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Overview of DSRB Review Outcomes
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Triage & Review Processes

Triaging Process:
Pl and DSRB jointly determine the
most appropriate domain
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DSRB Review Outcomes — Expedited/ Exempt

Reviews
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DSRB Review Outcomes — For Full Board Reviews
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DSRB Review Outcomes
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DSRB Review Outcomes
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Additional Reminders

1. AClinical Trial Certificate (CTC) / Clinical Trial Authorization (CTA) is required for studies:
* Investigating the use of locally unregistered therapeutic products.

* Investigating locally registered therapeutic products not used in accordance with approved
product labelling.

* Involving healthy volunteers.

2. AClinical Trial Notification (CTN) is required for studies investigating the use of locally registered
therapeutic products used in accordance with product label. DSRB approval is required prior to
HSA application.

» Application to the Health Sciences Authority (HSA) via PRISM.
» Post-approval reporting obligations apply, e.g. serious breaches, adverse event reports, etc.

For more details on CTC/CTA/CTC, please refer to https://www.hsa.gov.sg > Clinical Trials >
Regulatory overview of clinical trials

3. MOH approval should be obtained if the study is restricted HBR. Application of MOH approval
needs to be submitted via TIARAS

For more details on restricted HBR and TIARAS, please refer to https://www.moh.gov.sg > Legislation
> Human Biomedical Research Act.

[8] Restricted, Sensitive - Normal © National Healthcare Group Pte Ltd


https://www.hsa.gov.sg/
https://www.moh.gov.sg/

Questions?
Refer to www.research.nhg.com.sg

Or contact the NHG Research
Education Unit @
researchcoord@nhg.com.sg

&7
National
y Healthcare
Group
9 Restricted, Sensitive - Normal © National o ey
[°] Healthcare Group Pte Ltd


http://www.research.nhg.com.sg/

