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1. Key Focal Areas for Human Biomedical Research 
(HBR)

2. Duties of Researchers
 Review Process
 Risk level 

AGENDA

 Risk level 
 Application forms
 Data Management, Security and Governance
 Research Collaboration Agreements (RCA)

3. Appropriate Consent



MINISTRY OF HEALTH (MOH) - KEY FOCAL AREAS (KFA)



• Reviews ethics for studies conducted in SSI and 
NYSI

• Registered under MOH as a research institute that 
conducts Human Biomedical Research (HBR)

ROLE OF SSI-IRB & SECRETARIAT



What determines if a study is classified as HBR?

Does the PURPOSE of the study involve:
• The prevention, prognostication, diagnosis or alleviation of any disease

disorder or injury affecting the human body; or
• The restoration, maintenance or promotion of aesthetic appearance of

human individuals through clinical procedures or techniques; or
• The performance or endurance of human individuals

HUMAN BIOMEDICAL RESEARCH (HBR) CLASSIFICATION

Does the study METHODOLOGY involve:
• Subjecting an individual to any intervention that has a physical, mental or

physiological effect on the body of the individual; or
• The use of any individually-identifiable biological material obtained from

the human body; or
• The use of any individually-identifiable health information



RESEARCH APPLICATION FORM (*UPDATED JAN 2020)



RESEARCH APPLICATION FORM (*UPDATED JAN 2020)



RESEARCH APPLICATION FORM (*UPDATED JAN 2020)



RESEARCH APPLICATION FORM (*UPDATED JAN 2020)



REVIEW PROCESS
Principal Investigator submits 

research application

Research involves more than 
minimal risk or does not meet 
exempt or expedited criteria

Expedited Review 

Research involves no more 
than minimal risk to research 

subjects

IRB Secretariat

Research involves less than 
minimal risk to research subjects

Vet through 
documents

Initial Approval by Chairman

Insufficient documentation
Principal Investigator to 

resubmit application

Sufficient documentation
IRB Secretariat to classify study and put 

forth recommendation to Chairman

PI issued Letter of 
Approval

Full Review (FULL)
Expedited Review 

(EXP)

Final Approval by Chairman

Exempted (EXE)

Chairman2 Lead Reviewers
2 Lead Reviewers & 

Remaining Board Members

4 Weeks 2 Weeks 2 Weeks

≥ 5 required to 
approve

Both reviewers 
required to approve

Inform other 
board members 
if exemption is 

approved



• Determined by the level of risk faced by 
participants

• Whether there is more, less, or equal to daily 
amount of risk faced by target participant group?

EXPEDITED REVIEW & EXEMPT FROM REVIEW



INCIDENT REPORTING – SEVERE ADVERSE EVENTS (SAE)

SERIOUS ADVERSE EVENTS SINGAPORE SPORT INSTITUTE

Activate Medical Emergency  Action Plan:

Call 6500 5450 for help

Administer first-aid/CPR-AED

Wait for assistance

OTHER RESEARCH SITES

INCIDENT REPORT

Once the event is under control:

Contact SSI-IRB Secretariat immediately

Fill up and submit the SAE Reporting 

Form* within 24 hrs

POST EVENT ASSESSMENT
Carry  out respective

Emergency Action Plans

POST EVENT ASSESSMENT

It is the role of the Principal Investigator to:

Re-assess the conduct of the research study

Formulate corrective and preventive action plans

Provide timely updates to SSI-IRB Secretariat



INCIDENT REPORTING – SEVERE ADVERSE EVENTS (SAE)

SUSPECTED OFFENCES OR CONTRAVENTIONS

Commencement of research prior to obtaining 

approval from SSI-IRB

Carrying out research without informed 

consent from participants

An offence is committed in the event of any breaches 

as follows:

INCIDENT REPORT

Researchers who encounter, or are found guilty of committing any SOCs 

should:

Report to SSI-IRB immediately

Fill up and submit the SOC Reporting Form* within 24 hr of notification

*Download form from Sharepoint or contact Secretariat

POST EVENT ASSESSMENT

Intentional or non-intentional disclosure of 

identifiable data without consent

Research protocol deviating from approved 

study design without re-approval

POST EVENT ASSESSMENT

An outcome will be made based on the inquiry.

In general, Principal Investigator(s) will have to:

Receive outcome of study (i.e., suspended, etc.)

Formulate corrective and preventive action plans

Provide timely updates to SSI-IRB Secretariat



DATA MANAGEMENT & SECURITY

1. Data Collection 
 All data should be anonymised immediately during 

data collection (i.e. 001, 002, etc.)
 Store the identification data in a password-protected 

document

2. Data Storage and Maintenance
 No storage of identifiable data on personal devices; to be  No storage of identifiable data on personal devices; to be 

stored within encrypted thumb-drive during data collection 
phase

 Upon completion of data collection, only the appointed SSI-IRB 
Data Management Officer (DMO) has access to the 
identification data document unless PI seeks approval from 
secretariat team

 All data and documents pertaining to the research to be stored 
in locked SSI-IRB research cabinet for a minimum of 7 years, 
accessed via the DMO



RESEARCH COLLABORATION AGREEMENT (RCA)

• RCA for multi-party research
 To define clear roles and responsibilities for Research Institutes 

(RI) participating in the same research study

• Procedure for RCAs (SportSG)
 Fill up template provided by Secretariat 
 Consult with SportSG Legal dept  Consult with SportSG Legal dept 
 Send to other institute to agree and sign
 Keep signed copy in research file

• Procedure for other parties
 Refer to your research coordinator



• Participant’s consent must be taken before any
form of data collection.

• Consent must be:
– In writing
– From the participant personally1

– After the study has been explained clearly to them 

CONSENT TAKING GUIDELINES

– After the study has been explained clearly to them 
(methodology, risks, benefits)

– In the presence of a witness2

1. With the exception of adults who lack mental capacity. For minors, consent of parent / legal 
guardian as well as consent of minor is required.

2. For studies classified as Human Biomedical Research (HBR).



• Encourage proper consent 
even during routine 
servicing activities
 Usage of ‘General consent form’

during normal servicing activities, 
if intending to use data for future 
research

CONSENT TAKING GUIDELINES

• Consent taking for minors
 Both consent of parent / legal 

guardian, as well as assent of the 
minor is required



Any doubts to clarify?

SINGAPORE SPORT INSTITUTE – INSTITUTIONAL REVIEW BOARD

Any doubts to clarify?


