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APPLICATION FORM FOR ETHICS APPROVAL FOR RESEARCH: ANIMAL STUDIES 
Office use only
	Date received
	

	Ref number
	


The following documents must be included in with your application as numbered appendices:

Check list
For all research:

	Mark with an X
	

	
	Signed and dated research ethics application form

	
	All investigators’ CVs, signed and dated

	
	Copies of the protocol of the proposed research

	
	Supporting documents and annexes, incl. the research proposal, interview guidelines, observational schedule, etc.

	
	Statement of agreement to comply with ethical principles set out in relevant guidelines, signed and dated by the Principal Investigator and all the co-investigators

	
	Relevant permissions (or other legally required consent from e.g. company’s HR dept., national authorities)

	
	Other (specify)


SECTION A
Applicant Details
Where applicable, please mark with more than one X.

	Surname
	
	Title
	

	First names
	

	Tel no
	
	Fax no
	

	Email address
	

	Academic qualifications
	

	Professional affiliation
	

	Operating unit (OU)/ Research centre
	
	Manager/ Supervisor
	

	Employee/ student number
	

	Type of application (Mark with an X)
	
	PG-funded Research
	
	Contract Research
	
	PhD
	
	Masters

	Collaborations
	

	

	Principal investigator (If not applicant)
	

	Tel no
	
	Fax no
	

	Email address
	


	Co-investigators involved in this project

(Names of those authorised to carry out the proposed hands-on Animal Procedures should be clearly indicated)

	Name
	Organisation
	Qualification
	Specific duties
	Tel no/ email
	Registration

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	


SECTION B
Project Details
Where applicable, please mark with more than one X.

	Project title
	

	

	Has funding been secured?

(Mark with an X)
	Yes
	No

	Please state the source of funding

	

	Has this research project been reviewed for scientific merit by peers at the time of this submission?
	Yes
	No

	If yes, please state the name of review committee date of the scientific review

	

	Has this research project been submitted to other Ethics Committees for review?
	Yes
	No

	If yes, please state name and date of submission.

	

	

	Expected duration of project
	From:




To:

	Where will the study be conducted?

	

	Required permits
(Copies of all relevant permits should be forwarded with the application form)

	Relevant authority
	Application date
	Status

	
	
	

	
	
	

	
	
	

	
	
	

	Category

(Mark with an X)

See annexure A
	A
	B
	C
	D
	E

	Research Classification
(Mark with an X)

	
	Type A
	
	Type B
	
	Type C

	Directed basic or applied research that explores the underlying nature of a system
	Experimental development that typically results in a new prototype, which captures new knowledge into products, processes, material systems and services
	Technology transfer, the first step of knowledge application.


Details of the experiment
Where applicable, please mark with more than one X.

	Background

(This introductory statement should give a clear description of objectives, and potential benefits of the project)

	

	Rationale for the use of animals

	

	Animals used

	Species
	Strain
	Gender
	Age/ Body mass
	Total number of animals required

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	Experimental design/ Plan of work

(Description of how the animals will be subjected to the procedures of the experiment, and how the experimental treatments will be assigned for the animals)

	

	Husbandry – briefly describe what provisions have been made for the physical and psychological wellbeing of the animals 

(Their comfort, socialisation, behavioural needs and enrichment of their cage environment)

	

	Give details of experimental substances, chemicals and drugs to be used, (including anaesthetics where necessary). One should also describe any tissue collection requirements, together with the route of collection, the frequency and the volume of the sample

See annexure B

	Drugs/ Substance/ Tissue sample
	Species
	Route

(IV/ IM/ SC/ IP)
	Dose/ volume to be administered or collected
	Frequency

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	IV = Intravenous

SC = Subcutaneous

IM = Intramuscular

IP = Intraperitoneal

	Who will be responsible for administration of experimental substances/ collection of samples?

	Name

(Veterinarian)
	
	Signature
	


	Summary of the manipulations and management involved in this project
(Mark with an X)
	Yes
	No

	1
	Restraint (method and duration)
	
	

	2
	Non-invasive procedures (method, duration, frequency, time interval between procedures, expected clinical effects)
	
	

	3
	Invasive procedures (method, duration, frequency, time interval between procedures, expected clinical effects)
	
	

	4
	Deprivation (type, duration, frequency)
	
	

	5
	Administration of/ exposure to chemicals/ biologicals (agents, dose ranges, routes, schedule, expected clinical effects)
	
	

	6
	Neuromuscular blocking agents (type, purpose)
	
	

	7
	Special management (diet, sedation, antibiotics, special nursing, analgesics, tranquilisers, etc.)
	
	

	8
	Pain level (duration: nil, low, moderate or high; justify any distress or pain expected)
	
	

	9
	Death
	
	

	10
	Other (that is not mentioned above)
	
	

	Where yes is indicated, please provide full details in the space provided below.

	

	Briefly state what clinical and behavioural criteria will be specifically monitored to assess the animal’s wellbeing

See annexure E

	

	Give the endpoints of data collection in experiments or procedures that may cause animals to become ill, lose weight, become distressed and experience pain. justify in terms of the needs of the experiment to attain its objectives

See annexure C and annexure D

	

	Indicate the fate of the group of experimental animals at the end of the study, and the manner in which they will be disposed of should their fate be death

	Species
	Release
	Return to stock
	Euthanasia
	Method of euthanasia
	Disposal

	
	
	
	
	CO2
	Euthapent
	Other

(explain)
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	


SECTION C
Peer Review Committee
	I declare that this research protocol has been peer-reviewed by the OU/ Centre Review Panel and has been judged to be relevant, designed in accordance to accepted scientific practices and norms and is in the opinion of the reviewers to be likely to be successful in achieving its objective/s.

	Full name
	Signature
	Date

	OU/ Centre Review Panel Chairperson
	
	

	
	
	


SECTION D
Signatories
In signing this form, the researcher and other signatories of this project undertake to ensure that any amendments to this project that are required by the CSIR Research Ethics Committee are made before the project commences.

	I recognise that it is my responsibility to conduct my research in an ethical manner according to the CSIR Research Ethics Policy, according to any laws and/ or legal frameworks that may apply, and according to the norms and expectations of my discipline.

	Full name
	Signature
	Date

	Applicant 
	
	

	
	
	


	We, the signatories declare that all information on this form is correct and that we will strive to maintain the highest ethical standards in this research, according to the guidelines provided by the CSIR REC.

	Full name
	Signature
	Date

	Research group leader
	
	

	
	
	

	Strategic research manager
	
	

	
	
	


ANNEXURE A
Classification of Experiments
The CSIR will categorize the experiments according to the following categories:

The five categories are:
	CATEGORY A

Experiments involving either non-living materials or use of plants, bacteria, protozoa, or invertebrate animal species
	Biological, botanical, bacteriological, microbiological, or invertebrate animal studies.

	CATEGORY B

Experiments on vertebrate animal species that are expected to produce little or no discomfort
	The holding of animals as captive for experimental purposes e.g. injections and blood sampling procedures, experiments on completely anaesthetized animals which do not regain consciousness.



	CATEGORY C

Experiments that involve some discomfort (short-lasting pain) to vertebrate animal species
	Surgical procedures such as implantation of subcutaneous capsules, catheterization of blood vessels, implantation of thermocouple, multiple site injections and some types of blood sampling procedures e.g. cardiac puncture.



	CATEGORY D

Experiments that involve significant but unavoidable distress or discomfort to vertebrate animal species.
	Induction of behavioral stress in order to test its effect; major surgical procedures under anesthesia that result in significant post-operative discomfort and prolonged periods of physical restraint.  Use of unvaccinated animals to test the virulence of a pathogen, as controls in challenge experiments.



	CATEGORY E

Experiments that involve inflicting sever pain on un-anaesthetized, conscious vertebrate animals.


	Use of muscle relaxants or paralytic drugs, used for surgical restraint without use of anesthetics, burn of severe trauma infliction on un-anaesthetized animals and use of microwave oven as a method of killing.




ANNEXURE B
Details of Experimental Substances
Severity Index:
0 – 8 
= Minimal


9 – 20 
= Intermediate


>20 
= High
	Administration of substances
	Collection of tissues and body fluids
	Surgical Procedures
	Restraint

	Conscious
	Conscious
	All anaesthetized
	Conscious

	Topical
	Blood
	Skin incision  
	3
	Whole body 
	18

	Mucous
	
	Venepuncture
	5
	Skin graft  
	10
	continuous
	

	membrane
	4
	Venesection
	8
	Skin biopsy
	3
	Discontinuous
	12

	Skin  
	3
	Orbital sinus
	11
	Laparotomy 
	9
	
	

	Eye  
	6
	Section of tail 
	9
	Thoracotomy 
	11
	
	

	Scarifying skin  
	11
	tissue
	
	Adrenalectom 
	9
	
	

	Injection
	Peritoneal lavage
	Caesarean 
	11
	Metabolic cage 
	6

	Intradermal
	7
	Peritoneal lavage
	7
	Castration
	7
	confinement
	

	Subcutaneous
	3
	
	
	Gastric fistula
	13
	
	

	Intramuscular
	4
	
	
	Partial hepatectomy
	14
	
	

	Intravenous
	4
	
	
	Hypophosectomy 
	12
	
	

	Orbital sinus
	11
	
	
	Nephrectomy 
	10
	
	

	Intra-lymphatic
	7
	
	
	Ovariectomy
	6
	
	

	Installation
	Urine
	Lyphadenectomy
	
	
	

	Intra-nasal
	9
	Percutaneous 
	3
	
Superficial
	4
	
	

	Intra-auricular
	6
	centesis
	
	
Visceral  
	10
	
	

	Intra-rectal
	5
	
	
	Splenectomy 
	5
	
	

	Intra-vaginal
	3
	
	
	Thymectomy 
	10
	
	

	Intra-tracheal
	8
	
	
	Thyroidectomy 
	8
	
	

	Oral
	Saliva
	5
	Permanent cannulation 
	11
	
	

	Oral gavage
	7
	Milk
	7
	of major vascular
	
	
	

	Per os
	5
	
	
	component
	
	
	

	Anaesthetized
	Anaesthetized
	
	
	
	

	
	
	
	
	Permanent cannulation 
	7
	
	

	
	
	
	
	of superfacial blood
	
	
	

	
	
	
	
	vessel
	
	
	

	
	
	
	
	Bile duct  
	12
	
	

	
	
	
	
	Thoracic duct 
	12
	
	

	Injection
	Blood
	Parabiosis (the surgical 
	24
	
	

	Orbital sinus
	11
	Venepuncture
	2
	joining together of two
	
	
	

	Intra- cardiac
	7
	Venesection
	3
	animals)
	
	
	

	Intra-cerebral
	6
	Cardiac puncture
	6
	
	
	
	

	Intra-lymphatic
	7
	Orbital sinus
	4
	
	
	
	

	Perfusion
	2
	Section of tail tissue
	4
	
	
	
	

	
	
	Urine Catheter 
	5
	
	
	
	

	
	
	Saliva
	2
	
	
	
	


ANNEXURE C
Vaccine Quality Control Research
	DATE OF STUDY
	ANIMAL GROUP NO:

	WEIGHT (g)
	

	

	DATE
	
	
	
	
	
	
	

	DAY
	
	
	
	
	
	
	

	TIME
	
	
	
	
	
	
	

	

	UNDISTURBED OBSERVATION
	

	Inactive
	
	
	
	
	
	
	

	Mobility
	
	
	
	
	
	
	

	Hunched posture
	
	
	
	
	
	
	

	Grooming
	
	
	
	
	
	
	

	Alertness
	
	
	
	
	
	
	

	Presence of a mass
	
	
	
	
	
	
	

	Ruffeld coat
	
	
	
	
	
	
	

	ON HANDLNG
	

	Not inquisitive and alert
	
	
	
	
	
	
	

	Not eating
	
	
	
	
	
	
	

	Not drinking
	
	
	
	
	
	
	

	Vocalization on gentle palpatoin
	
	
	
	
	
	
	

	Body weight (g)
	
	
	
	
	
	
	

	% of baseline weight
	
	
	
	
	
	
	

	Dehydration
	
	
	
	
	
	
	

	Type of breathing *
	
	
	
	
	
	
	

	Condition scoring 4 to 1 **
	
	
	
	
	
	
	

	SPECIFIC CLINICAL SIGNS
	

	Central nervous signs and specifications
	
	
	
	
	
	
	

	Body temperature (˚C)
	
	
	
	
	
	
	

	Nothing Abnormal Detected (NAD)
	
	
	
	
	
	
	

	Number of animals euthanized/died 
	
	
	
	
	
	
	

	OTHER
	
	
	
	
	
	
	

	SIGNATURE
	
	
	
	
	
	
	


Special Husbandry Requirements:

Assess animals 2x per day of challenge until end of the experiment.

Scoring Details

* Breathing:  R = rapid; S = shallow; L = laboured; N = normal.

**Condition: 4 = normal, 1 = emaciated.

Humane Endpoints and Actions:

1. In case of central nervous signs such as ataxia or convulsions the animals may be euthanized.

2. The same is true of low body temperature (<34.5 ˚C).  

3. Validation studies have shown that a drop in body weight is not always predictive of a lethal outcome.

4. The decision to terminate is taken by the responsible laboratory animal/veterinary technologist.

5. For each animal group, the number of animals that dies per day is recorded. 

Scientific Measures:
Tissues to be kept - Kidney into a mixture of 10% formaldehyde in saline.
ANNEXURE D
Infectious Disease Research

	EXPERIMENT NO:
	ANIMAL NO:

	WEIGHT (g)
	

	
	DATE/TIME

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	APPEARANCE
	SCORE

	Normal
	
	
	
	
	
	
	

	Diminished grooming
	
	
	
	
	
	
	

	Piloerection, discharge nose/eyes
	
	
	
	
	
	
	

	Soiled, poorly groomed coat
	
	
	
	
	
	
	

	BODY WEIGHT
	

	Normal < 5%
	
	
	
	
	
	
	

	Body weight 5-10%
	
	
	
	
	
	
	

	Body weight 10-15%
	
	
	
	
	
	
	

	Body weight 15-20%
	
	
	
	
	
	
	

	CLINICAL SIGNS
	

	Food and water intake
	
	
	
	
	
	
	

	Stool normal – slightly sort
	
	
	
	
	
	
	

	Diarrhoea
	
	
	
	
	
	
	

	Increased abdominal dimension, soft on palpation, no stool
	
	
	
	
	
	
	

	RESPONS TO  HANDLING
	

	Normal
	
	
	
	
	
	
	

	Slightly decrease or increased response
	
	
	
	
	
	
	

	Strongly decreased or increased response/vocalization on abdominal palpation
	
	
	
	
	
	
	

	Decrease or increased response
	
	
	
	
	
	
	

	TOTAL
	
	
	
	
	
	
	

	SIGNATURE
	
	
	
	
	
	
	


CONDITION SCORING: 
Condition: 4 = Normal, 0 = emaciated.

ASSESMENT:
0   –  4

Normal

5   –  9

Increase frequency of assessment and observe the animal more closely.

10 – 15
Clear distress present. Treat the animal if possible.  Increase the frequency of observation.  Consult with principal investigator/veterinarian/head animal technologist.  Consider euthanizing the animal.

15 – 20
Severe distress.  If there are no pressing scientific reasons, the animals should be euthanized.
ANNEXURE E:
Animal Welfare Monitoring Sheet

	ANIMAL IDENTIFICATION:
	Score
	Date
	Date
	Date
	Date
	Date
	Date

	
	
	
	
	
	
	
	

	
	
	Time
	Time
	Time
	Time
	Time
	Time

	
	
	
	
	
	
	
	

	APPEARANCE
	

	Normal
	0
	
	
	
	
	
	

	General lack of grooming
	1
	
	
	
	
	
	

	Coat staring, ocular and nasal discharges
	2
	
	
	
	
	
	

	Piloerection, hunched up
	3
	
	
	
	
	
	

	FOOD AND WATER INTAKE
	

	Normal
	0
	
	
	
	
	
	

	Uncertain: body weight ( <5%
	1
	
	
	
	
	
	

	( intake: body weight ( 10-15%
	2
	
	
	
	
	
	

	No food or water intake
	3
	
	
	
	
	
	

	NATURAL BEHAVIOUR
	

	Normal
	0
	
	
	
	
	
	

	Minor changes
	1
	
	
	
	
	
	

	Less mobile and alert, isolated
	2
	
	
	
	
	
	

	Vocalization, self-mutilation, restless or very still
	3
	
	
	
	
	
	

	PROVOKED BEHAVIOUR
	

	Normal
	0
	
	
	
	
	
	

	Minor depression or exaggerated response
	1
	
	
	
	
	
	

	Moderate change in expected behavior
	2
	
	
	
	
	
	

	Reacts violently, or very weak and precomatose
	3
	
	
	
	
	
	

	CLINICAL SIGNS
	

	Normal cardiac and respiratory rates, hydration
	0
	
	
	
	
	
	

	Slight changes, slight dehydration
	1
	
	
	
	
	
	

	C/R rates ↕ 30%, 10-20% dehydrated
	2
	
	
	
	
	
	

	C/R rates ↕ 50% or very (, >20% dehydrated
	3
	
	
	
	
	
	

	SCORE ADJUSTMENT
	

	If you have scored a 3 more than once, add an extra point for each 3
	2 - 5
	
	
	
	
	
	

	TOTAL
	0 - 20
	
	
	
	
	
	

	Signature (initials)
	


JUDGEMENT

0 - 4
Normal

5 - 9
Monitor carefully, consider analgesics

10 - 14
Suffering; provide relief, observe regularly. Seek second opinion from day-to-day care person 
and/or veterinary surgeon.  Consider termination.

15 - 20
Severe pain.  Does your experimental protocol need rethinking?

    Research Ethics Committee








1

