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MINISTRY OF HEALTH (MOH) - KEY FOCAL AREAS (KFA) 
Focus this session

Covered topics in 
April’s sharing session



SHARING CONTENT

• Review Process

• Incident Reporting

▪ Serious Adverse Events

▪ Suspected Offences or Contraventions

• Research Monitoring (Internal Audit)

▪ Study Amendments

• Online Consent Taking

• Q&A



Review Process
Principal Investigator submits 

research application

PI issued Letter of 
Approval

Full Review (FULL)

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

expedited criteria

Expedited Review (EXP)

Final Approval by Chairman

Research involves no more than 
minimal risk to research subjects

IRB Secretariat

Exempted (EXE)

Research involves less than 
minimal risk to research subjects

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

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

*Provide a realistic timeline, factoring in the 
review process (~6 to 8 wk allowance)

~1 to 2 weeks

+ 1 to 2 weeks



Incident Reporting – Serious Adverse Events

Manage the situation on the ground

Serious Adverse Events (SAEs)
- Results in death

- Life threatening etc.

Report Incident:
1) SSI-IRB Secretariat

2) SAE Reporting Form

Post-Event Assessment



Incident Reporting – Suspected Offences or Contraventions

Suspected Offences or Contraventions (SOCs)

Any individuals encountering such incidents, 
please report to:

1) SSI-IRB Secretariat
2) SOC Reporting Form

Post-Event Assessment



Penalties for Suspected Offences or Contraventions
S/N List Of Contraventions And Section Reference Penalties

1 Duties of researchers conducting HBR – Section 22

∙ Proposed research has been reviewed and approved (or exempted) by an IRB;

∙ Appropriate consent obtained from research subject.

∙ Research does not deviate from approved research proposal unless (i) the deviation has been reviewed and approved by IRB, or (ii) 

is necessary to mitigate an immediate risk of harm to a research subject.

∙ Research is immediately discontinued if IRB has withdrawn its approval for the research

∙ If consent of research subject is withdrawn, the further participation of the research subject or further use of the individually-identifiable 

biological material or health information of the research subject should be discontinued immediately.

∙ A researcher must ensure that a minor who lacks sufficient understanding and intelligence, or an adult or minor who lacks mental

capacity to give consent, must not be a research subject in any biomedical research unless there are reasonable grounds for believing 

that biomedical research of comparable effectiveness cannot be carried out without the participation of the class of persons to which 

the minor or adult belongs.

Fine:not exceeding $50,000.

Imprisonment:not exceeding 5 years.

2 Compelling person to participate in research - Section 26

∙ Coercion or intimidation to compel another person against that person's will to participate or continue to participate as a research 

subject.

Fine:not exceeding $100,000

Imprisonment: not exceeding 10

years.

3 Duty to protect health information and human biological material against loss, unauthorised disclosure, etc. - Section 27

∙ Every person who has obtained individually-identifiable information or human biological material must take all reasonable steps and 

safeguards as may be necessary, including rendering information or material non-identifiable, to protect such information or material 

against accidental or unlawful loss, modification or destruction, or unauthorised access, disclosure, copying, use or modification.

Fine: not exceeding $10,000

Imprisonment: not exceeding 12

months.



Penalties for Suspected Offences or Contraventions
S/N List Of Contraventions And Section Reference Penalties

4 No re-identification of anonymised information or biological material without consent - Section 28
 No person who is in possession of or in contact with any information or human biological material can take any action to identify the 

person from whom such information or material was obtained, except with the consent of the research subject.

Fine: not exceeding $20,000
Imprisonment: not exceeding 2 years.

5 Restrictions on disclosure of information - Section 29
 Individually-identifiable information obtained from any research subject should not be disclosed, except with the consent of the research 

subject.

Fine: not exceeding $20,000
Imprisonment: not exceeding 2 years.

6 Prohibited human biomedical research - Section 30
 No person can conduct any prohibited human biomedical research specified in the Third Schedule of HBRA.

Fine:not exceeding $100,000
Imprisonment: not exceeding 10
years.

7 Restricted human biomedical research - Section 31
 No person can conduct any restricted human biomedical research specified in the Fourth Schedule except:

- Prior IBR approval obtained; and
- Prior MOH approval obtained.

Fine:not exceeding $100,000
Imprisonment: not exceeding 10
years.



Status Update of Research

Research Monitoring – Research Status Update

To be implemented end Aug/Sept 2020.

Researchers will be notified respectively through emails.



Research Monitoring – Internal Audit

• Internal audit to be performed 
once a year by the Secretariat 
Team

• Areas of focus:
– Consent taking
– Data collection procedures
– Data storage

To be implemented first half of 2021.

Researchers will be notified respectively through emails.



Research Monitoring – Research Amendment

Amendment form to be submitted if 
researchers are seeking to make changes 
to their approved study such as:

- Protocol

- Consent form

- Timeline

- Number of participants

- Study/Recruitment Materials etc.



Extension to Applications affected by Covid-19

• Extension will be provided on a case by 
case basis

• Fill up & submit the Amendment Form

Due to the Circuit Breaker disruption, we would like to seek extension for our 
research by an additional 8 months:

Original timeline:

Estimated Commencement Date: 1 Apr 2020
Participant Recruitment Period: 4 Apr 2020 to 13 May 2020
Estimated Data Collection Period: 10 Apr 2020 to 28 Nov 2020
Estimated Completion Date: 31 Dec 2020

New proposed timeline:

Estimated Commencement Date: 15 Aug 2020
Participant Recruitment Period: 15 Aug 2020 to 30 Dec 2020
Estimated Data Collection Period: 15 Sep 2020 to 30 Jun 2021
Estimated Completion Date: 31 Aug 2021



Online Consent Taking Guidelines

Context:

• To allow non-HBR studies to proceed 
with social distancing measures in place

Process:

• Online consent-taking via a secure 
online platform such as FormSG

• Participant Information Sheet to be 
attached as an e-document in the form

• Signature sought via YES/NO check 
box with mandatory age declaration

• Parent/Guardian signature for minors 
via YES/NO check box

*As per a physical paper consent form, participants and 
parents/guardians will provide their Names, Date of Birth, Email 
Address and Contact Number
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