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Overarching Principle and Intent 
Western Sydney University complies with the Australian Code for the Care and Use of Animals for Scientific Purposes (updated 2021) and the New South Wales Animal Research Act (1985) and its regulations. Other policies, guidelines and codes that are complied with include those published by the Animal Research Review Panel (ARRP), NHMRC and the Office of the Gene Technology Regulator (OGTR).

Amendment Guidelines

An amendment is required if there are any required changes to an approved Animal Care and Ethics Committee (ACEC) application. 

Where the nature of the amendment has the potential to impact significantly on the welfare of the animal(s) involved, or change the aims of a project, a new ACEC application may be required.

Amendments may include:
· an increase in animal numbers, 
· a change to or addition of a procedure, 
· a change in animal species or a change of strains within species, 
· a change to the research team, 
· an extension of time, and/or 
· the absence or change of the Chief Investigator. 

It is the responsibility of the Chief Investigator to seek approval from the ACEC for any amendment prior to commencement. Failure to do so will mean non-compliance with the approved protocol, which will result in a breach under the Australian Code of Practice for the care and use of animals for scientific purposes (Cl 2.4.4, iii).

Amendment requests are reviewed at the committee meetings held monthly. Please visit Animal Ethics for information on the meeting dates and submission deadlines. 

Minor amendment requests may be considered by the standing Executive of the ACEC out-of-session (as outlined in the ACEC Terms of Reference). At present, minor amendments include research team/staff amendments, change in locations or rooms approved for research and teaching activities involving animals, and procedural changes required to improve animal welfare or scientific validity as recommended by the Animal Welfare Officer and/or the ACEC. Please contact the Animal Ethics team for clarification if such a request is required. 
The ACEC also understands that there may be a need to change and adapt experimental protocols quickly (e.g., new data requiring unplanned changes to protocols). Where such amendments have clear and immediate animal welfare benefits (e.g., leading to a reduction of animals; postponement of planned euthanasia for reasons of scientific validity that may result in fewer/no animals being used in future, similar projects), these too can be reviewed by the standing Executive of the ACEC out-of-session. Please contact the Animal Ethics team for clarification if the Executive is available for requests of this nature. 

Please also note that the executive of the committee is not always available to review requests. If there are any unresolved matters, the amendment request must be considered at the next scheduled ACEC meeting.

Increase in animal numbers
Any increase in the number of previously approved animals will need to be justified.

Change to or addition of a procedure
The request for a change in procedure must include detail about the applicant’s relevant experience with any proposed techniques and details of the impact of the proposed procedure on the animal’s welfare and how that impact will be minimised. 

Where a change has the potential to impact significantly on the welfare of the animal and where the procedure has not been previously approved by the ACEC in any project, then the change is not considered to be an amendment and should be submitted as a new project. 

Change of animal species
Where the project uses an animal of similar sentience or lesser sentience and the same or fewer animals will be used, provided that the procedure remains the same, then it will be considered an amendment. 

If a new species is to be added that will increase the total number of animals required, this may be considered to require a new application. 

Change of research team
When a change is required to the research team listed on the Animal Research Authority, the ACEC must be notified in writing. This includes the addition of new investigators or students.  
The request must provide an outline of the individual’s experience with the animal species involved as well as their skills and experience in the tasks to be performed. Each unique procedure relevant to the research project must be outlined, including details on the number of animals/procedures successfully performed, and the date this was last carried out. Completion of an appropriate Animal Care and Ethics course as specified on the Research Ethics and Integrity webpage is required prior to commencing work with animals. Where an individual requires additional training and experience, details on how this will be addressed (including an appropriate and qualified trainer) must be provided. 

Extension of time
The Chief Investigator may request an extension of time of up to 12 months, provided the total approval time does not exceed three (3) years. The advice from the Animal Research Review Panel states that the ‘duration of Animal Ethics Committee approval will be influenced by the type of activities approved, but as a guide should not be more than 3 years” (see section 4.1 of Animal Research Review Panel Guideline 16). 

[bookmark: _Hlk187677800]The ACEC appreciates that there may be unexpected disruptions that impact the ability of a research team to complete projects on time (e.g. government mandated lockdowns, illness of investigators, natural disasters, or other serious factors outside investigator control). Under these circumstances, it may be possible to extend a project by twelve months, twice, to a maximum of five (5) years (at the discretion of the ACEC). Thus, animal ethics applications that have already been approved for a maximum of 3 years initially, may be eligible to be extended up to two (2) additional years (as above, each instance may only be a maximum of 12 months). This arrangement is intended to reduce unintended welfare impacts to animals. 

In the amendment request to extend past the 3-year maximum, researchers must explain whether there are any changes to the Standard Operating Procedures since the initial approval, and how such changes (if any) affect the previously outlined welfare impacts to the animals. Please note that if the impact to the animals involved in the project does change (i.e. increased welfare impacts), an extension request beyond 3 years may not be approved, and instead a new application will need to be submitted. If there are major changes to the number of animals used, and/or if further work is required that is beyond the scope of the original project (e.g. new aims), a new application will need to be submitted to the ACEC for review.

The final decision on whether to extend a project beyond 3 years, rests with the ACEC. Ultimately, the purpose of an extension beyond 3 years is to allow additional time to complete what has already been approved by the ACEC, rather than to answer new research questions.

Absence or change in Chief Investigator
The Chief Investigator is the person who has ultimate responsibility for the care and use of animals in a project (see the Code Cl. 2.4.5.). If the Chief Investigator is absent or on leave, the ACEC must be formally notified in writing. A temporary Chief Investigator will be approved who will be responsible for the project, who will ensure adequate supervision is provided. 



Animal research ethics guidance documents available from Research

· ACEC Frequently Asked Questions
· ACEC Amendment Guidelines
· ACEC Species, Purpose and Procedure Descriptions
· Alternatives to Using Animals
· Tips for Improving the Quality of Your ACEC Application
Animal Research Ethics Team Contact: AnimalEthics@westernsydney.edu.au Guidance on Data Storage and Retention Questions in the NEAF
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