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ABSTRACT 

In Pakistan, clinical research is experiencing a substantial increase, driven by regulatory changes and institutional initiatives. 

Simultaneously, it faces substantial obstacles in infrastructure, investment, and human capital that impede the clinical research, 

adversely affecting the national productivity and global reputation. This editorial emphasizes the importance of focusing on evidence-

based priorities that will improve clinical research in Pakistan, utilizing local data with independent oversight and regulated by the 

Drug Regulatory Authority of Pakistan (DRAP), Pakistan Medical & Dental Council (PM&DC) and World Health Organization 

(WHO). The priorities to bring in the reforms include: standardization of gadgets, training staff and health sector graduates, sustainable 

funding and national and provincial governmental constitutional policy reforms. Observations comparable to neighboring countries 

data underscore diverse potential outcomes prompting intervention. 
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INTRODUCTION 

Current clinical research and fitness initiative in Pakistan is 

witnessing a substantial change in demographics of audience, 

hence, in its ultimate target achievements. Conditions like 

tuberculosis, hepatitis, dengue, and typhoid remain common, yet 

non-communicable diseases (NCDs) such as cardiovascular 

diseases, diabetes, and cancers have stepped in as more than half 

of all deaths.1 This dual challenge, obviously has exerted 

substantial pressure on healthcare systems, emphasizing the 

critical need for locally generated data to guide the appropriate 

decision and their outcome. 

Drug Regulatory Authority of Pakistan (DRAP) is the national 

regulatory body for clinical trials in Pakistan, but it operates its 

own national portal (CTR Pakistan) rather than being an official 

primary registry within the WHO International Clinical Trials 

Registry Platform (ICTRP) network.2 

All applications for the conduction of clinical trials are 

mandated to seek prior approval from National Bioethics 

Committee, a notified body on bioethics in all sectors of 

healthcare, working under the Ministry of National Health 

Services, Regulation and Coordination. The National Bioethics 

Committee (NBC) primarily reviews clinical trials to safeguard 

the dignity, rights, and safety of research participants, ensuring 

full compliance with the Declaration of Helsinki. Additionally, 

it evaluates the scientific validity and ethics of each study, the 

qualifications of the research team, and all related legal, 

regulatory, and ethical considerations.3 

The introduction of DRAP's Clinical Research trials in 2018 and 

the accreditation of institutional assessment forums (IRBs) by 

the National Bioethics Committee (NBC) were notable 

accomplishments.2,3 Despite ongoing difficulties, challenges 

persist. Only a few IRBs meet both practicality and adherence 

to national as well as international standards. A number of 

enterprises neglect to adopt electronic tools for ethical 

evaluation, compliance monitoring, and negative event 

documentation. Regulatory deadlines frequently differ, 

impeding international collaboration.3 The current focus is on 

establishing a nationwide uniform IRB accreditation 

framework, implementing virtual ethical review procedures, and 

mandating GCP training for all clinical researchers. 

Efforts occurring at national level focused on modifying 

regulations for different aspects of research are likely to 

influence the setting. The Pakistan Medical and Dental Council 

(PM&DC), the Drug Regulatory Authority of Pakistan (DRAP), 

and the Higher Education Commission (HEC) have joined 
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forces to streamline ethical review, clinical trial documentation, 

and researcher training. The regulations (2018) on Clinical 

Research trials and the establishment of CTRP (Medical Trials 

Registry of Pakistan) have been a significant milestone for 

transparency and global compliance.4 Nevertheless, resulting 

progress is still slow and inconsistent where only a few entities 

have attained all international benchmarks. 

Pakistan's clinical research sector has witnessed substantial 

growth recently, with over 5000 clinical trials (n=5037 exact 

figure) registered by 2024, as reported by trials registered with 

WHO ICTRP and Clinicaltrials.gov.5 According to the Pakistan 

Clinical Research Landscape Report 2025 the strengths of our 

population for participation in clinical research include a large 

population with high growth rate, genetic diversity, high burden 

of both communicable and NCDs, low operational costs and a 

treatment-naïve population.5 The world is moving towards 

precision medicine, AI-assisted monitoring, and extensive 

vaccine production. These areas remain in their early stages in 

Pakistan. 

On the international scene, United States and several other high-

income countries play a leading role in global multicenter 

clinical trials relating to oncology, infectious diseases, 

cardiology, and vaccine research. Global clinical trial registries 

data show that the United States hosts the largest proportion of 

registered clinical trials worldwide, while participation from 

low- and middle-income countries, including Pakistan, remains 

comparatively limited despite a high disease burden.6 

The potential of clinical research studies in Pakistan is limited 

by outdated diagnostic tools, inaccurate laboratory equipment, 

insufficient medical research instruments, and inadequate 

biorepositories. Several prominent healthcare institutions fail to 

comply with necessary laboratory protocols. PM&DC and 

DRAP specify that critical regulated components encompass 

calibrated laboratory instruments, defined sample management 

procedures, established digital record-keeping systems, and 

pharmacy oversight for investigational drugs.2,4 To resolve these 

disparities, federal and provincial financial frameworks need to 

allocate resources to joint research centers, which include 

certified laboratories, trial equipment, and biostatistics units, to 

comply with international benchmarks. 

A substantial portion of clinical research remains influenced by 

funding sources, concentrating on rare conditions and operating 

in isolated segments. Although a countrywide research fund is 

theoretically available, its actual implementation has been 

insufficient. This dependence on external assistance leaves 

communities exposed, as their resources often align with global 

trends rather than addressing local requirements. Research from 

comparable nations indicates that progress can be made with 

substantial political backing. Various nations, such as Egypt, 

Vietnam, and Morocco, have boosted their research efforts by 

adopting governance reforms and allocating specific funding.5,7 

Pakistan might replicate a similar trajectory by strengthening 

DRAP oversight, increasing federal and provincial funding, 

creating centers of excellence in clinical research, and speeding 

up digital advancements throughout institutions. 

Pakistan should enhance its participation in multi-center clinical 

trials and collaborate with international databases such as 

Clinical Trials to gain global recognition. The government and 

the WHO ICTRP work together to encourage the sharing of 

statistics and to adopt open technology approaches. Barriers 

include inadequate institutional resources, varied digital 

networks, and the lack of accessibility to nearby publications. 

Navigating these difficult situations will bolster Pakistan's 

standing and its involvement in the international academic 

arena.5,8 

Currently Pakistan produces over 22,000 medical and dental 

graduates annually,9 yet a tiny portion seek employment in 

research institutions. Healthcare professionals in general face 

challenges due to excessive workload, restricted access to 

support, and insufficient time for research. Training in medical 

studies is inadequate, with understaffed professionals lacking 

expertise in biostatistics and epidemiology, and insufficient 

compensation discouraging instructional publications. Initiating 

education projects, residency programs, and certification 

courses tailored to meet the demands of PM&DC and HEC is 

crucial for cultivating enduring human capital. Clinical research 

training in undergraduate programs is crucial for sustaining 

healthcare advancements. Acquiring knowledge about research 

techniques, ethical considerations, and clinical trials equips 

healthcare professionals for evidence-based care. Institutions 

with clinical trial units (CTUs) should offer onsite supervised 

practical training, whereas those without CTUs should 

incorporate simulated research activities. Incorporating research 

promotion into undergraduate programs will foster a robust 

research environment and enhance Pakistan's future research 

talent pool. 

CONCLUSION 

The direction of Pakistan's clinical research is experiencing a 

substantial change. Effective reforms and organizational 

changes have laid a solid foundation, However, issues with 

governance, infrastructure, workforce, and financial resources 

impede advancement. A comprehensive national plan that 

strengthens ethical monitoring, upgrades systems, builds human 

capital, and guarantees continuous financial support is essential. 

With concerted political action and collaboration among various 

stakeholders, Pakistan can align with international norms and 

substantially contribute to global technological progress. 
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