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Every clinician carries memories of particular patients. Some are of relief, when a new treatment worked. Others
are of loss, when there was no effective therapy to offer. Both leave the same question behind: could we have
done better, or known more? Clinical trials are how medicine answers it. A vaccine that protects our children, a
targeted therapy that shrinks a tumor, a simple drug that turns a chronic illness into a manageable one: each
reached patients only after the long and demanding work of clinical research. That work is not evenly shared.
Fewer than half of the clinical trials run by the world’s largest pharmaceutical companies take place in low- and
middle-income countries (LMICs), even though these countries are home to nearly 80% of the global population
(1 Pakistan has, for too long, used evidence generated elsewhere instead of helping to create it.

The Clinical Trial Landscape in Pakistan

Clinical research in Pakistan has historically been concentrated in a small number of academic institutions and
tertiary care hospitals. A review of trials conducted in Pakistan between 2000 and 2022 found that interventional
research is held back by limited funding, a shortage of skilled personnel, and regulatory obstacles, and that
most trial funding comes from Western funders or pharmaceutical companies [2.Pakistan’s medical research
output has grown quickly: Scopus-indexed medical publications roughly tripled between 2001-2010 and 2011—
2020, and in 2019-2020 Pakistan had the second-highest publication growth rate of 46 countries analyzed [3l.
Much of that growth, however, has been in observational studies and surveys. These have real value, yet they
cannot answer the questions that only randomized trials can. Pakistan’s share of international multicenter trials
remains small for a country of its size, and worldwide, the growth in registered trials has been uneven across
regions 241,

The COVID-19 pandemic showed both what Pakistan can do and how narrow its base still is. The international
phase 3 trial of the single-dose Ad5-nCoV vaccine began enrolling in Pakistan in September 2020, before any
other country, and Pakistan contributed the largest national share of participants to the efficacy analysis 5. That
achievement was the exception rather than the rule; the funding, staffing, and regulatory barriers described
above still limit most institutions 2,

Why Pakistan Matters

Pakistan’s value as a trial location starts with its population. Recruitment is one of the hardest parts of any
clinical trial, and Pakistan’s large and varied population gives access to patients across many disease areas.
The country carries a heavy burden of infectious disease alongside rising rates of diabetes, cardiovascular
disease, cancer, and mental disorders, which makes a wide range of therapeutic studies possible. Its tertiary
teaching hospitals see high patient volumes and complex cases, and many of their clinicians have the expertise
to contribute to international research collaborations.

From Potential to Preparedness

Moving from potential to preparedness starts with institutional commitment. Research is usually treated as the
business of individual investigators, but a sustainable trial program needs an institution that owns it. Hospital
leaders have to treat research as a strategic priority: commit dedicated resources, set up governance structures,
and build research goals into the institutional plan. Ethical oversight matters just as much, because clinical
research depends on public trust. Institutional review boards must review protocols rigorously, work
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independently, and protect participants’ rights. Pakistan already has a legal framework for this. Under the Bio-
Study Rules, 2017, clinical trial sites must be licensed by the Drug Regulatory Authority of Pakistan, every trial
needs independent ethics approval, and approved trials are entered in a national registry €. Compliance with
these rules and with ICH-GCP should be part of everyday institutional practice, not a formality completed before
an inspection.

Building Infrastructure

Trials need infrastructure well beyond what routine clinical care requires. A dedicated clinical research unit is
the backbone of a modern program, with space for participant visits and informed consent, secure document
storage, a research pharmacy, and access to laboratory services. Trials also depend on reliable systems for
collecting, processing, storing, and transporting specimens, and studies involving biomarkers or biobanking
need advanced laboratories with quality assurance. Digital capacity is now expected as well. Electronic data
capture, remote monitoring, and secure databases are standard, and the World Health Organization (WHO)
has called for wider use of digital tools and risk-proportionate monitoring [78l. Institutions have to invest in both
the physical and the digital side.

The Research Workforce

The workforce often decides whether a site succeeds. Trials rely on multidisciplinary teams of research
coordinators, study nurses, pharmacists, regulatory specialists, data managers, laboratory staff, and
biostatisticians. Formal training in clinical research is scarce in Pakistan, and most health professionals pick up
research skills informally or on the job. That is not enough for the demands of modern trials. Structured training
programs, GCP certification, mentorship networks, and defined career pathways would make institutions far
more ready; better mentoring and clearer careers for clinical researchers were among the main
recommendations of an international workshop on research capacity in LMICs [,

Culture matters too. Clinicians weighed down by clinical duties rarely find time for research, so institutions need
to offer protected time, recognition, and career incentives. In a national survey of 380 Pakistani doctors, lack of
training was the most frequently reported barrier to research (62.6%), and 48.1% cited inadequate support from
mentors 19, Behind these figures are thousands of young doctors whose research potential is going unused.
Quality and Credibility

Quality is what earns trust in clinical research. Sponsors look for institutions with strict regulatory compliance,
reliable documentation, and sound quality management systems. Standard operating procedures, internal
audits, corrective and preventive action plans, and monitoring are the tools an institution uses to earn credibility
and keep it. The first WHO Global Clinical Trials Forum proposed a maturity framework to track how clinical trial
units develop,® and WHO’s 2024 guidance calls for quality management that is proportionate to risk [7:11, For
Pakistan, stronger quality management is one of the most effective ways to build international credibility and
long-term partnerships.

A Roadmap for the Future

Becoming trial-ready is a gradual process. Leading research centers usually begin with governance and ethical
oversight, then build infrastructure, train staff, and put quality systems in place. Experience with investigator-
initiated and observational studies often comes before participation in large multicenter trials. At the national
level, a coordinated network linking medical universities, tertiary hospitals, and community sites would improve
recruitment, make multicenter studies easier to run, and give Pakistani researchers a shared purpose. The
benefits reach beyond research: good governance, careful documentation, and a habit of continuous learning
also improve patient care.

Conclusion

Pakistan has much of what it needs to contribute to global clinical research: a large population, a diverse
disease burden, a growing academic sector, and a regulatory framework that is maturing. The Aga Khan
University, the country’s most productive medical research institution,[ and the Pakistani sites in the
international Ad5-nCoV vaccine trial ¥ have shown that research to international standards is possible here
when commitment and resources are in place. Turning that potential into routine practice will take deliberate
and sustained effort. Trial capacity needs to move from individual investigators to institutional systems built on
governance, infrastructure, workforce development, ethics, and quality. Clinical trials should be seen as an
investment in healthcare innovation, scientific excellence, and national development. If Pakistan builds that
capacity, it can move from consuming evidence to producing it.
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