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	University of Tasmania

Animal Ethics Committee

APPLICATION TO MODIFY AN APPROVED INVESTIGATION


	Research Services

University of Tasmania

Private Bag 01

Hobart, Tasmania 7001

Tel:    (03) 6226 7283     

Fax: (03) 6226 7148

Email: animal.ethics@utas.edu.au



	Project No:
	

	Title of approved investigation:
	

	Responsible investigator:
	


1. Please give a brief lay description of the original project, its aims, and progress to date

Please type in the box which will expand

	


2. Type of modification:

Please select from the following options by circling the applicable number and then complete the relevant table/s (more than one type of modification may be requested on this form).

a. Request to use additional animals – please complete table A

b. Request to change approved procedures / to use new procedures – please complete table B

c. Request to extend approval period  - please complete table C

d. Other modification- complete table D

	TABLE A:  ADDITIONAL ANIMALS

	Species & Strain

(common and scientific names)
	Total original number approved
	Accumulated total number used for the project to date
	Number of additional animals requested
	Source

	Location

(refer to endnotes for the correct code)

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	Additional Information/ Comments
	

	REASONS FOR REQUEST (including justification): Please type in the box below.

	


	TABLE B: ADDITIONAL PROCEDURES

	Project classification     Please delete yes or no as appropriate for the ADDITIONAL procedures to be added to the project.  Details of each of the procedures selected must be provided under ‘detailed procedures' below.

	1. Field study/capture or study of free-living (including feral) animals 

	YES /  NO

	2. Marking or tagging

	YES /  NO

	3. Behaviour observations
	YES /  NO

	4. Harvesting of tissues from dead animals
	YES /  NO

	5. Dissection of dead animals
	YES /  NO

	6. Anaesthesia with subsequent recovery

	YES /  NO

	7. Anaesthesia without subsequent recovery

	YES /  NO

	8. Surgical procedures

	YES /  NO

	9.  Use of neuromuscular blockers 

	YES /  NO

	10. Infection with microbial agents and/or parasites/ testing of toxins 

	YES /  NO

	11. Implantation/attachment of electrodes, catheters, transmitters

	YES /  NO

	12. Blood sampling 

	YES /  NO

	13. Production of antisera

	YES /  NO

	14. Forced exercise

	YES /  NO

	15. Feeding studies, including diet modification

	YES /  NO

	16. Death as an end-point/LD50 tests 
 
	YES /  NO

	17. Animals with altered genetic make-up (manipulated, modified, naturally occurring mutation) 

	YES /  NO

	18. Administration of pharmaceutical agents

	YES /  NO

	Other. Other Procedures: if selected, please detail in the box below 
	YES /  NO

	

	DETAILED PROCEDURES – Please provide a detailed description of new procedures in the box below including details how these differ from the original proposal and the reasons that these need to be modified.  Ensure that you provide justification for the requested modification.

	


	TABLE C: EXTENSION OF APPROVAL PERIOD

	Date initial application approved: 
	

	Original date of permit expiry: 
	

	New requested finish date: 
	

	REASON FOR REQUEST (including justification): Please type in the box below.

	


	TABLE D: OTHER MODIFICATION

	DETAILS OF MODIFICATION SOUGHT (including justification for this): Please type in the box below.

	


3. Declaration 

	DECLARATION

	I am familiar and will comply with all relevant Commonwealth and State or Territory legislation and the requirements of the Australian Code of Practice for the Care and Use of Animals for Scientific Purposes 7th edition 2004. I accept that I have a responsibility to ensure that the investigations and procedures proposed in this form are conducted fully within the conditions laid down by the Code and I undertake not to use any animals or carry out any procedures which have not been approved by the Committee.

Name of Responsible Investigator: 
Signature: 

Date: 













� Source: please detail where animals will be obtained.  If the animals are from a native captive colony, please give the barcodes of all animals that will be used.  If the animals are to be wild caught, you will need to obtain approval from the appropriate government department and forward a copy of the approval to the Secretary.  You should refer to the Parks and Wildlife Code of Practice for the Keeping of Animals in Tasmania (September 2002) (please follow the link on the � HYPERLINK "http://www.research.utas.edu.au/rdo/ethics/animal.htm" ��Animal Ethics webpage�).  You should also append details of procedures to be followed in the event of any by-catch, including record keeping to be undertaken.  If animals are to be released back into the wild you will need to provide detailed information on the release process.








� ‘Location’ refers to the state/country in which the animals were used.  Please select one number from the list below.  If the same species has been used in 2 or more different locations, please select number 10 and provide a breakdown of the number of animals used in each location in the ‘Additional information’ box below the table.


Tasmania


Victoria


New South Wales


Queensland


Northern Territory


South Australia


Western Australia


Australian Capital Territory


Overseas


Species used in more than one state/country (please provide a breakdown of the number of animals used in each location in the ‘Additional Information’ box below the table).





�  You will need to include (with references) under ‘Detailed Procedures’ details on permits required for this study and whether they have been obtained/applied for.  You should refer to the Parks and Wildlife Code of Practice for the Keeping of Animals in Tasmania (September 2002) (please follow the link on the � HYPERLINK "http://www.research.utas.edu.au/rdo/ethics/animal.htm" ��Animal Ethics webpage�).  Detail the target species of the study and whether they are classified as rare/endangered.  If you plan to capture the animals justify why this is necessary.  Outline capture techniques, tools (including trap sizes, baits etc), timeframes (including frequencies of monitoring traps), release details (including times of release with references).  Outline what emergency plans are in place in the case of unexpected incidents (eg weather conditions, illness etc) including provisions for animals captured with/without young and lactating animals.  How will animals be handled/restrained?  If transportation is required, describe how this will occur and included details on monitoring of animals.  How will individual animals be identified?  If tracking devices will be implanted/attached, you will need to give detailed information on the size, weight and method of attachment and removal of the devices, and monitoring of the animals after implantation/attachment.





� You will need to include (with references) under ‘Detailed Procedures’ details of size, colour, position, etc and method of marking and tagging. Outline why these methods are being used. If these methods have been used previously, please consider and outline any way the marking method could be refined.





� You will need to include (with references) under ‘Detailed Procedures’ the type of anaesthesia and dose rates and administration routes to be used, methods of monitoring the level of anaesthesia, details of analgesics to be used (including dose rates, frequencies and administration routes), provide details of post operative care and monitoring during anaesthesia recovery and longer term post procedure, and contingency plans in the event of unexpected outcomes.





� You will need to include (with references) under ‘Detailed Procedures’ the anaesthetic, the dose rate, administration route (s), who will conduct the anaesthesia and euthanasia, assessment methods for monitoring the level of anaesthesia, the method of disposal of euthanased animals and contingency plans in the event of unexpected outcomes.





�  You will need to include (with references) under ‘Detailed Procedures’ detailed information about the surgery, eg duration, personnel, location, aseptic and general surgical techniques to be employed, and possible complications associated with surgical procedures and protocols for management of complications. 





� Please note: neuromuscular blocking agents must not be used without adequate general anaesthesia or an appropriate surgical procedure that eliminates sensory awareness.  You will need to include (with references) under ‘Detailed Procedures’ reasons why a neuromuscular blocking agent is required and what physiological parameters will be monitored to assess adequacy of anaesthesia.





� You will need to include (with references) under ‘Detailed Procedures’ details on precisely what agents/parasites will be used in this study and what effect the agent(s)/parasite(s) will have on the subject animals.  You should detail whether appropriate Institutional/State approval has been issued for the use of the agent(s)/parasite(s) and whether personnel involved with the project are aware of its use and effects, including animal house staff and associate investigators.  Where will the infection take place and where will infected animals be housed?  What level of microbiological containment is required and is this available in the designated experimental/housing sites?





� You will need to include (with references) under ‘Detailed Procedures’ details of the size and position of implants etc, surgical or other procedures, post implantation/attachment wound management, timeframes, and plans for removal. Please include what the most likely negative sequelae to implantation etc will be and how these will be managed. If the transmitters etc are to be removed, please detail how the animals will be monitored after removal (eg for wound breakdown etc).





�  You will need to include (with references) under ‘Detailed Procedures’ details on who will collect the blood, the anatomical location of the sampling, whether the animal will be sedated or anaesthetised (if so, how), the volume of blood to be taken (and the percentage this constitutes of the animal’s circulating blood), the frequency of blood collection, measures of monitoring the animals and contingency plans in the event of unexpected outcomes.





� You will need to include (with references) under ‘Detailed Procedures’ details of antigen and adjuvant including volume, routes and programme of administration. Please detail when the animals will be bled for sampling and for final collection of sera.





� You will need to include (with references) under ‘Detailed Procedures’ what methods will be used to force exercise.  Please include the following: What parameters will be measured to determine levels of exertion? What parameters are known (eg max speed, duration of max speed, ability to endure continued exercise) for the animal you are working with?  You should detail what behaviour the animals would exhibit if excessively stressed, and include the criteria that will be used to determine that the animals are becoming excessively stressed leading to the termination of forced exercise.





� You will need to include (with references) under ‘Detailed Procedures’ details of the normal maintenance requirements for the animals, growth requirements if animals are immature etc. How will the trial diets vary from the ‘normal’ diet? What are the possible negative outcomes from diet restriction and/or modification? What parameters will be used to measure the well being of the animal? What endpoints will be used in order to determine when or if an animal is not coping with the trial or diet modification and should be removed from the trial?





� Death as an end-point/LD50 tests: It should be noted that “death as an end-point” is the ultimate price asked of an animal for the advancement of human and animal health and welfare.  The community will expect that this price is taken very seriously and scientific research only proceed if alternative end-points would not provide the desired answers.  The research proposal must be carefully developed and fully justified.  It must also demonstrate sufficient rigour, “refinement” and use a minimum number of animals.  The Code defines death as an end-point as “when the death of an animal is the deliberate measure used for evaluating biological or chemical processes, responses or effects.  That is, where the investigator or teacher will not intervene to kill the animal humanely before death occurs in the course of a scientific activity” 





As such, “death as an end-point” only applies to those rare cases where death of the animal is a planned part of the procedures. The aim and the nominated end-point of the study will assist in determining this impact. It does not include death by natural causes, animals which are euthanased on completion of the project, animals which are killed if something goes wrong or to alleviate pain and distress during the course of the study, or accidental deaths.  


If you are seeking approval for a study that involves death as an endpoint, you will need to include (with references) under ‘Detailed Procedures’ the alternatives that are available to death as an end-point. Why is this outcome required?  What are the effects of the compound on the health of the animals?  Will analgesia/anaesthesia be used (if so, provide dose rates, routes, frequencies etc.  If no, explain why not)?   Explain how animals will be monitored and what emergency plans are in place in the case of an adverse incident.





� You will need to include (with references) under ‘Detailed Procedures’ the type and strain of genetic alteration; justify the use of such animals (in lay terms) and describe any expected impacts of the alteration in the genotype on the welfare of the animal. Please outline any problems associated with the housing or use of these animals, what level of containment is required and has biosafety approval been sought/granted?





� "You will need to include (with references) under ‘Detailed Procedures’ a list of any analgesics or other medically related pharmaceutical agents that the animals may receive. Please include the identification, dose, and route of administration of these agents.  Please identify any scheduled drugs and provide details of the source of these.








