[image: image1.png]A)\-I\ A
ASSOCIATION OF
VETERINARY ANAESTHETISTS




Ethical Review Group of the AVA
Application for Ethical Approval
	PROJECT
	

	TITLE:
	

	DATE:
	


	APPLICANTS
	NAME
	QUALIFICATIONS
	SIGNATURE

	RESEARCHER:
	
	
	

	Contact Details:
	

	Contact Address:
	

	SUPERVISOR:
	
	
	

	CO-WORKER:
	
	
	

	CO-WORKER:
	
	
	

	CO-WORKER:
	
	
	

	CORRESPONDING AUTHOR:
	
	
	


	FACILITY
	

	NAME OF FACILITY USED:
	


	FUNDING
	
	

	SOURCE OF FUNDS
	
	AMOUNT

	
	

	
	


	TYPE OF RESEARCH
	
	
	

	ACADEMIC/DEGREE PURPOSES
	
	CONTRACT
	

	FOR TEACHING / CONTINUING EDUCATION / WORKSHOPS (The use of animals not for research but to teach a procedure, application or student) 
	


	RESEARCH CATEGORY
	This committee will not consider research in categories C, D or E. These research protocols would need to be conducted in specialised research facilities. The research categories are contained at the end of this document.



	A1
	A2
	B
	

	
	
	
	


	DECLARATION BY PROJECT LEADERS AND RESEARCHERS 
I/We declare that:

	1. We possess the necessary skills to perform the contemplated research.

	2. The design of the research is in line with accepted standards for this type of research

	3. The necessary steps for quality control have been taken to ensure correct, reliable and repeatable results.

	4. The Country, University, Institution, Faculty and Departmental Guidelines for Ethical Research were read and accepted. 

	5. Any amendments, changes or deviation from the protocol will not be made without informing the Ethical Review Group.

	6. Any adverse events or reactions will be reported to the Ethical Review Group.

	7. The work, to the best of my/our knowledge, is not an unnecessary repeat of work already done.

	8. The experiment has been specifically so designed as not to be wasteful of animals.

	9. The experiment has been so designed as to minimise discomfort, stress and distress to the animals and to use the least number and the lowest order of animals.

	10. The benefits of the experiment to science and ultimately to humans and/or animals, exceeds the suffering and sacrifice of the experimental animals.

	11. All alternatives have been carefully considered and I/we are satisfied that it is impossible to obtain the objectives in any other way.

	12. I/we have familiarised ourselves with the relevant legislation and regulations and will abide by these principles.

	13. All protocols are valid for a year from date of approval unless otherwise specified in the application. If work on research has not commenced within a year of application, the researcher will be required to re-apply.
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RESEARCH CATEGORIES
(Extracted from: Special Issue, Laboratory Animal Science, January 1987, p 12 and adapted)

	Category A1

Experiments involving either no living  materials or use of plants, bacteria, protozoa  or invertebrate animal species
	Biochemical, botanical, bacteriological, microbiological, or invertebrate animal studies, tissue cultures, studies on tissues obtained from autopsy or  slaughterhouse , studies on embryonated eggs. Invertebrate animals have nervous systems and respond to noxious stimuli, and therefore must also be treated humanely.

	Category A2

Studies on vertebrate animals during the course of routine examination, sampling, procedures and treatment
	Animal patients referred to the clinic by the owner for veterinary care, serving as a source of study material originating from the normal, and nothing over-and-above the normal, minimum routine procedures, sampling  for diagnostic purposes, and treatment . The kind of study that normally does not require owner consent and may include retrospective studies. Owner confidentiality needs to be observed.


	Category B
Experiments on vertebrate animal species that are expected to produce little or no discomfort.
	Mere holding of animals captive for experimental purposes; simple procedures such as injections of relatively harmless substances and blood sampling; physical examinations; experiments on completely anaesthetised animals which do not regain consciousness; food/water deprivation for short periods (a few hours); standard methods of euthanasia that induce rapid unconsciousness, such as anaesthetic overdose or decapitation preceded by sedation or light anaesthesia.



	Studies from categories C, D and E will not be considered by this committee as it would general require research animals and research facilities. 

	Category C

Experiments that involve  some  minor stress or pain (short- duration pain) to vertebrate species.
	Exposure of blood vessels or implantation of chronic catheters with anaesthesia; behavioural experiments on awake animals that involve short-term stressful restraint; immunisation employing Freud’s adjutant; noxious stimuli from which escape is possible; surgical procedures under anaesthesia that could result in some minor post-surgical discomfort.  Category C procedures incur additional concern in proportion to the degree and duration of unavoidable stress or discomfort.

	Category D
Experiments that involve significant but unavoidable stress or pain to vertebrate animal species.
	Deliberate induction of behavioural stress in order to test its effect; surgical procedures under anaesthesia that result in significant post-operative discomfort; induction of anatomical or physiological deficit that will result in pain or distress; application of noxious stimuli from which escape is impossible; prolonged periods ( up to several hours or more) of physical restraint; maternal deprivation with substitution of punitive surrogates; induction of aggressive behaviour leading to self-mutilation or intra-species aggression; procedures that procedures that produce pain in which anaesthetics are not used, such as toxicity testing with death as an end point; production of radiation sickness, certain injections, and stress and shock research that would result in pain approaching the pain tolerance threshold, i.e. the point at which intense emotional reactions occur. Category D experiments present an explicit responsibility on the investigator to explore alternative designs to ensure that animal distress is minimised or eliminated.

	Category E

Procedures that involve inflicting severe pain near, at, or above the pain tolerance threshold of unanaesthetised, conscious animals.
	Use of muscle relaxants or paralytic drugs such as succinyl choline or other curareform drugs used alone for surgical restraint without the use of anaesthetics; severe burn or trauma infliction on unanesthetised animals; attempts to induce psychotic-like behaviour; killing by use of microwave ovens designed for domestic kitchens or by strychnine; inescapably severe stress or terminal stress. Category E experiments are considered highly questionable or unacceptable irrespective of the significance of anticipated results. Many of these procedures are, in the USA for example, specifically prohibited in national policies and therefore may result in withdrawal of federal funds and/or institutional USDA registration.


A lay summary of the research should be provided for non-scientific members. The following is a guide:

Lay Statement

Please answer the following questions in clear non-scientific terms, (bearing in mind that some of the information you provide could be disseminated, if requested, under a Freedom of Information requirement dependant on various countries requirements. Please restrict your submission to a maximum of one side of A4, typing your answers directly underneath the questions.

The Clinical Problem 

What clinical problem are you studying?    How are you going to investigate this problem?

Animal Recruitment

How will animals be recruited into the study and how many animals will be required? Why has the specific species been chosen?  How will you ensure that owners are fully informed and their consent obtained?

Is authorisation required for the use of any of these animals from a regulatory authority? If so, please give details.
Benefits

What do you hope to achieve?   

How might these achievements benefit owners or their animals?

Experimental Procedures

What are you going to do to the animals?    Describe any possible adverse or negative effects, and the measures you will take to prevent these from occurring. 

What will happen to the animals at the end of the study?

Peer Review

Has the proposed study been peer reviewed? (Yes/No)   If yes, by whom?

Who will be funding this research?

The following is given as guideline for what is required in a protocol attached to this form. This protocol guide is centred around a scientific research protocol. This protocol will need to be adjusted to the intended purpose of the application. For example a teaching lab would need a justification of what is to be taught. 
ABSTRACT

Provide an accurate summary of the background, research objectives, including details of the species or strain of animal used, key methods, principal findings and conclusions of the study.
1.
JUSTIFICATION


The literature review should cover current knowledge; indicate the gap that exists in the current knowledge and how this study proposes to address these problems. This should lead to generation of a hypothesis or hypotheses. In case of a descriptive research project, the problem investigated should also be clearly stated. The envisaged benefits from the information gained by conducting the experiment should be given. 

2.
MATERIALS AND METHODS


The animals or population to be studied should be defined. The selection method of the population sample of the model system must also be described and the number of animal required. A description of every procedure that will be used during the experiment must be given and can be applicable references. Observations to be made need to be explained (e.g. body mass, drug plasma levels, blood cell counts, worm counts, histology etc.). 


The methods by which the data will be summarized and statistical tests that will be performed should be described. 

3.
PROJECT MANAGEMENT


This part describes the specific administration and management of the research project and provides the details of the specific procedures to be used.



List the staff, facilities, equipment and supplies needed for the experiment. The activities of each staff member performing the procedures should also be stipulated. In case of postgraduate research the promoter should be mentioned.


Specific arrangements, in case of co-operation with, or assistance from other investigators, laboratories or institutions, should be clearly described. If required, the training of staff members involved in the research, the calibration of apparatus and observation-making procedures should be described.

4.
REPORTING


Describe the form of the research report. In case of contract research it should be clearly stated whether publication will be allowed.

5. 
DATA HANDLING / DATA SECURITY
Data security should be addressed as an inherent part of study design. For further information see: https://www.hra.nhs.uk/planning-and-improving-research/policies-standards-legislation/data-protection-and-information-governance/gdpr-guidance/
 

Please confirm that you have a data handling plan in place that ensures GDPR compliance yet meets Ethical considerations.
6.
DEVIATIONS, ADVERSE EVENTS AND RECORDS


Occasionally it may be necessary to deviate from the protocol or adverse event may occur. The protocol should describe what actions will take place if this occurs. Should deviations have any ethical implications the deviations should be submitted in writing to the Ethics Committee for approval. The place, duration and requirements for storage of records and samples must also be stated.

7.
ETHICAL CONSIDERATIONS


Ethical matters must be included as an integral part of the protocol. The critical areas, however, can be pointed out under this heading. This may include an escape clause (a clause where the animals are removed from the study for the animal’s safety and care), informed consent arrangements in the case of clinical research.
8.
BUDGET


The researchers should understand that sufficient funding should be available to complete the study. 

Sources of funds should be clearly indicated. 
9.
DURATION AND TIME SCHEDULE

The approximate duration of the trial should be indicated. Specify the approximate starting and/or completion dates of the trial and the day of trial for each principal operational phase.

10.
REFERENCES


List all applicable literature references according to a recognised format.

