
Mohan R. Sharma, MD

Professor and Head of Neurosurgery

Institute of Medicine

Kathmandu, Nepal

Randomized 

Controlled Trial 

Governance in Nepal



“It is wrong always, 

everywhere, and for 

anyone, to believe 

anything upon 

insufficient evidence.” 

1876  AD
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Reasons for Generating New 

Evidence
Most scientific method to:

◼ Understand the epidemiology of the disease

◼ Determine the utility and applicability of 

diagnostic tests 

◼ Select best treatment modalities

◼ Develop new tools and methodologies to 

measure and promote health equity
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Commission on Health Research for Development. Health research: 

essential link to equity in development. Oxford University Press; 1990 



Hierarchy of Evidence
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‘Supreme court’ of evidence!



World
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Sir Bradford Hill 

(1897-1991)



Nepal
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Est in 1989 as a collaboration 

between the Johns Hopkins 

University & Nepal Netra Jyoti 

Sangh

A randomized, double-blind, 

placebo-controlled community 

trial of 28,630 children aged 6-72 

months

Demonstrated a 30% reduction in 

child mortality, leading to 

substantial changes in both Nepali 

and other government's Vitamin A 

programs.
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A collaboration between 
U.S. Army and Royal Nepal 
Army sponsored by 
GlaxoSmithKline from July 
2001 to January 2004

Vaccine 

efficacy - 

95.5%

A phase 2 randomized, 
double-blind, placebo-
controlled trial of  rHEV 
vaccine to evaluate safety 
& efficacy in 1794 subjects
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A highly complex, time-consuming, risky and costly task



Clinical Trial Governance

◼ A systematic approach to maintaining 

and improving the quality  of clinical 

trials 

◼ Ensuring that:

◼ Research has been done in line with:

◼Established ethical principles

◼Guidelines for responsible research 

conduct

◼Relevant legislation and regulations

◼ Institutional policy
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Objectives

◼ Reduce trial start up times

◼ Optimize recruitment and 

recruitment time frames

◼ Better engage trial sponsors

◼ Improve consistency in trial service 

delivery
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National Clinical Trials Governance Framework, Australia, 2022



Specific Objectives

◼ Describes the clear role of PI, site PI, 

coordinator, research officer, pharmacist, etc

◼ Provides standards against which the 

performance of the trial will be assessed

◼ Help develop strategic and operational plans

◼ Helps with accreditation and training of IRCs, 

trial centers

◼ Eliminates duplicates and delays
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National Clinical Trials Governance Framework, Australia, 2022



Elements of Research 

Governance
◼ Ethical approval

◼ Compliance with legislation, regulations, guidelines and 

codes of practice

◼ Legal matters, including contracts or insurance 

frameworks

◼ Financial management 

◼ Risk assessment & management

◼ Managing collaborative research

◼ Monitoring of trials- protocol compliance, SAE,AE, etc

◼ Ensuring responsible research conduct and managing 

research misconduct

◼ Reporting requirements
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Governance in Nepal

◼ Accreditation of IRCs

◼ Periodic training of IRC members

◼ Research promotion training

◼ Approval and monitoring of trials

◼ Vaccine trials – cabinet

15



16



17

Edition: First 2005
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Department of Drug Administration

19



Institutions
◼ Trials/ extramural funded projects 

handled differently

◼ Different Uni/institutions may have 

different regulations but similar in 

nature
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Barriers and Solutions

➢ Insufficient research capacity

➢ Research centers/depts. in major institution a 

must

➢ Inadequate research  enthusiasm

➢ Periodic training

➢ Encouragement & mentorship by the seniors

➢ Incentives for researchers (Job opportunities, 

higher salary, and  faster career advancement)
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Barriers and Solutions…
➢ Lack of expertise 

➢ More training courses

➢ Short-term visits to international research centers or 

inviting international experts to train the local scientists

➢ Lack of funding

➢ Increasing awareness among potential researchers

➢ Lobbying the policy makers

➢ Collaboration

➢ Brain drain 

➢ Developing adequate infrastructure at home

➢ Providing “protected” research time

➢ Ensuring financial security for the researchers
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Miscellaneous Issues

◼ Trial registry

◼ Harmonize regulatory, legal and administrative 

requirements to facilitate pragmatic, efficient and 

achievable standards in clinical trial

◼ Promote routine data-sharing systems to prevent 

unnecessary duplication of trials

◼ Clear trial governance framework publication

◼ Availability of Contract Research Organizations 

(CROs) 

◼ Need of reporting requirement  and handling 

misconduct policies
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Conclusion
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