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MONITORING OF APPROVED RESEARCH PROJECTS
The National Statement on Ethical Conduct in Human Research (National Statement) requires each institution to monitor research for which it has given ethical approval.  
Monitoring is to ensure that research conforms to the conditions under which research projects have been approved and to ensure the rights and interests of those who have consented to participate in the research.

St Vincent’s Heath Network Sydney has adopted the following procedures for monitoring research involving humans.

1.
St Vincent’s Hospital Human Research Ethics Committee (SVH HREC) will monitor all types of research where SVH HREC is the Lead HREC: Collaborative group studies; Investigator initiated studies; and Industry sponsored studies. 
2.
All projects approved by the SVH HREC or approved to be conducted at the above listed sites must maintain a file for audit and monitoring.   The file needs to contain the following documents:

Essential Documents
· All HREC and Research Governance Correspondence (including submissions)

· TGA CTN/CTX submission and acknowledgement (if applicable)

· Evidence of ratification by UNSW HREC or other institution (if applicable)

· Copies of all HREC approved documents to be used in the projects, and any approved updates
· HREC Annual Reports 
· Serious Adverse Events (SAE) reports
· Project Personnel Signature Log & Curriculum vitas

· Training Records 
· Delegation of Procedures Log
· Instruction for Handling Investigational Products & Project related materials (if applicable)

· Screening Log (if applicable)

· Participants Enrolment & Randomisation (if applicable)

· Participant Source Data - within participant’s medical record and/or stored to ensure confidentiality and privacy 
· Clinical Research Agreements & Insurance Arrangements (if applicable)

· Shipping Records (if applicable)

· Laboratory Certificates & Normal Values (if applicable)
· Monitoring Reports (if applicable)
· Final Study Report & Summary of Results
3.
The primary SVH HREC monitoring tool will be the annual report.  The annual report is due on the anniversary of the HREC approval of the study.

4.
SVH HREC and/or RGO may undertake random site visits to audit compliance.  The visit will focus on documentation and reporting.

5. Principal Investigators are required to inform the SVH HREC (if lead committee) and Research Governance Officer in a timely manner of any major sponsor monitoring findings in relation to consenting of participants, and safety reporting
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