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Introduction: Trials performed in small communities pose
challenges due to number of participants and facilities. The
aim was to investigate the impact of new regulations, brought
into effect in January 2022, for clinical trials in Malta and
create a template for clinical trial planning, to outline the
steps involved in setting up clinical trials. The new EU
guidelines from 2022 outlines the new regulations to be
followed when setting up clinical trials, including the use of
CITS which is a system that must be used to upload all
documentation needed for a clinical trial.

Method: A questionnaire for healthcare professionals was
developed to identify experiences and perceptions about
challenges in clinical trial participation and this was
disseminated in March 2024. Qualitative interviews were
held with the national economic development agency to
discuss national strategies to attract and support investment
and operations in the area of clinical trials, with private
pharmaceutical companies and private clinics to establish
interest in participating in clinical trials and with medical
specialists with experience in clinical trials. Subsequently a
template to guide professionals through procedures was
developed intended to address challenges identified.

Results: Forty-five questionnaires were completed by 43
specialist doctors and 2 pharmacists who reported time
constraints, lack of funding and infrastructure as the main
hurdles. Five private pharmaceutical companies were
contacted but these did not show an interest in being
involved in any clinical trials. The 3 private clinics contacted
showed an interest and are willing to offer all their facilities
for such trials. The national economic investment agency
highlighted the lack of a Contract Research Organisation
(CRO) in Malta as a challenge whilst an interest in strategic
measures to attract CROs. Three specialist doctors from
Mater Dei Hospital, involved in 3 different types of trials, were
interviewed and their main concerns identified. The template
developed highlights practical approach to application for
approval, setting up a team of health professionals, finding
premises and laboratory services, and recruiting volunteers in
the context of small healthcare and pharmaceutical
ecosystems.

Conclusion: This research identified challenges and
opportunities at the level of the national economic
development agency and in healthcare systems. The
template developed addresses these challenges and serves to
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support healthcare professionals embarking on participating
in clinical trials by serving as a resource that identifies
stakeholders which are able to offer funding, facilities like
medical clinics, and services like laboratory services. The
rationale for aspects in the new EU legislation regulating
clinical trials intended to ensure patient safety are highlighted
so that healthcare professionals are empowered to navigate
the process through proper management and good
governance.
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solutions;combined with doxorubicin at clinically translatable
doses.

12


pmace02
Cross-Out

pmace02
Cross-Out

pmace02
Cross-Out




