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CLINICALTRIALS IN DHULIKHELHOSPITAL

2019

To evaluate the non-inferiority of the

immunogenicity of the Vi-DT vaccine

compared to the Vi-TT vaccine

2021
To evaluate the immune non-inferiority and safety of

OCV-S compared to Shanchol™ in healthy Nepalese 

participants aged 1 to 40 years old

2024
To evaluate the efficacy,  

immunogenicity, and safety of a

2019 ONWARDS

To assess the efficacy, safety, and immunogenicity

of two CoV preS dTM – AS03 vaccines (monovalent

and bivalent) in adults 18 years of age and older in a

multi-stage approach.

To

2023

characterize

biomarkers  

vaccinated

immunologic  

among 

individuals from the

Euvichol-S Phase III tria l.

Heterologous  

SARS-CoV-2

2022
Booster Vaccination 

Recombinant

of a 

Protein

Nanoparticle Vaccine (GBP510) adjuvanted

with AS03 in Adults Aged 18 Years and

Older

The effectiveness of Ketotifen fumarate and

Indomethacin for improving clinical measures

of respiratory function and /or resolution of

COVID-19 symptoms

respiratory syncytial virus

vaccine in infants and toddlers

(PEARL)

IVI -T003

Statin study

OCV-S 

VAT00008

GBP510_004

KICC STUDY

LTFU-OCVS

VAD00004

Statins and Progression of Rheumatic Heart Disease:

A Feasibility Study.



Challenges during Regulatory Approval



Vaccine:  
Approval from 

Ministry

reapplication for 
same study due to 

the one-year license

Need to reapply for 
adaptive trial 

designs as a new 
trial

Delay during local IRB approval



Challenges during Study Start-up and Recruitment 

• Stigma and Fear regarding clinical trial
• At Institutional Level

• At Community Level





Faculty Orientation



Local 
Stakeholder 
Orientation



Media Personal Orientation
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• Stigma and fear regarding clinical trial
• At Institutional level

• At community level

• Site preparedness and Operational readiness

• Inclusion/exclusion criteria vs real-world population

Challenges during Study Start-up and Recruitment 



Challenges during Follow-up and Study Conduct

• Loss to Follow-up



Proper consent and counselling

Trust building

Transport facility

Medical insurance



Challenges during Follow-up and Study Conduct

• Loss to Follow-up

• Maintaining Data quality





Conclusion

• Community and stakeholder engagement is critical for successful trial

• Anticipation and Preparation should be there for potential challenges 
rather than reaction to challenges

• “Operational excellence is as important as scientific rigor”
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