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CHECKLIST FOR PEOPLE CARRYING OUT QUALITY ASSURANCE PROJECTS


This form will assist the chief investigator in determining whether or not a quality assurance (QA) project needs ethical approval. If the answer to any of the following questions is “Yes”, the project should be reviewed by the ABMDR ethics committee.  This form, together with an ethics application and participant consent forms information sheets should be submitted to:
Ethics Committee Secretariat

Australian Bone Marrow Donor Registry

Level 5, 153 Clarence Street Sydney NSW 2000

and an electronic copy by email to ethicscommittee@abmdr.org.au 
	Date
(DD/MM/YYYY)
	     
	
	

	Research proposal title
	     

	Chief investigator
	     

	Institution 
	     

	Risks and burdens (other than to privacy)
	

	Does the proposal pose any risks/ burdens (other than privacy risks) beyond those expected as part of routine care or donation, including one or more of:

	· Physical risks and burdens (including the collection of blood or tissue samples)
	No
 FORMCHECKBOX 

	Yes
 FORMCHECKBOX 


	· Psychological/ spiritual/ social risks and burdens 
	No
 FORMCHECKBOX 

	Yes
 FORMCHECKBOX 


	Privacy and confidentiality
	
	

	Are there risks to privacy which do not warrant exemption in accordance with National Privacy Principles, including one or more of:

	· Collection/ use of identifiable or sensitive information;
	No
 FORMCHECKBOX 

	Yes
 FORMCHECKBOX 


	· Collection or use of data by an individual who is not bound by legislation or a professional code of ethics;
	No
 FORMCHECKBOX 

	Yes
 FORMCHECKBOX 


	· Gathering of information beyond that collected in routine care/ donation (including any contact with the donor/ patient);
	No
 FORMCHECKBOX 

	Yes
 FORMCHECKBOX 


	· Collection requiring further direct contact or communication with donors;
	No
 FORMCHECKBOX 

	Yes
 FORMCHECKBOX 


	· Use of the data for anything other than a directly related secondary purpose which is within the expectations of the patient/ donor
	No
 FORMCHECKBOX 

	Yes
 FORMCHECKBOX 


	Overlap with research
	
	

	Does the project involve one or more of:
	
	

	· Comparison of one intervention with another (including placebo);
	No
 FORMCHECKBOX 

	Yes
 FORMCHECKBOX 


	· Use of control groups with or without randomisation.
	No
 FORMCHECKBOX 

	Yes
 FORMCHECKBOX 


	Publication
	

	Do you intend to publish the results of this investigation in a scientific journal or present them at scientific meetings/conferences?
	No
 FORMCHECKBOX 

	Yes
 FORMCHECKBOX 


	Overlap with development 
	

	Does the project involve “new” interventions, protocols or equipment?
	No
 FORMCHECKBOX 

	Yes
 FORMCHECKBOX 


	Other implications
	
	

	Does the project pose the risk of infringement of the rights, privacy or professional reputation of carers, health care providers or institutions
	No
 FORMCHECKBOX 

	Yes
 FORMCHECKBOX 
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