INFORMATION PACKAGE FOR APPLICANTS

Under the Animal Research Act (1985) and the Australian Code of Practice for the care and use of animals for scientific purposes (2004), approval from the Animal Care and Ethics Committee (ACEC) is required to keep or use animals at UWS. Accordingly, an application is made to the ACEC and all research or teaching projects must have approval in writing before they can commence. 
The underlying agenda of the ACEC is animal welfare, based on Russell and Burch’s principles of Refine, Reduce, Replace (the three Rs), which are embodied in the Code of Practice. As a general principle the ACEC accepts the use of animals in research and teaching providing there is;

1. a demonstrated educational or research benefit; 

2. no suitable alternatives available at the time e.g. video;
3. a minimum number of animals used; 

4. a demonstrated effort to minimise the likely impact on the welfare of

the animals used.
The ACEC is a representative Committee made up of animal researchers, veterinarians, animal welfare representatives and independent members. This is important to remember so applications are written in plain English/using non scientific language. Approval of the project requires unanimous approval of the Committee. It is therefore essential that all Committee members obtain a clear ‘picture’ of what happens to animals from the start to the end of the project. The ACEC must assess the impact of all procedures and the project as a whole on animals. Projects are normally approved for a maximum period of three years.

Researchers are encouraged to attend meetings of the ACEC in the initial presentation of protocols and Committee members value the input of researchers to enhance the effective functioning of the Committee.

Section 2.2.16 of the Australian Code of practice sets out the details that need to be provided to the ACEC for their consideration of a project. The form and the guidelines have been set out under the following headings to assist investigators address these matters.
A.
Administration

B.
Overview of project

C.
Ethical considerations

D.
Animal monitoring, housing and management

E.
Risk management

F.
Additional information for field based programs
Prior to submitting an application, all applicants should familiarise themselves with their responsibilities under the Animal Research Act (1985), the Regulation (1995) and the Australian Code of Practice for the care and use of animals for scientific purposes (2004). These are available at this web address, under Legislation and Guidelines - http://www.uws.edu.au/research/ors/ethics/animal 
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GENERAL INSTRUCTIONS:

· The form must be word-processed with signatures in black ink.  To assist in reading your application use of a different typeface to the one on the form would be appreciated. 
· Incomplete forms or applications on previous versions of the application form will not be accepted. 
· Appendices should show project title and question number.   

· ALL sections must be completed – mark N/A on those not applicable.

· If you have applied for external funding or have received external funding for your project, one copy of the grant application (excluding budget pages) must be attached to the ethics application. 

· If your project involves fieldwork, please also complete section F ‘Additional information for field based programs’ located at page 11 of the form.

· Lodge this proposal at least 1-2 months prior to the start of the project. 

· Submit 13 copies along with the original (14 in total) to the Research Ethics Coordinator.
Postal address: 

UWS, Office of Research Services, 

Building K, Penrith Campus, 

Locked Bay 1797, Penrith South DC NSW 1797.

SECTION A: ADMINISTRATION

Q1. Use a plain English short title.

Q2, Q3. The principal investigator must be a UWS staff member and one who takes prime responsibility for the ethical conduct of the project. The principal investigator will be considered the contact point for the project and will be understood to be acting for and in concurrence with all other nominated co-investigators.
Where students are using animals, then such work falls under the responsibility of the relevant staff supervisor, so the application for approval must be made jointly by the staff supervisor and the student(s). (So that the staff member with their qualifications, experience/expertise in handling animals can supervise and guide their students).
Clearly state the name and role of each investigator on the project as well as their qualifications and experience with the species of animals to be used and the procedures to be undertaken. If the researcher has no training, state how training will be given. First time animal researchers are encouraged to refer to the Training Resources to gain familiarity with animal issues.

The application must have all the relevant signatures. 

Q4: To set the scene about the project, its purpose, procedure, species to be used and total number of animals to be used.

Details are to be provided if the application has been submitted to another ACEC, the outcome of that consideration and whether the participating investigators have had any animal research authority or animal supplier’s licence cancelled. 

Where the project is funded, one copy of the funding application (excluding budget pages) is required. This is so that the ACEC application can be cross checked with the grant application. The other ACEC members do not see the grant application. It is held confidentially. The ACEC will not accept extracts from the grant application as part of the protocol. The details of the protocol must ‘stand alone’ and not refer to other documents. Information provided must be understood by all members of the Committee.
Copies of licences or permits must be appended to the application.

Under the legislation, non exempt animals must be obtained from a licensed animal supplier. 
The project duration must be in the date, month and year format. Approval is for a maximum of three years subject to annual review. Under the legislation, approvals beyond the three years without a full application are not permitted.

SECTION B: OVERVIEW OF THE PROJECT

This section assesses the merit and necessity of animal use. Please remember to use non scientific language/plain English.
Q6. Provide a brief description of the plan and context in which your project is being undertaken using ‘plain English’. 

Q7. You should state the reasons for animal use and why this project is important. This should be based on an assessment of the value and the potential impact on the welfare of the animal. In addition, particular justification must be given for potentially severe or ethically contentious procedures. This may include:

· unrelieved pain and distress including where the planned end-points will allow severe adverse effects to occur;

· death as an end-point;

· reuse of animals;

· prolonged restraint or confinement;

· production of monoclonal antibodies by the ascites method and;

· use of non-human primates.

Q8. Please describe the outcomes/benefits of the experiments you hope to achieve in obtaining or establishing significant information relevant to:
· the understanding of humans or animals; 
· the improvement of animal management or production;

· the maintenance and improvement of human or animal health and welfare;

· the achievement of educational objectives;

· the achievement of environmental objectives;

Q9. Summarise the problem formulation and construction of theory, research question or hypothesis, significant variables or themes, research design, time line from start to finish for individual animals or groups, methods and/or tools of observation or measurement, groups/populations to be researched or sampled, data gathering or fieldwork and data analysis. There should be a balance between brevity and a detailed description of the project plan. This should be no longer than half a page.

SECTION C: ETHICAL CONSIDERATIONS

10a. Replacement: The ultimate refinement of technique and reduction in animal use is to replace the animals altogether. This is especially the case in teaching. An increasing number of traditional teaching experiments are being replaced by computer-based simulations. Therefore, applicants for approval to conduct animal-based teaching exercises are expected to justify the necessity to continue using animals. The use of alternatives to animals must be investigated and implemented wherever possible. You should explain why techniques, which do not use animals, have been rejected as unsuitable (i.e. video).
Q10b. Reduction: The numbers of animals should be adequate to achieve statistically valid results. It is important to not use too many animals. Paradoxically, it is also important to not use too few animals so that the animals used were not wasted because the data set is statistically too small. Where a large number of animals are required, you should demonstrate how the number reflects the experimental and control conditions.
Where animal tissue can be shared with other researchers, please indicate what tissue and their condition i.e. fresh, fixed (include name of fixative) or frozen. Please also indicate if you are willing to have your University contact details passed onto other researchers, interested in the use of tissue.
10c. Refinement: Refers to getting the most out of the work. It means minimising the distress, pain or suffering of the animals so that the outcomes are valid. It means maximising the use of the animals; for example, blood samples collected for the purpose of counting cells can also generate blood-film slides for other research or for teaching. It means using the most appropriate or most efficient techniques or procedures.
Sequence of events: A detailed step by step description is required so Committee members have a clear picture about what is happening to each animal from allocation to a project to completion and over what time sequence. This is particularly important where there are different groups of animals receiving different treatments (this should include information about control groups). Accordingly, please list the procedures in sequence. Flow charts and other diagrams are very helpful.  Information required will vary depending on the nature of the project. This list will assist you in considering the relevant matters.

· Transport should include type, duration, confinement, numbers of animals, air-conditioning and monitoring.
· Housing should include location, isolation, group housing (stocking rates, sexes), shelter, bedding, hiding areas, environment enrichment and duration held.
· Anaesthesia should include fasting, induction (drug, dose, route), maintenance 

(drug, dose, route), additional support during anaesthesia and recovery (e.g. heat, intravenous fluid), location of induction and recovery areas.

· Euthanasia should include method, location (where procedure will be performed), and expertise of personnel.
· Teaching should state the source of animals, transport, housing and duration held.
· Genetic manipulation should state methods and potential effects.

· Behaviour, Diet/water modification should state the stimulus (type, duration, frequency, effects), restraint, measurement of intake and animal monitoring.

· In vitro studies should state source of animals, duration held and euthanasia.
· Blood/body fluid collection should include volume, route (+/- anaesthesia or analgesia), frequency and restraint.

· Drug treatments / Toxicology should state the name of the treatment substances/ agent/s, details (supported by references) of their effects on the animals, dose rate, route of administration, duration, volume and frequency of samples collected, anaesthetic and analgesic regimes ( if applicable), restraint, animal monitoring (methods and frequency) and endpoint/duration.
· Wildlife studies should include location, methods, capture methods, handling/restraint, housing, monitoring and effects on population.

Impact: It is vital that you answer this question as comprehensively as possible. What are the risks to the animal’s welfare? What effect each factor or procedure will have on the animal and how will these effects be minimised?  This may include transport, housing, husbandry, handling as well as experimental procedures. Will factors affecting animals determine the endpoint of the project (eg tumour size, maximum weight loss)?
For projects involving surgery, the potential for pain during and after surgery must be assessed by the applicant. For any other intervention in the animal’s activity, the potential for pain or distress must be assessed.
Fate of animals: This question relates to the release or euthanasia of the animals. 
If released, state where and when this will be done. If euthanased, state substance used, how will this be done, where will it be carried out and who will do it (including experience in the technique to be used).

SECTION D: ANMAL MONITORING, HOUSING AND MANAGEMENT

This section deals with procedures in place for monitoring the animal’s welfare. The questions cover routine husbandry to early detection of identified impact on the animal’s welfare and dealing with unexpected problems. You may attach a monitoring sheet that reflects your attention to these signs.

SECTION E: RISK MANAGEMENT
This section asks you to identify zoonotic diseases pertaining to your project and whether steps have been taken to control them. Note this section only deals with zoonoses. 

For the Laboratory Risk Assessment protocol covering other hazards, Refer to Section 8, Laboratory Safety Guidelines - http://www.uws.edu.au/ohs/ohs/labsafety 
SECTION F: ADDITIONAL INFORMATION FOR FIELD BASED PROGRAMS

Complete this section if your project involves fieldwork or wildlife studies. Although some of the information may have already been provided in the previous sections, pertinent information should be reiterated for the assistance for the Committee.
Please refer to the NSW Agriculture guidelines on wildlife surveys.
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