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Introduction

In conflict zones, chronic Non-Communicable Diseases 
(NCDs), including cancer, accompany the displaced. 110,000 
million people have been forced to flee their homeland, includ-
ing 6,906,500 refugees from Ukraine. The repercussions of war, 
including the destruction of healthcare infrastructure, gender-
based violence as a weapon of war, workforce shortage, lack 
of access to essential medicines, environmental disasters, and 
interruption of NCD treatment, culminate in delayed and worse 
outcomes [1-3]. Although public health programs for refugees 
are outlined in the Alma Ata Declaration [4], 67% of UNHCR-
recognized refugees are in protracted settings and face dispari-
ties in access to NCD care [5]. Continuity of cancer care is falling 
through the humanitarian cracks [1]. In February 2022, 794 clin-
ical trials had been approved by the Ministry of Health (MoH) 
Ukraine, of which 584 were active. On February 24, 2022, with 
the start of a full-scale invasion, life inside Ukraine stopped, and 
with it, clinical trials also stopped. The State Expert Center of 

the MoH of Ukraine, the regulator of clinical research, received 
108 letters for the premature termination of clinical trials in 
Ukraine due to the war. We summarize patient-centric policy 
frameworks, digital health solutions, and cross-sectional NCD 
clinical trial data on participant transfers within Ukraine and to 
neighboring countries in 2022. 

The State Expert Center of the MoH issued recommenda-
tions for Local Ethics Committees, Sponsors, clinical research or-
ganizations (CROs), and patients regarding clinical trials perfor-
mance during the martial law to enable telephone calls, home 
visits, delivery of IMP to the patient, and switching to local labs 
to help patients continue clinical trials participation. The follow-
ing policy measures facilitated the continuity of clinical trials for 
NCDs:

1.	 Expedited approval timeline of clinical trials materials 
from 47 to 30 days.

2.	 Digitalization of processes.
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3.	 24/7 communication in Ukraine.

4.	 Simplified transportation rules for medical products.

	 a. Enabled public transport, postal, and luggage ship-
ments.

	 b. Maintain protocol temperature\storage conditions.

5.	 Simplified requirements for import and use of medi-
cines and medical devices.

6.	 Simplified packaging and shelf-life requirements for 
the import and distribution of medical devices.

7.	 Exceptions for medical device storage.

In solidarity, Member States of the European Union Clinical 
Trials Coordination Group (CTCG) adopted a common strategy 
aligned with ICH E9 (R1) to enable the continuation of treat-
ment and the continuation of CT during the war. The European 
Union activated the Temporary Protection Directive, providing 
access to residence permits and social support services [6].

Study population

The State Expert Center of the MoH in Ukraine received 223 
letters from Sponsors/CROs for the transfer of 451 CT patients 
on February 24, 2022. Consent and IRB approval for these de-
identified analyses were obtained by the ongoing clinical trials 
in Ukraine. 

Statistical analysis

Aggregate data from clinical trial sites was analyzed using 
descriptive statistics. The frequencies are presented by thera-
peutic area.

Results 

From 24 February to 31 December 2022, a total of 451 adult 
clinical trials participants were transferred from conflict sites 
(Table 1). 172 trial participants were transferred to other sites in 
Ukraine, and 279 trial participants were transferred internation-
ally to 25 countries (including 107 to Poland, 54 to Germany; 
Table 1). 

Table 1: Distribution of 451 clinical trial participants transferred 
to alternate sites in 2022.

Therapeutic area Participant Transfers 
in Ukraine N  (%)

Participant Transfers 
Internationally N  (%)

Total transfers, n=451 172 (38.1%) 279 (61.9%)

Oncology 122 (70.9%) 99  (35.5%)

Neurology   22 (12.8%)   6 (24.0%)

Rheumatology   15  (8.7%)  32 (11.5%)

Gastroenterology    4 (2.3%)  35 (12.5%)

Cardiology    1 (0.6%)  20 (7.2%)

Endocrinology    2  (1.2%)  5 (1.8%)

Dermatology    3  (1.7%)   2 (0.7%)

Hematology    0     7 (2.5%)

Gynecology    0     4 (1.4%)

Other     -       -

The most common therapeutic area for patient transfer was 
oncology. Specifically, 122 participants were safely transferred 
to alternate oncology clinical trials sites in Ukraine, and 99 par-
ticipants were transferred to oncology trial sites in neighboring 
countries (Table 1). For neurology, 22 participants were safely 
transferred to alternate clinical trials sites in Ukraine, and 67 
participants were transferred to neurology trial sites in other 
countries.

Conclusion

Globally, displaced populations face barriers to NCD care, 
exacerbated by health insurance gaps and financial insecurity. 
Our data highlight the critical provision of clinical trial treat-
ment to 451 displaced Ukrainian patients across diverse thera-
peutic areas, including oncology (n=221), neurology (n=89), 
rheumatology (n=47), and gastroenterology (n=39). Multilateral 
policy change and collaborative efforts among sponsors, CROs, 
and Decentralized Clinical Trials (DCT) sites in Ukraine, Poland, 
Germany, Moldova, and neighboring countries identified safe 
and effective solutions for expedited approval, patient trans-
port, and DCT treatment in protracted conflict. Decentralized 
and digital health solutions, including phone calls, video calls, 
home visits, use of local labs, and safe IP shipment routes, were 
implemented to continue treatment, retain, and transfer pa-
tients. Our data within Ukraine and internationally across 25 
countries is a strength of this study [6-9]. The EMA policy mea-
sures for clinical trials implemented in Ukraine and in the EU 
are benchmarks for inclusion. There are costs to implementing 
patient transfers for NCDs in conflict or climate crisis, but the 
cost of inaction is steeper [9-11]. Furthermore, the Global Sum-
mit on War and Cancer emphasized the importance of cancer 
research in conflict zones and refugee populations. The future 
application of Artificial Intelligence (AI) tools may help personal-
ize clinical trial navigation for refugees [13,14].

In summary, our data underscore that policy and evidenced-
based digital solutions (including Starlin internet terminals) can 
safely facilitate accessible and sustainable clinical trial care in 
times of conflict, bearing relevance to climate emergencies, 
pandemics, and times of peace [15].
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