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human research ethics committee
For all queries, please contact:

Research Ethics Office
Edith Cowan University

270 Joondalup Drive

JOONDALUP WA 6027

Phone:
6304 2170

Fax:
6304 2661

Email:
research.ethics@ecu.edu.au

MONITORING APPROVED RESEARCH PROJECTS
Monitoring is the process of verifying that the conduct of research conforms to the approved ethics application. The National Statement on Ethical Conduct in Human Research indicates that institutions are responsible for ensuring that research is reliably monitored.  Monitoring of approved projects is to establish that a research project is being, or has been, conducted in the manner approved by the Ethics Committee.  

Compliance with the following monitoring requirements is a condition of ethics approval:
1. The research project will be conducted according to the approved ethics application.

2. An annual report (for projects that are longer than one year) and a final report at the completion of the research will be provided.  Failure to submit a satisfactory Ethics Report Form may result in withdrawal of approval.  If ethics approval is withdrawn, a researcher must not continue the research.

3. Researchers must immediately report anything that might warrant review of the ethical approval of the protocol, including:

· Any serious or unexpected adverse effects on participants 

· Any unforeseen events that might affect continued ethical acceptability of the project.

4. Amendments to the research design that may affect participants and/or that may have ethical implications must be reviewed and approved before commencement. 

5. If an extension of the approval period is required, a request must be submitted.  Please ensure that requests for extension of approval are submitted before the original ethics approval expires.

6. If the research project is discontinued before the expected date of completion, researchers should inform the ethics committee and, wherever possible, the participants, as soon as possible, giving reasons.

The ethics committee retains the right to require more monitoring if the research is deemed to be high risk.  Other mechanisms for monitoring may include random inspections of research sites, data or consent documentation, and interviews with research participants or other forms of feedback from them.
PROCEDURES FOR COMPLETION OF THE ETHICS REPORT FORM

· Please complete the form clearly.  Handwritten forms may be returned if illegible.
· Please answer all applicable sections and provide sufficient information.  Further pages may be attached if necessary.

· Please submit the form as follows:
Staff and higher degrees students
Research Ethics Office




research.ethics@ecu.edu.au 

The Ethics Report Form is available from the Ethics website 

http://intranet.ecu.edu.au/research/research-ethics/human-ethics-applications/managing-your-ethics-approval 
NOTE: THIS PAGE DOES NOT NEED TO BE PROVIDED WITH YOUR REPORT.
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ETHICS REPORT FORM

	PROJECT DETAILS

	Project code
	

	Project title
	

	Chief Investigator
	

	Date of report


	

	Type of Project

	Staff Research
	
	Masters (Coursework)
	
	Doctorate/PhD
	

	Honours
	
	Masters (Research)
	
	Other:


	STUDENT RESEARCH PROJECT

	This report form has been reviewed by my supervisor(s) and approved for submission.
	YES
	
	NO
	


	TYPE OF REPORT (MORE THAN ONE SECTION CAN BE COMPLETED)

	Request for extension of ethics approval 

· please complete Section 1
	YES
	
	NO
	

	Annual Report 

· please complete Section 2
	YES
	
	NO
	

	Final Report 

· please complete Section 3
	YES
	
	NO
	

	Request for approval for amendments 
· please complete Section 4
	YES
	
	NO
	


	CONDITIONS OF APPROVAL

	Was the research project approved with any specific conditions of approval?
	YES
	
	NO
	

	
	

	If YES, please provide a brief report on compliance with the conditions of approval




	SECTION 1: EXTENSION OF ETHICS APPROVAL


	Please ensure that enough time is requested.  Ethics approval is required for both the collection and use (i.e. analysis) of data.


	Dates of current ethics approval
From:     


	To:     


	Will the project need an extension of ethics approval?


	YES
	
	NO
	

	If YES, what is the new expected date of completion?

	

	What is the reason for the extension?


	

	NOTE: If ethics approval has expired, please provide details of what activities have taken place after the expiry of approval.


	SECTION 2: ANNUAL REPORT (LAST 12 MONTHS OR SINCE THE LAST REPORT)


	PROGRESS

	Please provide a brief outline of the progress to date including:

· Number of participants

· Data collected to date

· Any preliminary results and/or conclusions
· Mechanisms in place to monitor the conduct and progress of the research
If the project has not commenced, please provide reasons why.

	


	CONDUCT OF RESEARCH 

	Has participation in the research project resulted in any adverse events, e.g.
	YES
	
	NO
	

	distress, harm, side-effects, Serious Adverse Events or Suspected Unexpected Serious Adverse Reactions?
	

	Was it necessary to refer participants for counselling or any other form of support?
	YES
	
	NO
	

	Were there any complaints from participants in the study or from others affected 
	YES
	
	NO
	

	by the study?
	

	If YES, please provide an explanation of the events, including the following information:

· Number of participants affected

· Whether the adverse events were expected and identified in the ethics application.

· Any action taken in response to the adverse events/complaints.



	SECURITY AND MAINTENANCE OF CONFIDENTIALITY

	ANNUAL REPORT

	Please indicate:

· the form in which information, data and/or samples collected from participants will be stored during the research project (individually identifiable, potentially identifiable, or non-identifiable)

· location of storage 

· precautions that are being undertaken to ensure the security of information, data and/or samples collected from participants containing names and/or other identifying information

	Please provide an outline of the measures taken to ensure security and maintenance of confidentiality, including the points noted above




	SECTION 3: FINAL REPORT


NOTE: Ethics approval is required for both the collection and use (analysis) of identifiable data. If no further contact with participants is required and all data have been made non-identifiable, a Final Report can be submitted. Non-identifiable data may be used for write-up and/or publication without requiring further ethics approval. 


	PROGRESS/OUTCOME

	Please provide the following:

· a brief outline of the outcome of the research project.

· a list of any reports or publications.

· details about how the results of the research project have been (or will be) provided to the participants.
If the project has been discontinued, please provide reasons why.

	


	CONDUCT OF RESEARCH

	Did participation in the research project resulted in any adverse events e.g.
	YES
	
	NO
	

	distress, harm, side-effects, Serious Adverse Events or Suspected Unexpected Serious Adverse Reactions?
	

	Was it necessary to refer participants for counselling or any other form of support?
	YES
	
	NO
	

	Were there any complaints from participants in the study or from others affected 
	YES
	
	NO
	

	by the study?
	

	If YES, please provide an explanation of the events, including the following information:

· Number of participants affected

· Whether the adverse events were expected and identified in the ethics application.

· Any action taken in response to the adverse events/complaints.



	SECURITY AND MAINTENANCE OF CONFIDENTIALITY

	Please indicate

· the form in which information, data and/or samples collected from participants will be stored  after the completion of the research project (individually identifiable, potentially identifiable, or non-identifiable)

· location of storage

· the length of time for storage

· how information, data and/or samples will be disposed of when no longer required

	Please provide an outline of the measures taken to ensure security and maintenance of confidentiality, including the points noted above



	SECTION 4: APPROVAL FOR AMENDMENTS


NOTE: Ethics approval is granted for a research project on the condition that it will be conducted according to the approved ethics application.

	PREVIOUS AMENDMENTS

	Have any previous amendments (either minor or major) been approved?
	YES
	
	NO
	

	Have any amendments to the project (either minor or major) occurred that have 
	YES
	
	NO
	

	NOT been approved by the ethics committee?  This includes amendments to research team, project timeline, research participants, recruitment methods, research procedures, information letters and consent forms, risk to participants and data storage and retention?
	
	
	
	

	If YES, please briefly explain each amendment.  If approval was not obtained, please provide an explanation.



	REQUEST FOR APPROVAL FOR NEW AMENDMENTS

	Please indicate the proposed changes and provide a brief explanation below

	Research personnel

	Change of Chief Investigator (and/or contact details)
	YES
	
	NO
	

	Changes to the members of the research team 
	YES
	
	NO
	

	Change of supervisor
	YES
	
	NO
	

	Participants

	Number of participants
	YES
	
	NO
	

	Type of participants
	YES
	
	NO
	

	Changes to inclusion/exclusion criteria
	
	
	
	

	Addition or withdrawal of participants
	YES
	
	NO
	

	Recruitment and informed consent

	Changes to the recruitment methods used
	YES
	
	NO
	

	Recruitment at new sites 
	YES
	
	NO
	

	Changes to the information letter/consent form
	YES
	
	NO
	

	Data collection

	Changes to approved data collection procedures e.g. method of interviewing
	YES
	
	NO
	

	Changes to approved data collection instruments e.g. change of questions
	YES
	
	NO
	

	New data collection procedures
	YES
	
	NO
	

	New data collection instruments
	YES
	
	NO
	

	Risk

	Changes to the potential risk to participants
	YES
	
	NO
	

	Changes to the number of participants
	YES
	
	NO
	

	Participants have withdrawn from the research project
	YES
	
	NO
	

	
	
	
	
	

	Other changes not noted above
	YES
	
	NO
	

	If YES, please briefly explain each new amendment.  



By submitting this report, you declare that:

· You understand the guidelines contained in the National Statement on Ethical Conduct in Human Research (2007) and the ECU Policy for the Conduct of Ethical Human Research and I accept the legal and ethical responsibilities associated with this research project.

· The research project has been/will be conducted in the manner approved by the Ethics Committee, which includes any approved amendments and/or any specific conditions of approval.

· Any further changes to the research project, timeline or investigators will be notified to the Ethics Office.

