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ABSTRACT

Introduction: Conducting clinical trials in resource-limited settings poses challenges such as limited infrastructure, inadequate
funding, and a scarcity of qualified personnel. Understanding and addressing these obstacles is crucial to improving healthcare
outcomes for underserved populations. In view of this, the EASE Trial, a Ministry of Health-owned study, was initiated to
specifically focus on finding a cost-effective solution for hepatitis C treatment, with a particular emphasis on vulnerable
populations. Additionally, the trial aims to build capacity in healthcare sites that have not previously conducted clinical trials,
including Klinik Kesihatan. Methods: A comprehensive case study explored challenges faced in the EASE Trial, which aimed to
address the specific needs and constraints of a resource-limited setting. Data collection included focused group discussions,
document analysis, and on-site observations, providing insights into contextual factors and specific challenges encountered.
Results: The case study uncovered challenges in the EASE Trial, including limited financial resources, patient selection and
recruitment difficulties, inadequate training and capacity in primary healthcare, and insufficient laboratory facilities and
logistics. Innovative solutions, such as community engagement, were implemented. Opportunities identified included motivated
research teams, the potential for population health impact, and the importance of research leadership in driving successful
trials. Conclusion: Findings highlighted the importance of addressing limited resources, infrastructure, and trained personnel
while adapting to the local context. Strategies to overcome these challenges and leverage opportunities, with a strong emphasis
on research leadership, can enhance clinical trial conduct in resource-limited settings, ultimately improving healthcare delivery
for underserved populations.
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