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INTRODUCTION

= Under the Office of Research Integrity and Compliance (ORIC), Clinical Research Associates (CRAsS) are
responsible for providing quality assurance to the research conducted in SingHealth.

= Using different monitoring approaches, CRAs monitor the progress of clinical research and ensures that the
research is conducted in accordance with protocol, SOPs, ICH GCP E6(R2) and HBRA.

METHODOLOGY

= Due to the high volume of research studies, not all studies are selected for monitoring.
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INTEGRITY
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Studies are risk
stratified and
selected

= Monitoring activities and issues identified are documented In monitoring Visit report.

= Major findings that impacts subject’s safety of credibility of data will be escalated to IRB and ORIC management.
* |n serious cases, study may be suspended or terminated by IRB, HSA or MOH.

I Issue Type Action Required/Taken By Site

1 Informed Superseded - To obtain consent from subject with the latest
» Observations and recommendations are discussed with Consent Form  version of the approved ICF at the earliest time possible.
: : : (ICF) ICF was used. - To promptly report the non-compliance to IRB.
research team for possible improvements and resolution. ~ o notify HSA of non-compliance if Pl has assessed
= Source data verification are performed to ensure data 'tas a serious breach.
aCCUfaCY- 2 Protocol Study - To promptly report the non-compliance to IRB.
- Overa” qua“ty and performance metriCS are generated Deviation/Non- procedures - To notify HSA of non-compliance if Pl has assessed
Compliance were it as a serious breach.
and analysed : performed
prior to
signing of ICF.

CONCLUSION

Monitoring Is an integral part of clinical research quality assurance process to provide compliance oversight and
ensure that research Is conducted with integrity.



