 
guidelines  regulations, ethical  
standards to provide quick and 
extensive support for patients, 
participants in CT?

• How can we better support 
people from different 
backgrounds who speak 
different languages, and what 
are some unique approaches 
we can explore to help others?
• How to return clinical trials 
to Ukraine and ensure 
continued access to innovative 
treatment for patients?

Important takeaway message or statement that spans all sections.



Thank you for your attention


