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Monitoring of Approved Research Projects

The Australian code for the care and use of animals for scientific purposes (2013) requires all approved research projects to be reviewed annually by the Animal Ethics Committee (AEC).  Monitoring of approved projects is to establish that a research project is being or has been conducted in the manner proposed to, and approved by, the Animal Ethics Committee (AEC) in order to ensure humane care of animals used for scientific purposes, including teaching.  Compliance with monitoring requirements is a condition of approval. 

1. An Ethics Report Form must be submitted at least annually and at the completion of the project.

2. Compliance with the approved research protocol is a condition of approval, and any changes to the research design must be reported to the Committee.  

3. Amendments to the research design that may affect the use of animals for scientific purposes and/or that may have ethical implications must be reviewed and approved by the Committee before commencement. 

4. It is a condition of approval that researchers immediately report anything that might warrant review of the ethical approval of the protocol, including:

· Any unexpected or adverse effects which occur during the period of the approved project and which impact on the welfare of the animals 

· Proposed changes in the research protocol

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

5. If the research project is discontinued before the expected date of completion, researchers should inform the AEC as soon as possible, giving reasons.

6. The Committee retains the right to require a more detailed and/or more frequent report, and to recommend and/or adopt any additional appropriate mechanism for monitoring including random inspections of research sites, and/or review of records regarding the acquisition, breeding, health, care, housing, use and disposal of animals.

PROCEDURES FOR COMPLETION OF THE ETHICS REPORT FORM

· A request for an ethics report form will be sent to the Chief Investigator prior to the due date. 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  If ethics approval is withdrawn, a researcher must not continue the research.

· Please ensure that the correct ethics project code is used.

· Researchers should answer all applicable sections and provide sufficient information.  Further pages may be attached if necessary.

· Please submit the completed form to the Research Ethics Office.
The Ethics Report Form is available from the Ethics website 

http://intranet.ecu.edu.au/research/research-ethics/animal-ethics-applications/managing-your-ethics-approval 

NOTE: This page does not need to be submitted with the report
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ETHICS REPORT FORM

	PROJECT DETAILS

	Project code
	

	Project title
	

	Chief Investigator
	

	Date of report


	


	STATUS OF PROJECT

	ANNUAL REPORT

Ongoing Project
	FINAL REPORT

Completed Project

	Commenced
	
	Not Commenced*
	
	Completed
	
	Discontinued#
	

	*Please provide reasons why project has not commenced:
	#Please provide reasons why the project has been discontinued:


	USE OF ANIMALS 

	Which calendar year (January to December) does this report correspond to ?
	
	

	Were any animals used in the calendar year?
	YES
	
	NO
	


	If YES, please complete the ETHICS REPORT FORM and the ANNUAL STATISTICAL RETURN.

If NO, please complete the ETHICS REPORT FORM only.


	EXTENSION OF ETHICS APPROVAL

	ETHICS APPROVAL PERIOD
FROM:     
	TO:     

	Will the project need an extension of the dates of ethics approval?
	YES
	
	NO
	

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

	What is the new expected date of completion?

	


	INVOLVEMENT OF OTHER INSTITUTIONS

	Does this project involve staff, students or facilities from another institution?
	YES
	
	NO
	


	If YES, please provide the following:

· AEC approval number from the other institution

· Current AEC approval from the other institution

If this is not available, please explain.


	SUSPENSION BY OTHER INSTITUTIONS

	Have any of the investigators on this project ever been, or are currently, suspended from working with animals at any other institution?
	YES
	
	NO
	


	If YES, please provide details about the circumstances of the suspension.


	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.


	PROGRESS – ONGOING PROJECT

	Please provide a brief outline of the progress that has been achieved to date, indicating how the project is meeting its aims. Indicate why animals are necessary for the success of the project.


	OUTCOME – COMPLETED PROJECT

	Please provide a brief outline of the outcome of the research project, indicating whether the stated aims of the project were met. Indicate why animals were necessary for the success of the project.

Please indicate how the benefits achieved from the research outweigh any harm done to the animals.


	REPORTS AND PUBLICATIONS

	Provide details of any reports or publications that have arisen from this project. 


	CONDUCT OF PROJECT

	Have any animal welfare problems not consistent with those anticipated in the approved application, or breaches of the Australian code of practice occurred?


	YES
	
	NO
	

	Were there any unexpected consequences of procedures, e.g. unexpected effect of analgesics, signs of undue pain or distress?


	YES
	
	NO
	

	Did any health and safety concerns arise?


	YES
	
	NO
	

	Did any emergencies occur that required treatment or euthanasia of animals?


	YES
	
	NO
	

	Were there any complaints about the study or from others affected by the study?


	YES
	
	NO
	


	If YES, please provide an explanation of the events, causes if known, and indicate how the situation was resolved.


	REPLACEMENT, REDUCTION AND REFINEMENT

	All approved use of animals for scientific purposes should consider:

· the replacement of animals with other methods

· the reduction in the number of animals used

· the refinement of techniques used to reduce the impact on animals.



	ONGOING PROJECT
	COMPLETED PROJECT

	Indicate what measures are being taken to incorporate the three R's (refine, reduce or replace the use of animals) in your project.


	Indicate what measures were taken to incorporate the three R's (refine, reduce or replace the use of animals) in your project.
Include any conclusions on how procedures in future projects could be modified to reduce any impact on animal welfare.


	AMENDMENTS (ONGOING PROJECTS ONLY)

	

	Have there been any changes to the research project?
	YES
	
	NO
	

	

	Have these changes been notified to the Animal Ethics Committee?
	YES
	
	NO
	

	Please indicate the changes and provide an explanation below

	Use of animals

	Changes to the source or capture methods of the animals
	YES
	
	NO
	

	Changes to the number of animals used
	YES
	
	NO
	

	Change to the housing and/or care of the animals
	YES
	
	NO
	

	Change to the fate of the animals and/or euthanasia method
	YES
	
	NO
	

	Project methodology

	Changes to approved experimental procedures
	YES
	
	NO
	

	Changes to approved methods of anaesthesia/analgesia and/or euthanasia
	YES
	
	NO
	

	New procedures
	YES
	
	NO
	

	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
	

	Other changes that may affect ethical approval of the research project
	YES
	
	NO
	


	Explanation of the changes – including a justification for the amendment and any animal welfare implications.


	3Rs: REPLACEMENT, REDUCTION AND REFINEMENT

	All approved use of animals for scientific purposes should consider:

· the replacement of animals with other methods

· the reduction in the number of animals used

· the refinement of techniques used to reduce the impact on animals.



	AMENDMENT

	If the proposed amendment involves the use of animals (or procedures that impact on the animals), please indicate what measures will be taken to incorporate the 3R's.




PLEASE NOTE THAT AMENDMENTS THAT HAVE A SIGNIFICANT IMPACT ON THE WELFARE OF THE ANIMAL MAY REQUIRE SUBMISSION OF A NEW APPLICATION
By submitting this report, you declare that 

· You have read and understood the guidelines contained in the Animal Welfare Act (2002), the Australian code for the care and use of animals for scientific purposes (2013) and the ECU Policy for the Conduct of Ethical Research and Teaching Involving Animals and 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 Animal Ethics Committee, which includes any approved amendments to the research design and/or any specific conditions of approval.

· Any further changes to research design, timeline or investigators will be notified in writing to the AEC.

