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Overview of Investigator Initiated Clinical Trials Activities
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Pre-grant activities

• Protocol design

• Budgeting

• Site feasibility

• Consultations on 

trial operations

• Project 

management 

(e.g. with 

external funder)

Supportive Study activities

• QA & compliance

• Project management

• Software licenses (Oracle, 

SAS)

Post-study activities

• Manuscripts writing

• Secondary analysis

• Re-check data

Main study activities

• Project management

• Monitoring

• Data management

• Biostatistics

• Use of database 

(Oracle or REDCap)



Site responsibilities

Site feasibility

Protocol submission to IRB/HSA

Screening of suitable patient

Recruitment of patient

Consent taking

Examination of patients

Conduct Lab/imaging tests

Investigational drug administration

Follow-up of patient

Data entry

Safety reporting to IRB and HSA

Site study closure

Staff involved:

Investigators (doctors)

Clinical Research Coordinators

Research assistants

Partnership between ARO/Research Office and Hospital in 

conducting a clinical trial 

ARO/Research Office 

responsibilities

Sponsor

Protocol design

Sample size calculation

Overall project management

Preparation of research 

database

Monitoring of data entry

Management of data

Investigations

Monitoring of safety event

Analysis of data

Publication

Staff involved:

Epidemiologists, 

Biostatisticians

Project Manager

Clinical Research Associates

Research Informatics

Data Management



SCRI supported “first-in-man” trials on discovery/ 

development drugs from NUS, DukeNUS, A*Star etc.



SCRI partnerships in research projects with high public 

health impact to Singaporeans



MOH funded $5m pre-diabetes study with 

Singhealth, HPB and SCRI

SCRI partnership in research projects with high public 

health impact to Singaporeans



What SCRI can help if a PI is planning to apply NMRC 

grant?

• Contact SCRI to ask for Protocol design and sample size calculation (this 

support is provided free to PIs)

• SCRI can help to scope the operations budget (eg project management, 

study monitoring, data management, data analysis) required for the study 

and support the submission of grant to NMRC. SCRI staff maybe co-

investigators of the study 

• If PI is successful in obtaining the study grant, SCRI can support some of 

the logistics operations (eg project management, study monitoring, data 

management) at subsidized fee or help PI to look for external outsource 

vendor

• When study completed, SCRI Biostatistician can help publication



Thank You


