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Self Monitoring Tool for Research Personnel
This tool has been developed to help researchers prepare for an audit of their research project.  This is in addition to the monitoring conducted by the approving Human Research Ethics Committee (HREC). It is the Principal Investigator’s responsibility to ensure that the requirements outlined below are met. Please keep as a record in the site file when completed.
HREC reference number:      
Date of Tool completion:      
	Ethical and Governance Requirements 

for Conducting Research
	Yes
	No

	Before research commencement

	1. HREC approval and site authorisation (SSA) letters have been received.
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	2. A completed CTN/CTX notification has been made to the TGA and acknowledgment received (if applicable).
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	3. There is evidence of ratification by a university HREC if the project involves student investigators (if applicable).
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	4. All external researchers coming on site have an honorary appointment 
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	5. Researchers have received training and guidance for conducting the study.
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Conduct

	6. The study is being conducted in accordance with the current version of approved study protocol.
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	7. The study is being conducted in accordance with the conditions of ethical and scientific approval and site authorisation.
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	8. The study is being conducted in accordance with legislative, regulatory and NSW Health policy requirements.
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	9. The study is being conducted in accordance with contractual requirements (e.g. clinical trial agreement, MTA).
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	10. All amendments to the study protocol have been submitted and approved by the HREC, and notification made to the site.
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	11. All amendments to study documents (e.g. participant information sheet, advertisements, letter of invitation, questionnaires, and investigator brochures) have been approved by the HREC and authorised by the site.
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	12. Investigator roles and responsibilities are documented in a site delegation log  along with relevant records of investigator qualifications and experience e.g. CV. 
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	13. A log of biological samples is kept, if applicable. 
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	14. Correct equipment has been used according to protocol and equipment is maintained/calibrated appropriately.  
	
	

	15. Study medication/device is correctly stored. Receipt, dispensing and destruction has been appropriately handled and documented.  
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Participant safety and welfare

	16. The informed consent process has been documented in the participant’s medical record (where applicable), and the signed consent form is available for review 
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	17. A patient screening, enrolment and identification log is available on site and kept separate to the coded study material.  
	
	

	18. Participants are aware of who they should contact if they feel unwell, have a question or a complaint.
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	19. All study participants have been provided with a copy of the Participant Information sheet approved by the HREC and local RGO.
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	20. Approaches to potential participants have been made only by the individuals with full knowledge of the study protocol and of the risks and inconveniences associated with participation (& approved by the HREC).
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	21. All serious or unexpected adverse events have been reported to the HREC and Coordinating Investigator (for multi-centre projects).
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	22. There are documentation of study participant withdrawal/s and how they were managed.
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	23. There is a record of meetings and decisions of the Data Safety and Monitoring Board or other independent safety monitoring body (if applicable)
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Privacy

	24. Participant data is stored in a secure location to ensure confidentiality and privacy, this includes electronic and paper files
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	25. No personal identifying information is sent off site
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	26.  A Study Number has been used on all study documents and identifying information removed immediately after processing (where applicable). The master list linking identifiable participant details to study numbers is kept separately and securely at all times.
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	27. All electronic data is stored on a secure network and are password protected and regularly backed up.
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	28. No personal identifying information has been transferred to portable drives including USB sticks or portable computers.
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Project management

	29. All ‘Essential Documents’ are stored securely in the Site File (as outlined in the Note for Guidance on Good Clinical Practice), this includes contracts and regulatory approvals, and evidence of valid insurance, if applicable 
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	30. Annual progress reports have been submitted to the HREC by the Coordinating Investigator (for multi-centre projects for compiling to send to the HREC) or for single centre projects, and copies are kept on file.
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	31. There is a regular meeting of the study team including the Principal Investigator to discuss the progress of the study.  Documentation of these meetings is maintained.
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	32. If the Principal Investigator left suddenly, the project could be completed or replicated because the documentation is up to date, accessible, clearly ordered and comprehensible (e.g. essential documents as outlined in the Note for Guidance on Good Clinical Practice). The Principal Investigator knows where to find all relevant documentation and has the passwords to the databases.
	 FORMCHECKBOX 


	 FORMCHECKBOX 



Form completed by name:         

Date:     
Signature
Principal Researcher name:      

Date:     
Signature:
If you have selected ‘No’ to any of the above and need assistance to rectify your study documentation please contact St Vincent’s Hospital Research Office: Ph (02) 8382 4960.
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