LETTER TO THE EDITOR
Ochsner Journal 19:294–295, 2019
©2019 by the author(s); Creative Commons Attribution License (CC BY)
DOI: 10.31486/toj.19.0068

Barriers to Conducting Clinical Trials in Developing
Countries
Adeel Khoja, MSc, MBBS,1 Fizzah Kazim, MBBS,2 Naureen Akber Ali, MSc, BScN3
of Medicine, Aga Khan University, Karachi, Pakistan 2 Dow Medical College, Dow University of Health Sciences, Karachi,
Pakistan 3 School of Nursing and Midwifery, Aga Khan University, Karachi, Pakistan

1 Department

TO THE EDITOR
Clinical trials play a crucial role in determining the efficacy,
safety, and adverse effects of new treatment methods before
they are introduced to the general population.1 The double burden of disease in developing countries emphasizes
the strong need to conduct clinical research to identify and
implement cost-effective and novel treatment plans2 that
provide guidelines for healthcare professionals working in
environments with limited medical and surgical resources.3
A 2018 study revealed a staggering difference in clinical trial
sites; approximately 83% of trials had been conducted in
25 high-income countries, whereas <5% had been conducted in 91 lower-middle or low-income countries (LMICs).4
Despite the high prevalence of disease in LMICs, substantial
funding and research to address this gap are not available in
most countries.
Key barriers that impede progress in clinical research are
the lack of financial resources, the lack of skilled personnel,
and regulatory and administrative issues.5
Alemayehu et al reported lack of funding as a common
obstacle and noted that the majority of funding for clinical trials comes from western countries or pharmaceutical companies established in the West.5 In developing countries, governments allocate meager funding for research and overall
health.
The lack of focus on clinical trials research in the curricula in medical schools and teaching hospitals5 and the lack
of research-based higher educational institutions have led
to a dearth of skilled personnel.5 Individuals with specialized training or experience in clinical trials often prefer to
work abroad because of the greater opportunities, resulting
in brain drain in their countries.5
Unnecessary delays in ethical approval procedures and
complex and unreasonably strict government regulatory systems have further impeded progress.6 Additionally, certain
cultural and religious beliefs that create fear of exploitation in
the general population have also hampered advancement.6
Despite these challenges, LMICs showed the highest
annual growth rate in clinical trials in the period 2006 to
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2012 (14.7%) compared to the United States, high-income
countries, upper-middle income countries, and low-income
countries.4
Global collaboration among developed countries and
LMICs is essential to foster clinical trial research. Clinical trials following ethical guidelines that cater to the health needs
of people living in LMICs are needed. Significant investment
is required in research infrastructure and research-based
higher education centers. Governments need to implement
changes that reduce approval times and speed regulatory
processes to attract more funding for clinical trials.
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