APPLICATION FORM FOR APPROVAL TO USE ANIMALS FOR SCIENTIFIC PURPOSES

	Submission Date
	
	Project No.
	

	AUCC approval Date  
	
	Signature (only on approval)
	



· This form is based on the specifications in the South African National Standard (SANS 10386-2008): “The Care and Use of Animals for Scientific Purposes”, which defines animal as “live, non-human vertebrate, including fertilised eggs, fetuses and embryos, that is; fish, amphibians, reptiles, birds and mammals, and encompassing domestic animals, feral animals, purpose-bred animals, farm animals, wildlife and higher invertebrates such as the advanced members from the Cephalopoda and Decapoda (e.g. octopus, squid, cuttlefish)”.
· This application must be typed.
· It must be signed by the Principal Investigator (the applicant) and other persons who are vouching for specialised aspects of the experimental design (e.g. statistician, safety officer, and persons responsible for supervising the use of scheduled medicinal substances) as indicated. 
· Applications that have not been signed will not be considered.
· All applications need to have an assigned veterinarian for emergency management of animals and to make a decision on study termination per chance a welfare concern arises (Animals Protection Act)
· The application needs to be written simply, briefly and is not to exceed the limitations indicated.
· The application should be submitted electronically as well a hard copy. 
· The monthly deadline for submissions is four weeks prior a meeting. 
· The date at which the completed application is submitted on line offices will determine when the application will be considered.
· To meet the requirements of SANS, a progress report will be requested annually

A:	PROJECT TITLE
	



	B:	PRINCIPAL INVESTIGATOR/RESEARCHER        (Corresponding author 
	Yes
	
	No
	

	Name
	Contact Number
	e-mail address
	Contact Address

	
	
	
	

	Qualifications & student number
	

	Appropriate experience in animal research
	

	Professional registration or authorisation number (e.g. SAVC/HPCA)
	



	C:	SUPERVISOR/CORRESPONDING AUTHOR (if applicable) (Corresponding author 
	Yes
	
	No
	X

	Name
	Contact Number
	e-mail address
	Contact Address

	
	
	
	

	Student number
	

	Qualifications
	

	Appropriate experience in animal research
	

	Professional registration or authorisation number (e.g. SAVC/HPCA)
	



D:	Co-WORKERS (involved directly with procedures on animals)
	Name
	Contact Number
	e-mail address
	Contact Address

	
	
	
	

	Qualifications
	

	Appropriate experience in animal research
	

	Name
	Contact Number
	e-mail address
	Contact Address

	
	
	
	

	Qualifications
	

	Appropriate experience in animal research
	

	Professional registration or authorisation number (e.g. SAVC/HPCA)
	




E. DECLARATION
	     1.	Moral Philosophy
The ethical review of proposed animal experiments is predicated upon the acceptance that non-human animals are organisms fully worthy of moral concern and as such their interests must be protected as far as possible in their use for advancement of biological knowledge and for the promotion of the health and welfare of animals and humans and protection of the environment. 

     2.	Animal Interests
	In the use of laboratory animals, animal interests obligate scientists and educators to:
· not allow animals to be used for research and/or to be killed for trivial, irrational, unjustified or inappropriate reasons;
· permit animals to live, reproduce and grow under conditions that are comfortable and reasonably natural to their species;
· keep animals free from disease, parasitism, injury and pain by prevention, rapid diagnosis and treatment;
· allow animals to be able to express normal behaviour through providing as far as possible sufficient space, proper facilities in which to live and in the company of the animal’s own kind recognising the inherent social nature and hence the necessity of a social relationship for many species;
· protect animals from fear, deprivation, stress, distress and pain by ensuring that their living conditions, handling and treatment will be such that it will either minimise or eliminate the causation of these states upon those animals, that are used for research, teaching and testing;

     3.	Humaneness
The principles of humane experimental technique proposed by Russell & Burch must be followed in the planning and conduct of animal experiments.  These comprise:
· Replacement of animals with non-sentient research systems, i.e. researchers must strive to avoid using of laboratory animals if alternative methods can yield the data they need.
· Reduction of the numbers of animals that are to be used to a minimum by design in order to achieve only sufficient statistical power to allow the objects of the experiment to be achieved.
· Refinement of the experimental methodology to be adopted by the implementation  and if necessary by the improvisation of procedures which will have the least distressing  or harmful effect to the animals and when this is not avoidable to counter those effects by the use of ataractics (tranquillisers), neuroleptics (dissociative agents), anaesthetics, analgesics and other effective strategies.

  4.	Animal Protection
Animals should be protected from research designs that involve pain, illness, isolation, mutilation (whether by surgery or otherwise) and/or premature death until such research can be demonstrated to be absolutely imperative and related to health, welfare and environmental problems, which are potentially catastrophic in nature and for which alternative designs using non sentient systems are not feasible. 


	5.	Relevance
Animal based teaching and research must address an important question relevant to the objectives in advancing knowledge, education, science and human and animal welfare through research, be based on plausible hypothesis and have a reasonable prospect of yielding good results.

6. Responsibility
It is the responsibility of everyone using animals, for experimentation, testing diagnosis, teaching, sourcing of tissues or body fluids to assure that the animals that they use are afforded the highest levels of welfare and protection from abuse.

7. Policies
This committee has a number of policies in place that may be relevant to the application. Your attention is specifically drawn to: 
· SANS 10386: “The Care and Use of animals for Scientific Purposes” which defines responsibilities. 
· Terms of reference of this committee
· Institutional policies





8. Personal Declaration
8.1	We, (full name) ……………………………………...…………….., as Principal Investigator and ……………………………….………...., as Supervisor in this application, hereby declare that we are familiar with the precepts, policies and responsibilities outlined under Section E and will personally undertake to ensure that these are upheld in the conduct of this study, should it be approved.

8.2 We undertake not to deviate from the approved application without obtaining prior approval by the AUCC for any desirable or necessary significant changes that may need to be made in the methods used, which may affect the welfare of the animal subjects. 




……………………………………..…		                 ………………………………
Signature of Principle investigator			Date

8.3 In my opinion, all persons named and working under my supervision have the appropriate training and skills needed to carry out their responsibilities for experimental procedures, care and handling of the species being used. I will ensure that this research conforms to applicable legal requirements.




	……………………………………		………………………………
	Signature of Supervisor(When applicable)	Date


	

	   





F:		SCIENTIFIC REVIEW STATEMENT
(Every application should be supported by a declaration that it has undergone prior scientific review outside of the applicant’s Unit or Group. One of the following 3 statements must be completed.)
	This research protocol has been reviewed by a scientific review committee …………………………….. ……………………………………………………..(please specify) of the (Institute/Unit) …………………… ……………………………………………………. on (date) …………………….……   and has been judged to be relevant, designed in accordance with accepted scientific practices and norms and is in the opinion of the reviewers likely to be successful in achieving its objective.


………………………………………..        ………………………….		……….…………..……
        Name and Designation                       Signature		                          Date




OR

	Funding for this research project has been received from …………….………. (agency) that requires a review process prior to funding research projects. 
Grant holder: ………………………………………………………………………………………….………..
Type of grant: ……………………..……………….Grant number: ………………………………………..


………………………………………..        ……………….………….		………………...………
        Grant holder                                         Signature		                       Date



OR

	I, in my capacity as Head of Department ……….……………………………, confirm that this application has been judged to be relevant, designed in accordance with accepted scientific practices and norms and in my opinion is likely to be successful in achieving its objective.


………………………………………..        …………….…………….		…………………………
                        HOD                                             Signature		         Date




G:		FUNDING
	Is this project fully funded
	YES
	NO

	Does the funding of the project depend on the project being approved by the Ethics Committee?
	YES
	NO




H:		TYPE OF RESEARCH
	Academic
	
	Contract
	
	For degree purposes
	
	Indicate Degree
	






	
Research Category :  PAIN/DISCOMFORT/STRESS CLASSIFICATION

	A1
	Experiments on embryonated eggs or cephalopods and decapods’ or stored samples previously collected from animals
	□
	
	A2
	Studies on vertebrate animals during the course of routine examination, teaching procedures and treatment.

Examples:
Animals held under proper conditions for later use or for teaching non-invasive procedures.
Observational studies e.g. on wild animals in the field.
	□

	B
	Procedures on vertebrate species that are expected to produce stress but no pain requiring anaesthesia.

Examples:
Wild animals caught in the field, caged & transported for observation.
Administration of medication.
Collection of blood samples & swabs.
Rectal examination
	□
	
	C
	Experiments that produce minor or short-duration pain requiring the use of pain relieving drugs.

Examples:
Subcutaneous implants.
Docking in sheep.
Collection of tissues from animals after euthanasia.
	□

	D
	Experiments that involve significant but unavoidable stress or pain requiring anaesthesia or a humane endpoint.

Examples:
Non-survival surgery in teaching.
Survival surgical procedures.
Infectivity or toxicity studies with a high probability of producing disease.
Large animals kept in boma
	□
	
	E
	Procedures that involve inflicting severe pain at or above the pain tolerance threshold and the use of pain relievers are contra-indicated.

Examples:
Toxicity/virulence testing where death is the endpoint.
Disease/cancer models involving chronic clinical signs.
	□


*Definitions from Special Issue, Laboratory Animal Science, January 1987, p 12


I:		PROJECT
1.      Commencement of research 
	Expected Starting Date
	
	Expected Completion Date
	

	I declare that the project has not commenced without approval (signature)
	




2.    Brief justification
(Provide a brief introductory statement NOT EXCEEDING 500 WORDS and supported by relevant scientific literature that explains what problems, questions, needs or scientific or clinical observations or new ideas have led to the planning of the experiment.) (Please type)
	




3. Aim/s of the proposed study
(State these briefly and succinctly.) (Please type)
	




4. Potential benefits of the research findings
(These are required to aid the reviewing committee in performing a harm/benefit assessment.) (Please type)
	




5. Hypothesis
(If a hypothesis is being tested give the postulate/s (null hypothesis and alternates) to aid the reviewers in following the rationale of the proposed study.) (Please type)
	




6.1  Animal requirements
	Animal Species
(Please state whether domesticated or not)
	

	Strain
	
	Total Number Required
	

	Gender:  Male
	
	Female
	
	Body mass
	
	Age
	

	Microbial Status
	
	Source of Animals
	



6.2. Samples Derived from Animals
	Sample Type
	Number
	Volume
	Species
	Previous AEC approval
	Location/Country

	e.g. Serum
	200
	1ml each
	Leopard
	Protocol nr
	Biobank

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	


For studies making use of only samples previously collected from animals: Sections 10, 12, 18, 23, and 24 must be completed 

7. Justification for the use of sentient animals   
(Briefly justify the use of animals, the choice of species, the numbers to be used.  If there is limited availability, or large numbers are to be used, provide additional rationale for their selection and numbers.   State also what non-sentient model/s or non-animal models were considered and on what grounds they were rejected.) (Please type)
	




8. Reduction of the number of animals to a minimum to achieve scientific objectives
(Describe how this was determined either by calculation (statistical design) or by specification (i.e. use of a validated testing protocol) or any other strategy.) (Please type)
	




9. Animal housing and care
(Briefly describe how the animals will be housed (penned, stabled, caged or confined in any other way, kept in metabolic crates or cages, etc.), their nutrition (feeding and watering) and what provisions have been made for the physical and psychological wellbeing i.e. comfort, socialisation, behavioural needs and enrichment of their immediate environment.) (Please type)
	



10. Facility Details
	NAME OF FACILITY USED:
	

	SAVC Registration Number (For animal research facilities or Veterinary Laboratory facilities)
	

	PHYSICAL ADDRESS
	

	EMERGENCY CONTACT NUMBER
	

	AUTHORISED SIGNATURE & DATE:
	





11. Statement of animal care competence, expertise and experience
(Provide a short statement of the scientific knowledge competence and experience of the person(s) appointed to ensure the comfort, health and humane treatment of the animal subjects in this study) and provide their registration credentials either with the South African Veterinary Council, the Health Professions Council of South Africa or the South African Council for Natural Sciences Professions, and any in-house accreditation obtained.) (Please type)
	




12. Experimental design
(For all studies submitted to the AEC: Explain the reasoning behind the study design and experimental planning, with particular reference to determination of sample size and statistical analysis. The use of flow charts is recommended. The information should be presented in an easily accessible manner. For studies involving animals also, describe how the animals will be allocated to experimental and control groups and where applicable, how the experimental treatments will be assigned to each group.) (Please type)
	




13. Restraint of the animals
(Describe the methods of physical (manual procedures and use of special restraint equipment) or chemical restraint to be used on the animals and state who the animal handler/s will be.) (Please type)
	




14. Experimental animal procedures
(Describe briefly in short annotated sentences IN SEQUENCE, all the steps that will be performed in conducting the proposed experiment. These include: duration of animal holding and animal use, the collection of samples (if body fluids give routes of collection and volumes), operative procedures, etc.) (Please type)
	




15. Administration of all medicines/substances 
(List all substance administrations to the animals and give routes of administration, dosages per body mass including anaesthetics, analgesics and euthanasing agents. State who is legally responsible for prescribing and directing the administration of the controlled Scheduled 3 – 6 medicinal substances and other controlled substances and provide their acceptance of this responsibility by signature. Please note that it expected that animals experiencing painful conditions will be given appropriate analgesic and/or anaesthetic support) (Please type)
	



	Responsible person (print name)
	

	Qualification
	

	Acceptance of responsibility: SIGNATURE & DATE:
	





16. Severity of effects of the experimental procedures on the animals
(List the procedures that may cause deprivation, fear, distress and pain.  Describe what sensations the animal may feel.  Categorise these as minimal, intermediate or high.  *Give their likely duration in time.  Describe what specific steps will be taken to alleviate these conditions through the use of ataractics, dissociative agents, analgesics, anaesthetics or other methods.  Estimate how effective these are likely to be.) (Please type)
	


*	Laboratory Animals 24:  97 – 130, 1990).


17. Fate of animals and their disposal at the end of the study
(Briefly state the fate of the experimental animals at the end of the study e.g. rehabilitation and release, return to stock, euthanasia; released into its natural environment). What method of euthanasia is to be used, what humane rationale supports this choice and how the animals or animal carcasses are to be disposed of in a responsible and ecologically sound manner.) (Please type)
	




18. Statistical analysis
(Describe briefly how the data obtained from the study will be analysed statistically, explain this decision and state by whom the analyses will be performed.) (Please type)
	




19. Refinement
(Describe the specific steps that have been taken to refine the experimental procedures to make them as humane as possible i.e. minimising the impact of the proposed procedures on the animals’ wellbeing e.g. use of enrichment aids, analgesia, etc) (Please type)
	




20. Monitoring of experimental animals
(Describe who will be responsible for the care of the animals during the experimental period, and provide an indication of their experience and competence. Briefly state what clinical, physiological and/or behavioural criteria will be specifically monitored to assess the animal’s wellbeing e,g. weight gain/loss, food intake, vital parameters, etc. Please note that any study that has the potential to interfere with growth or cause weight loss, will need a minimum of weekly weight monitoring) (Please type)
	




21. End points for experiments in animals
(Provide the points at which this study will be terminated for welfare reasons e.g. percentage weight loss, injury, animals showing distress, pain, animals becoming moribund. Also provide how the monitoring towards these endpoints will be undertaken e.g. weekly weights, twice daily observations) (Please type)
	




22. General veterinary care
(Please note that this section is compulsory. Provide details, including emergency contact details, of the veterinarian who will be responsible to provide the general veterinary care and who will have the authority to enforce the endpoints stipulated under Point 20. The veterinarian must be registered or authorised to undertake procedures limited to that a treating veterinarian by the SAVC and is preferably independent of the research group.) (Please type) It is the responsibility of the veterinarian to arrange for a locum if he/she is not available


	PERSON RESPONSIBLE FOR VETERINARY CARE OF ANIMALS
	

	EMERGENCY Contact details
	

	Veterinarian resident at facility (Tick)
	Resident
	
	Non-resident
	

	Schedule of visits if not resident at study or research site (e.g. weekly; for emergencies only; only available telephonically) and for off-site studies the distance of the study to the veterinarian
	

	Management of injured animals (Please provide the management practices for minor and/or major injuries/disease occurrence.
	

	Signature & Date
	





23. Personnel activities
(Describe the specific responsibilities and duties of EACH PERSON who will be involved with the procedures on animals, preferably in a tabular format.) (Please type)
	




24. Biohazard statement
(Does the project pose any hazards to other animals and/or staff from the use of infective agents, toxic substances, carcinogenic agents or ionising radiation?   If it does, state the specific safety procedures to be followed to contain these hazards and provide an approval statement in the space below from the Institutional Safety Officer.  If available, you may append the laboratory’s relevant SOPs and policies.) (Please type)
	




	FACULTY:
	

	NAME of OFFICER
	

	SIGNATURE & DATE:
	










25. Declaration for studies needing external approval
(Please provide a list of external approval that this following project requires e.g. section 20 approval from DAFF (Animal Diseases Act); Section 21 approval from the MCC for any studies involving an unregistered medicine; TOPS approval from working with an endangered species; Approval from the relevant Nature Conservation organisation and/or Provincial Authority to work with wild species)








