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FHS003: AEC Application Form (June 2016)

FHS003: AEC Application Form


	Faculty of Health Sciences
Animal Ethics Committee (AEC)

COVER PAGE
PLEASE FOLLOW ALL INSTRUCTIONS ON THE LAST PAGE



	· Current forms to be downloaded from the Administrative Forms web page at http://www.health.uct.ac.za/fhs/research/animalethics/forms 
· All changes to the current application based on feedback by the AEC will be reviewed again. Commencement of the study on animals can only be done after authorisation has been given. Any subsequent changes to the authorised application MUST be submitted as an amendment (FH005) and reviewed by the AEC before implementing. 
· Please print double-sided where possible.

· Important:

All protocols submitted to FHS AEC for review must first be approved by the DRC (Departmental Research Committee)

	This application must be typed and one signed completed form submitted to:
MS Sumayah Ariefdien
Animal Research Ethics Committee

E 53 Room 46, Old Main Building, Groote Schuur Hospital,

Observatory, 7700
Telephone: +27 21 406 6492
An electronic copy of the original application (Word format which is saved as a PDF file) is to be forwarded to fhsanimalresearch@uct.ac.za. and Sumayah.ariefdien@uct.ac.za

	For office use only

	
	Application No:
	

	
	Species:
	

	
	Total number of animals:
	

	
	Severity category:
	

	
	Date received:
	

	
	Date authorised
	


Category (select one)

	This is a first submission
	

	This is a resubmission 
	
	Previous application number
	


	1.
TITLE OF APPLICATION
	

	

	2. DETAILS OF APPLICANT

	 Title (e.g. Prof, Dr, Mr, Ms)
	

	Forenames & Surname 
	

	Qualifications (e.g. PhD)
	

	Position or appointment
	

	If applicant is a student, please provide name of supervisor
	

	

	3.  CONTACT DETAILS
	 APPLICANT
	SUPERVISOR (if applicant a student)

	Address for correspondence

	
	

	Telephone number, extension
	
	

	Cell phone number
	
	

	Fax number
	
	

	E-mail address
	
	

	4.   DEPARTMENTAL RESEARCH COMMITTEE REVIEW

I declare that this research protocol has been peer-reviewed by the Research Committee of the Department of ……………………….………………………. and has been judged to be relevant, necessitates the use of animals to achieve its aims, designed in accordance with accepted scientific practices and norms and is in the opinion of the reviewers to be likely to be successful in achieving its aim/s. 

	Signature
Note! No PP signatures
	
	Print name
	
	Date
	


	

	5.1 TOTAL NUMBER OF ANIMALS REQUESTED

	Species
	

	Number of Animals (total)
	

	

	5.2 DETAILS OF ANIMALS REQUIRED (add or delete lines as needed)

	Strain
	UCT strain number (if applicable)
	Sex  

(male, female, either, or both)
	Age 
	Mass
	Number
	Source 

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	


	6.    DURATION OF APPLICATION 

	Period for which the application is required 
(must not exceed three years)
	Years
	
	Months
	

	Start date
	
	End date
	


	7.    PURPOSE (select category)

	Research
	
	Teaching/training
	
	Other (specify)
	


	8.1   LOCATION OF ANIMALS

After animals have been issued to the study, indicate the following: (Tick the appropriate box for each column).
P: Prior to start of experiment            D: During treatment/procedures             A: After treatment/procedures

	
	P
	D
	A
	
	P
	D
	A

	Research Animal Facility:
	
	Human Biology
	

	· BSL1
	
	
	
	· Basement
	
	
	

	· BSL2
	
	
	
	· Tissue Culture lab level 3
	
	
	

	· BSL3
	
	
	
	· Behaviour room level 3
	
	
	

	· SPF
	
	
	
	· Cardiovascular Physio lab level 3
	
	
	

	· Large animal pens
	
	
	
	· Neuroscience lab level 4
	
	
	

	Pre-Clinical Pharmacology
	
	
	
	· Neuroscience lab level 5
	
	
	

	Hatter Institute Level 4
	
	
	
	Sports Science
	
	
	

	CVRU: Large Animal Theatre
	
	
	
	IDM Egg Rooms (state room no)
	
	
	

	CRVU:  Microsurgery Theatre
	
	
	
	Falmouth Insect laboratory
	
	
	

	Other (specify location):
	
	
	
	

	If pre, intra and post procedures are not done at the RAF, then justify.



	8.2.   TRANSPORT AND ACCLIMATISATION

	a) Will research personnel be moving the animals between locations?    
	YES
	
	NO
	

	If YES: 

      i) describe how they will be transported

	

	       ii) detail how the effects of transport on animal welfare will be minimized

	

	b) What will the period of acclimatisation be in pre-treatment housing prior to the start of the experiment  

	


	9.   RESEARCH PARTICIPANTS 
Include ALL participants involved (principal investigator, associate and assistant research participants) who will perform any procedures/treatments on, and who will monitor the welfare of the animals. Note: All individuals who perform procedures or services of Laboratory Animal Technologists must be registered or authorised by the SA Veterinary Council (SAVC) to do so. It is imperative to indicate which scientific study member can be contacted for after-hours emergencies, and provide their after-hours contact telephone number and email.  If the applicant is a student then the PI (project supervisor) must be included in this section and take overall responsibility. The student then ticks all relevant boxes. 

	Name

Position

Dept.

Signature
	Contact details
(cell phone and landline numbers and
e-mail)
	Duties/Procedures to Be Performed on The Animal

Note:  ONLY tick appropriate box/boxes
(Details of procedures by participants to be listed in section 20)
	State appropriate training and experience in such procedures and duties
	Registration with / authorisation by SAVC, HPCSA or NSCSA? 
Please supply registration / authorisation number
	UCT AEC

Accredited course completed
Yes/ No
*See below table for definitions

	
	
	Overall

responsibility
	Blood collection from

live animals


	Administration of Injections / inoculations / oral gavage (specify)


	Administration of general

anaesthesia
	Performing surgical procedures

(specify type)


	Harvesting of tissue

from anaesthetised animals


	Administration of Scheduled substances
	Welfare monitoring of animals **
	Killing animals / assistance with killing
	Other procedures or roles in this study (specify)
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	


* UCT Animal Ethics Committee Accredited: Persons who have successfully completed the UCT FHS AEC-accredited Animal Ethics certification course; or persons who have successfully completed similar certification courses at other institutions that are also accredited by the UCT FHS AEC
** it is generally required that persons authorised for welfare monitoring of rodents are also able to perform humane euthanasia of rodents when required  

	10.   STUDY INFORMATION: Background

Provide a brief introductory statement in non-technical terms that explains what problems, questions, needs, observations, or new ideas have led to the planning of this study. (Note: Must be understandable to lay people outside of the field). Maximum word count: 300 words

	a) Underlying medical issues/problem/ scientific question that have led to this study


	b) Supporting evidence: e.g. preliminary data from pilot studies /previous studies/in vitro studies 



	c) Rationale for using animals


	d) List of publications supporting the above



	11.   AIMS OF THE STUDY

Please be brief and succinct.

	


	12.    HYPOTHESIS

If a hypothesis is being tested (explanatory research) please state what it is.

	


	13.    REPETITION

Is this study a repetition of previous work performed by yourself or others?

· If Yes, explain why it is being repeated. i.e. are you addressing novel questions.

· If No, is it part of on-going research being conducted by your group? 

	


	14.   PUBLICATIONS

List not more than ten recent publications in which you were a participant/author/co-author involving the use of the same species of animal/s and in research fields similar to that in the current application.

	


	15.   POTENTIAL BENEFITS OF THE RESEARCH FINDINGS vs HARM TO THE ANIMAL
Required to aid the reviewing committee in performing a harms/benefit assessment of the proposal. 
Weigh up the total cumulative harm to the animals against the likely real benefits to humans or animals. 
(Please refer to Guidelines to determine cost benefit analysis found in Chapter 4 of the APC Review of Cost Benefit Assessment in the use of Animals in Research (June 2003) (summaries in boxes 4, 5 and 6 in this chapter) at http://www.health.uct.ac.za/fhs/research/animalethics/policies 
List references supporting your analysis. 

	


	16.   FOCUS ON REPLACEMENT: JUSTIFICATION FOR THE USE OF SENTIENT ANIMALS

Provide justification for the use of an animal model rather than an in-vitro or other alternative model by answering the following questions. 

	
	Circle the correct option
	Provide reasons to support your Yes or No answer

	Are there any in vitro/other non-animal alternatives that could be used to address the aims of this study? If so, which models?
	Yes/No/not sure/ Not applicable
	

	Have you considered using alternatives to animals for this study?
	Yes/no/not applicable
	

	Are the animal species and genetic strain appropriate models for this study? Motivate why.
	Yes/no/not sure
	

	List of references supporting the above:



	17.   FOCUS ON REDUCTION AND REFINEMENT 
Please provide justification for: 

	(a) The number of animals required.

Please justify the sample size in relation to the expected magnitude of treatment effects (i.e. differences in measured values between treatment and control groups), the expected variability/variance of measured values, statistical power, and the chosen significance threshold. Provide data from the literature or from your previous work on this model where available. (Animal researchers are asked to please comment on their chosen “threshold”).  


	Sample size per group
	

	Provide supporting information that justifies the above group size:
Note: This section requires a Power Analysis to be performed to determine the number of animals required for the study. Data from previous experiments which may have similar protocols can also be used to assist the Power Analysis. One needs to establish the number of animals per group and the percentage power (i.e. 95%) that will detect a difference between means that will provide the chosen significance level  (e.g. p < 0.05)

	A. Expected effect-size
	

	B. Expected variability/variance of measured values
	

	C. Statistical power selected
	

	D. Significance threshold (p value) selected
	

	 (b) Sex of animals required.

If a single sex is required, please justify 

	Male/Female/either:


	List of References supporting sections a) and b):



	18.   STATISTICAL ANALYSIS 
State the proposed statistical analysis you will use and why this is appropriate.  

	a) Statistical Analyses:

	b) Consulting Statistician: (if none consulted then justify the reasons for the above analysis):



	19.   OVERVIEW OF EXPERIMENTAL DESIGN

In a flow diagram, summarise allocation of animals to experimental and control groups, schedules for procedures, treatment and sampling, including timelines. Clearly indicate the pre-determined endpoint for the animals. Include the parameters to be measured/final tissue analyses to be performed in order to achieve the aims of the study. For all control groups, include the rationale for including the specific control group/s (i.e. sham controls, method controls etc.)

	Example of Experimental flow chart – delete and insert own
Assigned Groups (n= 15/ group)
Experimental groups


Control groups
                                          1)



               5)

                                          2)



               6)

                                          3)

                                          4)

DAY 0:
Group1      Group2      Group3     Group4

Group5

Group 6





Procedure done to animals

eg surgery (include which organs are involved)/sample collection (sample type, volume, frequency)
DAY 10:


:


Procedure done to animals


eg Inoculation/injections (substance, dosages, administered route, volumes & frequency)

DAY 25:



Post Procedure Treatments


                             eg sample collection (sample type, volume, frequency) 

DAY 30: 



Endpoint
                                         eg? killing / dissection / tissue harvesting

Note: Time line from start of the experiment until this endpoint important as indicates time animals have been subjected to potential suffering.

                               General Analysis
                               eg qPCR, immunocytochemistry, histology, FACS etc



	20. DETAILS OF EXPERIMENTAL PROCEDURES 
Note: All Applicants MUST have DISCUSSED THIS SECTION WITH THE FACULTY VETERINARIAN 

	          PRIOR TO SUBMISSION to the DRC                                                               Indicate done (()
	                  

	Provide a detailed description in sequential order of all procedures and treatments the animals will undergo.  
The following MUST be included where applicable:
· Inoculations: (substance/organism, inoculation site/route of administration, volume, needle size, frequency)
· Anaesthesia: (drug, route of administration, dosage for induction, dosage for maintenance, anaesthetic monitoring, expected duration of anaesthesia, animal care during and after anaesthesia). 

· Surgery: (preparation of patient and surgeon, incision site, surgical procedure, wound closure, instruments, implants and suture material (type, needle size) used)
· Analgesia (substance, dosage and volume, needle size, route of administration, frequency)
· Sampling from live animals: (e.g. blood, tissue, method of sampling, volume taken, frequency, application of local anaesthetic) 

· Non-surgical –based experiments: (details of how the animals will be handled and what conditions they will be subjected to)

· Killing: (method, time point after start of experiment/procedure, method to confirm death)
All persons performing procedures must be SAVC registered or authorised and must be listed as research participants in Section 9. 

	

	List of publications/supportive information for the above procedures:

	


	21. ANIMAL WELLBEING

Note: All applicants MUST have, prior to this submission:                                                            Indicate done (()

	1) Discussed ALL SUB SECTIONS of this section WITH THE FACULTY WELFARE MANAGER                           
	

	2) referred to the AEC guidelines specifically AEC001 – Monitoring the Welfare of Experimental Animals. 
Details on FHS AEC web address http://www.health.uct.ac.za/fhs/research/animalethics/policies


	21. 1. Expected effects of the experiment on the animals 

Any interaction with laboratory animals, however brief or mild, will have some negative effect on the animal, though be it subtle, mild and/or transient and may be difficult to recognise. Such effects can significantly affect scientific data which may only be evident long after the end of the experiment.  Every effort should be made to minimise these effects during the experiment to ensure that the end results will be more reliable, trustworthy and of scientific value.



	a) Describe the expected negative effects from ALL handling and procedures done on the animal in this experiment (e.g transient stress or pain, weight loss, hypothermia from anaesthesia, inflammation, severe pain). Clinical signs which would indicate these negative effects (e.g hunched posture, swelling) MUST be listed on the study specific welfare monitoring sheet in Section 28.4

	

	b) Describe/list the steps to be taken to minimise the effects in a) above during the pre-procedure, intra procedure and post procedure. Include analgesics and anaesthetics used (details to be given in section 20 and 25). If no analgesics are to be administered or if only for a short duration, fully justify this by relevant current references. 

Note: Pain in animals is not always easily recognised. The internationally accepted principle is that any procedure which is liable to cause pain in humans will cause at least a similar level of pain in animals. A reasoned scientific justification for the decision to withhold the use of anaesthetics and analgesics will be required, if any potentially painful procedure is to be performed.

	

	c) If clinical symptoms are expected to develop in this experimental design, describe the course (time line) of the progression of these symptoms (if known). 

	Clinical course
	When the signs are expected to occur

(e.g 2 weeks)
	List expected clinical symptoms
(e.g. behavioural stress – 2 weeks post inoculation)

	1st clinical signs
	
	

	Physical deterioration
	
	

	Distress
	
	

	Death
	
	

	21.2. Unexpected effects (complications) of the experiment on the animals 
Describe unexpected adverse effects which may arise in the animals secondary to the experimental procedures/treatments (researchers should be aware that these could and do occur e.g. localised infection, septicaemia, toxicity, anaesthetic death, or model-specific complications). 

Indicate which specific signs (physical and behavioural e.g. inactive, collapsed, distended abdomen, colour change to extremities, wound oozing, not eating) will be monitored for to indicate the development of such complications. These signs MUST also be listed on this study’s welfare monitoring sheet in section 28.4

	Unexpected adverse effects 


	Clinical signs indicating this effect 



	
	

	
	

	
	

	
	

	21. 3. Experimental Endpoint 
a) For experimental procedures/treatments that, by design, will cause loss of function, progressive illness, pain, suffering, distress or lasting harm to the animals, clearly indicate at which pre-determined endpoint the objectives of the study will be reached. 

	

	b)  Motivation for choice of Experimental endpoint
Provide detailed justification if progression to death (or close to death) is the pre-determined endpoint. Explain what important additional useful information, not already gained by the other experimental measurements, this will add to the study; also indicate which other measurements of disease progression will be measured in this study, in order to prevent having to use death (or close to death) again as a pre-determined endpoint in future studies of this nature.

	


	21. 4. Humane Endpoint Euthanasia
Provide a clear indication of the circumstances, if any, under which euthanasia will be performed for welfare reasons, prior to the pre-determined Experimental Endpoint as defined in Section 20
Clearly indicate which specific clinical signs (e.g. collapsed, respiratory distress, excess weight loss) will be monitored for to identify animals that must be humanely euthanased prior to the study’s endpoint. A cumulative distress score of these symptoms can be used as a humane endpoint in addition to a single criterion.  These signs MUST also be listed on this study’s welfare monitoring sheet in Section 28.4 
Note: If the animal shows signs of becoming Distressed, immediately inform the Principal Investigator and RAF Veterinarian/Lab Animal Tech/Veterinary nurse. If the animal is not likely to recover and no action can be taken to alleviate its distress, the animal must immediately be euthanased by a SAVC authorised /registered person. Complete and submit a reporting form following instruction therein; forms can be found in a red file in each animal room and at  http://www.health.uct.ac.za/fhs/research/animalethics/forms 

	


	22. STRESS AND DISCOMFORT SEVERITY (Please tick where appropriate)

	Category A 
(no discomfort; observational)
	Experiments on sentient animals that are not expected to produce discomfort, pain, suffering, distress or lasting harm.
	

	Category B 
(mild)
	Experiments on sentient animal species expected to produce short term mild pain, suffering or distress; Procedures with no significant impairment of the wellbeing or general condition of the animals, e.g. single blood sampling, injections, anaesthetics, or procedures on anaesthetised animals that do not regain consciousness.
	

	Category C 
(moderate)
	Experiments on sentient animals which are likely to cause short term moderate pain, suffering or distress, or long-lasting mild pain, suffering or distress. Procedures that are likely to cause moderate impairment of the wellbeing or general condition of the animals, e.g. surgical procedures under anaesthesia, or repeated dosing/ injections/ sampling etc. over time.
	

	Category D 
(severe)
	Experiments in which sentient animals are likely to experience severe pain, suffering or distress, or long-lasting moderate pain, suffering or distress. Procedures, which are likely to cause severe impairment of the wellbeing or general condition of the animals
	


	23.  ANIMAL CARE

	23.1. Daily Animal Husbandry

RAF or Satellite Animal Facility husbandry staff will perform daily animal counts (roll call), monitor general health once daily (prior to any experimental procedure/treatment) and attend to/monitor the following (including over weekends and on holidays): cage cleaning, provision of food and water, red tubes/mouse houses, bedding (wood shavings) and paper for nesting/environmental enrichment, monitoring of room temperature, light intensity and cycles, ventilation and general environmental conditions. Data will be recorded on data collection sheets kept in each animal room. 
Please indicate here if RAF or Satellite Animal Facility husbandry staff are NOT required to perform one or more of these daily routines stating why (e.g. Specific study requirements) and when
Note: All research personnel should be aware of the environmental conditions, food/water levels etc. so as to detect and report any deviations /shortcomings to RAF staff immediately

	

	23.2. Animal Management

The requirements for all species in the AEC SOP MUST be followed. 
See  http://www.health.uct.ac.za/fhs/research/animalethics/policies   

If deviating from the SOP, then please provide reason for deviation and possible supportive information – e.g. publications

	a) Caging
Indicate how animals will be housed, cage type/size, bedding material and group size. Take into consideration age, sex and previous housing experience

	

	b) Social requirements and environmental enrichment
What provisions have been made for the physical and psychological wellbeing i.e. socialisation, species-specific behavioural needs and enrichment of the cage environment (eg refuges, nesting material, varied diet to encourage foraging, material to gnaw etc).  If standard environmental enrichment will not be given to the animals, justify this by relevant references.

	

	c) Nutrition

What steps have been taken to ensure animals will eat/drink following the procedure/treatment, especially in painful or potentially debilitating procedures?

	


	23.3. Welfare Monitoring of Animals (refer to welfare monitoring SOP - link below)
Note: The welfare of the animals is to be monitored at least once daily and weighed once weekly; more often following the treatment/ procedure depending on the nature of the procedure and the severity category.  Frequency of monitoring MUST be increased when any signs of discomfort or distress are noted or in the case of unexpected deaths or adverse events. 

Animals are to be individually and systematically observed during welfare monitoring; anything unusual observed must be noted on the study’s welfare monitoring sheet and reported to PI/RAF veterinary staff. Please note that pain is not easily recognised in many laboratory animal species, thus attention must be given to activity, posture, behaviour, facial expression (refer to grimace scale posters in animal rooms and https://www.nc3rs.org.uk/grimacescales) etc.

Clearly indicate on this study’s welfare monitoring sheet (section 28.4), which specific clinical signs (e.g. weight loss, swelling) will be used to indicate when monitoring frequency must be increased. 

Any unexpected events or clinical interventions must be recorded on this study’s welfare monitoring sheet (section 28.4),

Any animals found dead or in distress or reaching the humane endpoint (section 21.4) must be handled as per instructions on the Dead/Distress forms found in the red file in each animal room and at: http://www.health.uct.ac.za/fhs/research/animalethics/forms
Welfare Monitoring SOP:  AEC001: Monitoring the Welfare of Experimental Animals link:  http://www.health.uct.ac.za/fhs/research/animalethics/policies 

	Indicate monitoring and weighing frequency for each stage of the study

	
	Stage of study (e.g. day3)

(section 19)
	Monitoring frequency
(note interval)
	Weighing frequency

	Pre-treatment / procedure
	
	
	

	Intra-treatment / procedure

e.g. during surgical procedure
	
	
	

	Post-treatment/ procedure
	
	
	


	24. FATE OF THE ANIMALS

	24.1. Will the animals be killed at the end of the experiment?
· If Yes, explain why if not obvious from experimental design
· If No, explain fate once study complete

	

	

	24.2. Method of Killing (tick category; details in section 20)

	Inhalation (specify agent and system used in section 25 below)
	
	Exsanguination under general anaesthesia (specify anaesthetic agent in  section 25)
	

	Fatal dose of anaesthetic agent (specify agent and dose in section 25)
	
	Lethal injection whilst under anaesthesia (specify agent and dose in section 25)
	

	Other (specify here and in section 25 as required, and justify in section 20 above)
	

	24.3. Method of Confirming Death (Death must be confirmed in all animals, prior to disposal)

	Decapitation e.g. guillotine; sharp scissors in neonates)
	
	Dislocation of the neck (i.e. manual breaking of the upper neck)
	

	Exsanguination (i.e. bleeding out, e.g. by cardiac puncture; eye enucleation)
	
	Permanent cessation of the circulation (e.g. removal of the heart; transect aorta)
	

	Destruction of the brain (e.g. crush cranium with strong artery forceps in neonates)
	
	Confirmation of the onset of rigor mortis (i.e. generalised muscle stiffness) with blue mucous membranes. This may require waiting for 10-60 minutes after the euthanasia procedure has been completed.
	

	Other (specify)
	
	
	

	

	24.4. Method of Disposal (tick appropriate)

	Routine 

(i.e. Carcass placed in plastic zip lock bag in freezer; UCT waste management company collects)
	
	Other (specify)
	


	25. SCHEDULED DRUGS TO BE ADMINISTERED
i.e. drugs registered under the Medicines and Related Substances Control Act 101 of 1965

	25.1. List all scheduled drugs (including antibiotics, sedatives, anaesthetics, analgesics and killing agents) which are to be administered to the animals in this study. 
Indicate the substance (active ingredient), concentration, route of administration and dosage per body mass (kg) for each drug. Where drug combinations are used (e.g. Ketamine/Xylazine), also indicate quantities used in dilution and final concentration of each.

	Substance/ concentration
	Route/Site
	Dose/
	Total

volume 
	Frequency
	Name and signature of all persons administering the substance:

Note! No PP signatures

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	

	25.2. Person legally registered to prescribe and direct the administration of the schedule 2 and higher drugs listed above:  i.e. veterinarian or appropriately authorised medical doctor / pharmacist / dentist.

	Name
	

	Capacity (e.g. veterinarian)
	
	SAVC / HPCSA regis​tration / authorisation number
	

	Signature

Note! No PP signatures
	
	Date
	

	
	
	
	

	25.3. Person taking primary legal responsibility to ensure the safekeeping of and maintenance of the drug registers of the schedule 2 and higher drugs listed above: i.e PI or officially appointed person


	Name
	
	Date
	

	Signature

Note! No PP signatures
	


	26. NON- SCHEDULED SUBSTANCES TO BE ADMINISTERED 
List all substances, other than scheduled drugs, including vaccines, chemical and biological compounds (e.g. toxins, hormones, growth factors, organisms) which are to be administered to the animals in this study. 
Indicate the substance (active ingredient), concentration (where applicable), route of administration and dosage for each substance.

	Substance/ Concentration
	Route/Site
	Dose
	Total Volume 
	Frequency
	Name of all persons administering substances

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	


	27. BIOHAZARD STATEMENT  

Important: All participants must be aware of and familiar with the MDSS Safety Sheets for each of the compounds/organisms used in this study.
Note: Faculty Biosafety Committee approval is required for all projects involving biohazardous material that poses a real or potential risk to human health and/or the environment. 
Examples include transfer of rDNA, DNA, or RNA into whole animals or plants; use of human or animal pathogens (BSL2 and higher); use of genes encoding toxins that are lethal for vertebrates; and release of GMOs into the environment 

	a) Will this application require approval by the Faculty Biosafety Committee 
If yes, please append proof of approval (copy of certificate) from the Faculty Biosafety Committee / GMO committee
	YES
	
	NO
	

	b) List all infectious organisms (genus & species) and all of their strains which will be included in this study. 

	

	c) Will animals be subjected to radiation?
	YES
	
	NO
	

	If yes, please append proof of approval for the authorised SOP from the Radiation Protection Committee 




	28.  ANIMAL WELFARE 

	28.1 Principles
Ethical review of proposed experiments on sentient animals is necessary because such animals have moral standing. Accordingly, there are restrictions on how such animals may be treated. Although there is disagreement on whether animals may be used at all in experiments that cause deprivation, fear, discomfort, distress, pain or death, there is now widespread agreement that animals used in scientific experiments may not :
· be used in studies that are methodologically unsound, frivolous, trivial, or which unnecessarily duplicate earlier studies. 

· be subjected to unnecessary hunger, thirst, disease, parasitism, injury, discomfort, pain, fear, suffering, and distress, lasting harm or social deprivation. 

Therefore, animals held for, and used in, scientific experiments must be:

· kept comfortable under conditions that are suitable to their species, enabling them to express normal behaviour. These include adequate space, company of conspecifics, and adequate stimulation/environmental enrichment. 

· monitored for ill-health and distress, and, where necessary, enjoy rapid diagnosis and either treatment or other alleviation of their condition (including euthanasia). 

· handled with respect and treated in ways that either avoids or at least minimizes distress, pain and suffering. 

The Three ‘R’s
Proposals for research on sentient animal subjects must satisfy three principles:

Replacement: Sentient animals may not be used if they can be replaced by non-animal alternatives. 

Reduction: The number of animals used must be reduced to the minimum that will allow the objectives of the study to be attained.

Refinement: Experimental methodology and procedures should be refined in a way that minimizes the causation of pain, suffering, distress, discomfort, lasting harm, fear and social deprivation to the experimental animal.

	28.2   Responsibility
Everyone using animals, whether for experimentation, teaching, testing or provision of tissues or body fluids is responsible in their personal capacity for assuring that the animals are afforded the highest levels of welfare and protection from abuse. Researchers and teachers have direct and ultimate ethical and legal responsibility for all matters relating to the welfare of animals used.  The ultimate responsibility lies with the Principal Investigator.

Responsibilities of the Principal Investigator:
a. To read and comply with the University’s Code of Ethics and Procedures for the Use of Animals in Teaching and Research. (http://www.health.uct.ac.za/fhs/research/animalethics/policies)
b. To maintain detailed written records of all animal welfare monitoring performed including all procedures done. Records must be filed in dedicated cabinets in the area where the animals are housed and may not be removed from this location for the duration of the study; records must be retained for period of five years
c. Welfare monitoring records must contain the name and current contact details (including cell phone numbers) of all personnel responsible for monitoring the welfare of the animals including the Principle Investigator
d. To ensure that all animals used are clearly identified with the allocated AEC protocol number by means of labels on cages, pens or rooms
e. To ensure that all the designated associate and assistant personnel are SAVC authorised/registered and competent to handle animals, perform the allocated procedures and conduct welfare monitoring and that no other personnel will be allowed to perform any procedures without written authorisation from the AEC
f. To ensure that there will be no deviation from any of the procedures or study design as specified in the AEC authorised protocol, without the prior written approval of the Animal Ethics Committee.
g. To ensure that:

· RAF Veterinary Services will be consulted for advice on any animal found to be suffering from severe pain or distress
· in the event that the pain or distress cannot be alleviated, the experiment on this animal will be terminated and the animal immediately euthanased by SAVC authorised/registered personnel

· if the humane endpoint has been reached as per section 21.4, the animal will be euthanased immediately, without first calling Veterinary Services 

· in both instances following euthanasia, the researcher will immediately inform RAF Veterinary Services (for post mortem as below), by completing and submitting a reporting form to the RAF administrator; forms found at http://www.health.uct.ac.za/fhs/research/animalethics/forms 
h. To ensure that any animal found dead is promptly removed from the cage, the death reported to the UCT-RAF without delay so a post-mortem examination can be performed by RAF Veterinary Services (for post mortem as below), by completing and submitting a reporting form to the RAF administrator
i. To ensure frequency of welfare monitoring is increased where animals are often found dead or in distress. 



	28.3 Animal welfare monitoring 
All Applicants MUST have discussed this section with the Faculty Welfare Manager prior to submission to the DRC 

Note: Animals should NOT be allowed to become moribund (at point of death) If an animal is kept alive while it is in a state of distress, this will constitute a violation of the principles of the humane care of laboratory animals

Welfare Monitoring SOP:  AEC001: Monitoring the Welfare of Experimental Animals link:  http://www.health.uct.ac.za/fhs/research/animalethics/policies 

	a) Please append a WELFARE MONITORING SHEET which will be used to monitor the animals in this study (see example below and at http://www.health.uct.ac.za/fhs/research/animalethics/forms); do not include the instruction box in the welfare monitoring sheet
The monitoring sheet must be specific to your study to include expected clinical signs for your particular experimental design (section 21.1) as well as signs indicating deterioration/distress/suffering which may be possible with your model, even though not expected,(section 21.2) indicating at which point the welfare monitor/researcher will be alerted to report to the PI, to increase monitoring frequency, to intervene or euthanase an animal and/or when to seek veterinary support
The following must be included in the welfare monitoring sheet (ref: AEC 001: Monitoring the Welfare of Experimental Animals):

· FHS AEC protocol number; short title; name/s of monitor/s 
· Cell phone numbers of welfare monitors 
· Baseline weight

· Monitoring and weighing frequency as per section 23.3
· General clinical signs of: 
· discomfort or stress:  (eg dull/staring coat (hair erect); decreased or increased activity; avoidance behaviour; isolation from the group; depressed; decreased appetite) 
· deterioration (e.g.discharge from eyes; loss of general condition; anorexia, weight loss > 10%; dehydration (tented skin/sunken eyes); weakness; decreased motility) 
· distress: (eg very weak; unresponsive to touch; unconscious; convulsing; difficulty breathing)

· Study Specific clinical signs of

· discomfort or stress

· deterioration

· distress

· A cumulative distress score of all (general and study specific) clinical signs and/or criterion to indicate an intervention point (eg to treat, increase monitoring frequency etc) or to indicate the humane endpoint (as per section 21.4)
· Humane endpoints
· Provision to indicate circumstances relating to death of an animal: ie Found dead (F/D), died during/soon after procedure(DP/AP); Euthanased due to experimental endpoint (EE); Euthanased due to humane endpoint (HE) or Died other (DO) with explanation, as well as the date and time of death and person recording death 

	b) Append a separate WEIGHT RECORDING SHEET and/or CLINICAL SCORING SHEET where applicable

	c) For surgical procedures append an ANAESTHETIC AND SURGICAL RECORDING SHEET where time of drugs administration, depth of anaesthesia, recovery times etc are recorded. Physiological parameters and depth of anaesthesia should be recorded at least every 15 minutes for procedures > 30 minutes. Records should include postoperative monitoring, care, and analgesia administration. 
Examples can be found at  http://www.health.uct.ac.za/fhs/research/animalethics/forms

	d) DEAD / DISTRESS FORMS must be completed as per instructions on the form for any animals found dead, in distress or on reaching the humane endpoint (section 21.4). Forms can be found in the red file in each animal room and at http://www.health.uct.ac.za/fhs/research/animalethics/forms
If the animal shows signs of becoming distressed, the Principal Investigator must be informed immediately. If the animal is not likely to recover and no action can be taken to alleviate its distress, the animal must immediately be euthanased.


	28.4 Welfare Monitoring Recording Sheet EXAMPLE
Monitoring sheets are kept in the animal room, are completed with each visit and for each incident and are available at all times for external inspection

Note: Researchers and animal attendants MUST be aware of the general clinical signs suggestive of illness in the species with which they are working 


	a)  Front page                                                                                                                                                                                                                        

	FHS AEC number
	INSERT
	Short Study title
	INSERT

	Name of monitor(s)
	INSERT
	Sub study title 
	INSERT

	Monitoring frequency
	INSERT
	Date of first treatment/ procedure 
	   
	SHEET NO:_______


	Week No: 
	
	Date
	Date
	Date
	Date
	Date
	Date
	Date
	Clinical  Scoring

Study specific signs

(general signs in 28.4 (b) overleaf)

No discomfort or stress: Active,  inquisitive; hair-coat clean; normal posture, ears upright, extremities normal colour
Discomfort, stress, deterioration:

Score 1: mild: insert
Score2: moderate: insert
Score 3: severe: insert
Distress: (euthanase immediately):  insert
Additional actions:
e.g. Increase monitoring frequency insert


	Animal No:
	
	AM
	PM
	AM
	PM
	AM
	PM
	AM
	PM
	AM
	PM
	AM
	PM
	AM
	PM
	

	Weight in grams:  

Baseline:              ...................  
Humane endpoint:  .........……
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	Procedure  

e.g. Blood taken (volume in µl)
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	Procedure/measurements
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	Body condition scoreA
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	Grimace scale scoreB
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	No discomfort, stress 
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	Discomfort, stress or 

*deterioration: score 1, 2 or 3  
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	**Distress:  humane endpoint
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	Time of death
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	DiedC:    FD/DP/AP/DO   or

Euthanased:  EE or HE                 
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	Signature of monitor
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	A Body condition score: 1=emaciated 2=under-conditioned; 3=well-conditioned; B Grimace scale: (Orbital tightening, nose bulge, cheek bulge, ear drooping, whisker changes) 0=not present, 1=present, 2=obviously present

CFD=found dead; DP=died during procedure; AP=died soon after procedure; DO=died other (state circumstance); EE = experimental endpoint; HE = humane endpoint

* If the animal shows signs of deteriorating, immediately inform the Principal Investigator.    **If unlikely to recover and no action can be taken to alleviate its distress, the animal must immediately be euthanased


	b) Back Page


	Additional observations and notes



	Actions and Interventions



	EXAMPLE OF CLINICAL SCORING 

No discomfort or stress

General: Animal exhibits normal activity (spontaneous, active, responsive to stimuli) and behaviour (alert, inquisitive, social, eating); normal posture and appearance (coat clean, extremities pink or normal colour, ears upright and alert, whisker moving, normal facial bulge, normal skin turgor, eyes open, no discharges).  No clinical or behavioural signs of pain. No clinical signs of disease or illness. Respiration regular rate and depth. No weight loss since the previous recorded weight; body condition score of 3. Study Specific: examples include wounds closed, no self-trauma, no contusions or inflammation around injection sites 

Score 1: Mild discomfort or stress

General: Mild/subtle changes from normal. Activity (decreased or increased, moves when provoked/disturbed); behaviour (less alert, responsive or exploratory, less interactive with cage mates); posture (guarded body posture, cautious slow movement); appearance (coat dull/staring; ears held forward; eye slightly narrowed (ref grimace scale https://www.nc3rs.org.uk/grimacescales ).  Study Specific: List early signs of what may be expected in the study.    Action:  Observe more closely, inform senior researchers/PI

Score 2: Moderate discomfort or stress

General: Obvious deviations from normal. Inactive, little or no social interaction, moves only in response to stimulation/noise, poorly responsive when provoked, no exploratory behaviour; tense and/or hunched body posture, dull coat +/- piloerection, ears held forward, eyelid narrowing and cheek/nose flattening (grimace scale1); reduced skin elasticity. Failure to gain weight (young animals) and/or weight loss. Study Specific: List early signs of what may be expected in the study.  Action:  Increase frequency of welfare monitoring. Immediately inform the Principal Investigator.  Consult the Veterinary team for support. 

Score 3:  Severe discomfort or stress

General: Physical deterioration. Not doing well! Weak, reluctant to move; poorly responsive to sound stimuli/provocation, isolation from companions, hunched body posture/crouching; rough staring coat/piloerection indicating failure to groom, pale extremities, gums and eyes; ears pulled back and distance between ears wider; narrowed to closed eyes, wrinkle visible around the eye, bridge of nose flattened and elongated, whiskers held flat, cheek flattened and sunken (grimace scale 2 indicating pain). Abnormal respiration e.g laboured or shallow, increased chest and/or abdominal movement, audible breath sounds. Dehydration indicated by reduced skin elasticity (tenting) dry, tacky mucous membranes, sunken eyes. Discharge from eyes. Weight loss >10%; Body condition score of 1 or 2. Study Specific: List both expected and unexpected clinical signs which may occur.  Action:  Inform the Principle Investigator and consult RAF Veterinary Team immediately. If the animal is not likely to recover and no action can be taken to prevent further deterioration, the animal is considered to be in distress and must be euthanased without further delay

Distress: The Humane End Point has been reached and the animal must be euthanased immediately!

The animal has showed no improvement and has deteriorated since a score of 3 was recorded; unresponsive to veterinary intervention. Very weak, unresponsive to touch; unconscious; convulsing; difficulty breathing. Weight loss ≥10%.  Action: Immediate euthanasia. If an animal is kept alive while it is in a state of distress, this will constitute a violation of the principles of the humane care of animals 




	29.1 DECLARATION

	1. I, ………………………………………………………………, as Principal Investigator in this application hereby declare that I am familiar with the ideas, principles and responsibilities as outlined in section 28,  and will personally undertake to see that these are upheld in the conduct of this study, should it be authorised.  

2. I understand that I am legally responsible for all aspects of the study. 

3. I understand that the UCT-appointed Inspection Veterinarian has the right to examine the animals and the implementation of the protocol unannounced at any time  

4. All persons named and working under my supervision have the appropriate training and skills required to carry out their responsibilities as indicated. 
5. I undertake to ensure I have sufficient human resources to perform the required welfare monitoring of all animals in this and all other animal studies of which I am principal investigator that may be running concurrently with this study.

6. I undertake not to unreasonably deviate from the authorised protocol, and to report such deviations to the FHS AEC within 24 hours (using the Minor Amendments Form FHS005). 

7. In the event that any animal dies prior to the declared endpoint, I will ensure that the death is reported to the UCT Research Animal Facility and that a post-mortem will be performed in the presence of FHS veterinarian or registered laboratory animal technologist, and a formal report submitted to the FHS AEC. 

8. I undertake to furnish the FHS AEC with a final report on the outcome of the study at its conclusion (using FHS004), including a reference to any publication arising from this study. 

9. Should the study period be for more than 1 year, I undertake to submit annual progress reports to the FHS AEC (using FHS004). These will be submitted annually in February of each year. 

10. If a biohazard declaration is necessary, this has been submitted to the Faculty Biosafety Committee, and proof of their approval of the safety practices stipulated in this application appended. I as PI will ensure that all participants and animal facility staff are fully informed of the hazards and that appropriate Biohazard labels are attached to each animal cage.
11. I declare that all compliance documentation required for this study (section 32) has been obtained or is in the process of being obtained
12. I undertake to ensure that all research participants read this protocol before proceeding with the study
13. I declare that I have read the current FHS AEC Welfare Monitoring SOP AEC001: Monitoring the Welfare of Experimental Animals available at http://www.health.uct.ac.za/fhs/research/animalethics/policies  and that I will abide by the SOP’s requirements.

	Signature (PI) 
Note! No PP signatures
	Print name                               
	Date

	
	
	

	Support from Head of Department
Note:
Your attention is drawn to the responsibilities of the Head of Department as specified in the University’s “Code of Ethics and Procedures for the Use of Animals in Teaching and Research” at http://www.health.uct.ac.za/fhs/research/animalethics/policies
In my opinion, the Principal Investigator is competent to perform and oversee the experiment and I support this application.

	Signature of HOD      
Note! No PP signatures                           
	Print name                               
	Date

	
	
	


	29.2 ADDITIONAL DECLARATION FOR RESEARCH INVOLVING NON-HUMAN PRIMATES

	1. I, ………………………………………………………………, as Principal Investigator in this application hereby declare that I have read the UCT non-human primate policy. (http://www.health.uct.ac.za/fhs/research/animalethics/policies)
2. I understand that the UCT-appointed Inspection Veterinarian has the right to examine the animals and the implementation of the protocol unannounced at any time  

3. I undertake to communicate any authorised amendments to the protocol to the UCT-appointed Inspection Veterinarian. 
4. In the event that any animal dies prior to the declared endpoint, I will ensure that a post-mortem is performed by a veterinarian, and a formal report submitted to the FHS AEC.



	5. I recommend that the non-human primates used in my study be made available for other studies (to be followed-up by the FHS AEC).  
	YES
	
	NO
	

	Signature of PI      
Note! No PP signatures                           
	Print name                               
	Date

	
	
	


	30.  FUNDING INFORMATION and AEC FEE STRUCTURE
Waivers may be granted in certain circumstances based on a motivation. The FHS AEC reserves the right to not review a research protocol or amendment request, or to withhold an AEC approval letter if the application fee is outstanding. Queries regarding invoices should be addressed to Ms. Nosi Tsama. The FHS Ethics Office (Research Ethics Manager) will keep record of charges. Application fees are subject to annual review

	a) Funding source
	(( )         
	Ethics Review Levy 
(incl. VAT)

	UCT (e.g. departmental funding / student research) 
	
	R 0.00

	Grant Funding Organizations (e.g. MRC, NRF, CANSA etc.)
	
	R 0.00

	Pharmaceutical / Industry Driven funder (sponsors an investigator to conduct a research project, test a substance or product, or produce or manufacture a substance or product)
	
	R 24 396.00

	Federally funded (USA government funding, for example the National Institutes of Health)

Foundation sponsored (e.g. Bill and Melinda Gates, Wellcome Trust) 
Private Institutions or Agencies (e.g. Discovery Health) 

(BELOW R1m)
	
	R 6 099.00

	Federally funded / Foundation sponsored / Private Institutions (as above)

(ABOVE R1m)
	
	R 12 198.00

	b) AEC Banking details 
     Standard Bank Rondebosch; 
     Branch code: 025009;    Account number: 071503854
     Reference: AEC Protocol number (e.g. AEC_016_001)


	31. STATEMENT OF CONFLICT OF INTEREST
The PI is expected to declare any existing or potential conflict of interest that may affect the scientific integrity and ethical conduct of this research. 
	YES
	
	NO
	

	If YES, please specify:



	32. COMPLIANCE DOCUMENTATION
Indicate which compliance documentation is required for this study and append with application. 
Note:  ALL appropriate documents must be submitted for this application to be considered by the FHS AEC

	
	Yes
	No 
	N/A
	Pending

	Faculty Biosafety Committee Approval
	
	
	
	

	DAFF Section 20 permit for protocol
	
	
	
	

	Facility is registered with South African Veterinary Council (SAVC)
	
	
	
	

	Research Participants SAVC authorised for all relevant procedures and species
	
	
	
	

	Radiation Protection Committee approval 
	
	
	
	

	GMO Certification for laboratory
	
	
	
	

	DAFF compliance certificate for laboratory
	
	
	
	

	Nature Conservation permits for Wildlife
	
	
	
	


	SIGNATURE CHECK LIST for guidance only

	
	Section
	(        
	
	Section
	(    

	Departmental Research Committee
	4
	
	Research participants
	9
	

	Persons administering scheduled drugs
	25.1
	
	Person prescribing scheduled drugs (vet/ medical doctor)
	25.2
	

	Person responsible for safekeeping/ and recording scheduled drugs
	25.3
	
	Persons administering non-scheduled substances
	26
	

	Principle Investigator
	29.1; 29.2
	
	Head of Department
	29.1
	


	Instruction Page – Do not include with application


	· Researchers must ensure that they use the current version of the application which is available on http://www.health.uct.ac.za/fhs/research/animalethics/forms 
· Please check the above link to ensure you are completing the current form. Applications on outdated forms will not be accepted
· Please do not include this cover page with your submission


New Protocol Application

· Researchers submitting a new application to conduct animal research must complete a New Protocol Application Form (FHS003). 

· This form has to go through a scientific review by a Departmental Research Committee (DRC), before it can be submitted to the Animal Research Ethics Committee (AEC) for review.

· Upon receiving the approval from the DRC, ONE copy of the application form with the DRC approval signature /letter, can then be scanned or hand-delivered to fhsanimalresearch@uct.ac.za  and sumayah.ariefdien@uct.ac.za. An additional electronic copy of your original application which has been converted from a Word document to a PDF format (not an image file) is to be mailed to fhsanimalresearch@uct.ac.za and sumayah.ariefdien@uct.ac.za. 
Post Submission Guidance
· Upon receipt by the Research Office, the application form will be forwarded to the AEC Exco who will send it out to two to three AEC members for pre-meeting review. 

· Reviewers’ queries, comments and suggestions will be forwarded to the principal investigator (PI) to allow the application to be amended before it goes for the full committee review. 
Responding to the Committee’s Feedback

· On a cover letter, copy each question or concern of the AEC, and provide a detailed and thoughtful response. Incomplete responses are likely to trigger a repeat query from the reviewer, which may slow down the process.

· Address all points and queries, using references where necessary.

· If a reviewer’s feedback is unclear or ambiguous, contact the AEC Exco and request clarification. If you disagree with a comment or recommended change, provide your rationale.

· Submit 19 copies of a signed revised protocol with all changes highlighted in bold or italics on the paper copy so the reviewer can immediately determine where and what changes have been made. These signed revised copies must be submitted to the Research Ethics office within the time frame given.

· Proofread the final versions for grammatical, typographical and formatting errors. (The AEC studies applications closely. To avoid delays, the completed form should be proofread by someone other than the researcher who wrote it, and preferably by someone from another department who is thus independent. This person should also be asked to draw attention to inconsistencies between answers given to the various sections of the application)

· After the Committee meeting, feedback will be sent to the PI.

· Once the study is formally authorised, the researcher needs to submit a final signed copy of the application with all the changes as required.

· A formal authorisation letter will then be issued

Annual Progress Reports (Continuing Review of On-going Research)

· The PI is responsible for submitting an annual progress report to the AEC in a timely manner before the approval period for the study expires. The AEC will send reminders for progress reports in February of each year.

· The AEC has the authority to suspend or terminate research that does not comply with annual reporting requirements. The Annual Progress/Final Report form is available on the web page: http://www.health.uct.ac.za/fhs/research/animalethics/forms  
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