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	Office for Research Audit Checklist – Research Project



Section 1 – Team Details 



Manager to complete all sections
	Research Team Name
	

	Primary Site : 
	
	Position / Title :
	

	Responsible Manager’s Name :
	
	Date of audit
	

	Auditor’s name:
	


Section 2 – Adminsitrative information
	No.
	Description
	Required
	Completed

	2.1
	Is there a membership list of research team?
	Yes / No / NA
	(

	2.2
	Has the research team completed a self-acceditation form?
	Yes / No / NA
	(

	2.3
	Have all relevant departmental approvals been obtained?
	Yes / No / NA
	(

	2.4
	Does the team have a separate research account? 
	Yes / No / NA
	(

	2.5
	Does the team have a team charter or contract ?
	Yes / No / NA
	(

	2.6
	Does the team have adequate working space?
	Yes / No / NA
	(


Section 3 – Site qualification, adequacy of resources and training
	No.
	Description
	Required
	Completed

	3.1
	Do team members have skills and experience to conduct the research being undertaken?
	Yes / No / NA
	(

	3.2
	Do the staff meet all the qualifications specified by the applicable regulatory requirement(s) eg.  Current medical practitioner registration?
	Yes / No / NA
	(

	3.3
	Are the team able to demonstrate a potential for recruiting the required number of suitable subjects within the agreed recruitment period?
	Yes / No / NA
	(

	3.4
	Are all persons assisting with the trial adequately informed about the protocol, the investigational product(s), and their trial-related duties and functions?
	Yes / No / NA
	(

	3.4
	Are records kept relating to delegation of tasks and are the tasks delegated to appropriately skilled and experienced staff?
	Yes / No / NA
	(

	3.5
	Is all documentation of trial related training kept current and available for review?
	Yes / No / NA
	(

	3.6
	Are all essential documents maintained according to ICH-GCP?
	Yes / No / NA
	(


Section 4 – Access to Key information

	No.
	Description
	Required
	Completed

	4.1
	Does the team have access to National Statement on Ethical Conduct in Human Research 2007?
	Yes / No / NA
	(

	4.2
	Does the team have access to  Research Governance Office & HREC SOPs?
	Yes / No / NA
	(

	4.3
	Does the team have access to  [insititute] Policies & SOPs?
	Yes / No / NA
	(

	4.4
	Does the team have access to Australian Clinical Trial Handbook TGA 2006?
	Yes / No / NA
	(
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	4.5
	Does the team have access to VMIA Guidelines for Clinical Trials for Victorian Public Hospitals 2009 or as updated from time to time?
	Yes / No / NA
	(

	4.6
	Does the team have access to Access to Unapproved Therapeutic Goods – Clinical trials in Australia TGA 2004?
	Yes / No / NA
	(

	4.7
	Does the team have access to Note for Guidance on Good Clinical Practice (CPMP/ICH/135/95) annotated with TGA comments TGA, 2000?
	Yes / No / NA
	(

	4.8
	Does the team have access to Australian Code for the Responsible Conduct of Research NHMRC 2007?
	Yes / No / NA
	(

	4.9
	Does the team have access to Privacy Act 1988?
	Yes / No / NA
	(


Comments:

	


Name Signature of Manager: ______________________________________________________  
Signature of Manager: ______________________________________________________  Date: _____/______/_____
 (  File completed form in employee training file
Melbourne Health
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