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APPLICATION FOR APPROVAL TO USE VERTEBRATE AND UPPER INVERTEBRATE (DECAPODA & CEPHALOPODA) ANIMALS FOR RESEARCH OR TEACHING PURPOSES
A:
PROJECT TITLE

	


	B:
PRINCIPAL INVESTIGATOR (PI)                                     Corresponding author
(Cannot be a student and has to be a member of staff at the University of Fort Hare – The Principal investigator assumes ultimate responsibility for the contents of this application and the conduct of the applicant and co-workers when it comes to animal ethics)        
	Yes
	
	No
	

	Name
	Contact Number
	e-mail address
	Contact Address

	
	
	
	

	ID/Passport number
	

	Qualifications
	

	Appropriate experience in animal research
	


	C:
APPLICANT                                                                          (Corresponding author
(Either a staff member or student at the University of Fort Hare)                                                                                             
	Yes
	
	No
	

	Name
	Contact Number
	e-mail address
	Contact Address

	
	
	
	

	Qualifications
	

	Appropriate experience in animal research
	


D:
Co-WORKERS 
(Involved directly with procedures on Animals or supervision from an external organisation – add more should more be needed)
	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
	


E:

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


F:

TYPE OF RESEARCH
	Academic
	
	Contract
	
	For degree purposes
	
	Degree
	


	Research Category (related to level of risk for animal welfare concerns: A = low risk, E = high risk)

	A1
	Experiments on embryonated eggs or cephalopods and decapods (include lower invertebrates and museum specimens)
	□
	
	A2
	Studies on vertebrate animals during the course of routine examination, sampling, procedures and treatment
	□

	B
	Experiments on vertebrate species that are expected to produce little or no discomfort
	□
	
	C
	Experiments that involve minor stress or pain (short-duration pain) to vertebrate species
	□

	D
	Experiments that involve significant but unavoidable stress or pain to vertebrate species
	□
	
	E
	Procedures that involve inflicting severe pain near, at, or above the pain tolerance threshold of unanaesthetised, conscious animals
	□


G:

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.   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
	


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 were considered and on what grounds they were rejected.)
	


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)
	


	NAME OF FACILITY USED:
	

	PHYSICAL ADDRESS
	

	EMERGENCY CONTACT NUMBER
	

	AUTHORISED SIGNATURE & DATE:
	


10. 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)
	


11. Experimental design

(Explain the reasoning behind the study design and experimental planning, with particular reference to determination of sample size and statistical analysis. 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. The use of flow charts is recommended. The information should be presented in an easily accessible manner.) (Please type)
	


12. 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)
	


13. 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 attach a GANT chart detailing the timeline of these experimental procedures.) (Please type)
	


14. 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 type)
	


	Responsible person (print name)
	

	Qualification
	

	Acceptance of responsibility: SIGNATURE & DATE:
	


15. 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).
16. Fate of animals and their disposal at the end of the study

(Briefly state the fate (e.g. rehabilitation and release, return to stock, euthanasia) of the experimental animals at the end of the study, 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)
	


17. 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)
	


18. 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.) (Please type)
	


19. Monitoring of clinical changes in experimental animals
(Describe who will be responsible for the pre, intra- and post operative (or experimental period) care of the animals and give an indication of their experience and competence.  Briefly state what clinical and behavioural criteria will be specifically monitored to assess the animal’s wellbeing.) (Please type)
	


20. End points for experiments that induce illness or pain in animals

(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 these in terms of the needs of the experiment to attain its objectives.) (Please type)
	


21. General veterinary care

(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 with the SAVC and is preferably independent of the research group.) (Please type)
	PERSON RESPONSIBLE FOR VETERINARY CARE OF ANIMALS
	

	EMERGENCY Contact details
	

	Signature & Date
	


22. 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)
	


23. Biohazard statement

(Does the project pose any hazards to other animals and 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)
	


24. Repetition of experimental procedures

(Is this experiment a repetition of previous work performed by the applicant or other?  If so, please give details and explain why the experiment is being repeated.) (Please type)
	


25. Declaration for studies needing external approval
(Please provide a list of external approval that this following project requires e.g. section 20 approval (Animal diseases Act); section 21 approval (from the MCC for any studies involving an unregistered medicine); TOPS approval (working with an endangered species); Approval from the relevant Nature Conservation organization and/or Provincial Authority to work with wild species. Should you declare that you need any of the above please attached along with your application. (Please type)  
	


26. Lay Summary (0.5-1 page)
(Your lay summary needs to be written in everyday English that a non-scientist will understand and it needs to explain the following, (1) Why are you doing your study, (2) What are you trying to show, (3) What will the benefit be, (4) How are you going to do this (i.e. what are going to do to the animals), (5) How will you limit the distress and suffering of the animals, (6) Explain how the benefits of the study outweight any potential harms that the animals may experience (i.e. how can we justify any pain or stress that the animals may experience?) (Please type)
	


27. Signing of Application
I, (full name) ……………………………………………………, as Principal Investigator in this application, hereby declare that I am familiar with the precepts, policies and responsibilities outlined in the University of Fort Hare Ethics Policy and the SANS 10386:2008 or newer and will personally undertake to ensure that these are upheld in the conduct of this study, should it be required. I will ensure that this research conforms to the applicable legal requirements. 

I undertake not to deviate from the approved application without obtaining prior approval by the UFH-AREC 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.

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. 

Signature of principal investigator (PI): …….………………………………Date:   ……………….

Signature of main supervisor (if different from PI) …..……………………  Date: ………………..
Signature of applicant: ……………………………...………………………….  Date:  ………………..

I, (full name) …………………………………………….in my capacity as Head of Department of ……………………………………………………………….. 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.
*Departmental Head Signature:                    ………………………………. Date: ………………..

* Or the Dean of the Faculty 

28. Approval from the Animal Research Ethics Committee
…………………………………………………………………………………………………………
…………………………………………………………………………………………………………
…………………………………………………………………………………………………………

         Chairperson:………………………………..… Date: ………………………………………
For official use only

	Approved by UREC
	
	
	
	Project ID

	Conditional
	
	
	
	

	Provisional
	
	
	
	

	Final 
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UNIVERSITY OF FORT HARE RESEARCH ETHICS COMMITTEE

The completed form must be submitted with the application. An incomplete checklist form will result in the return of the whole application to the originator

CHECKLIST-GENERAL

Section A. To be completed by Applicant and checked by GMRDC Office
APPLICATION TITLE:

	PROTOCOL NUMBER
	
	PROTOCOL VERSION
	
	PROTOCOL DATE
	


	
	CV (max 2 pages)
	Investigator

Declaration 
	Conflict of Interest statement signed.
	Admin Office Comments

	PRINCIPAL INVESTIGATOR:
	
	
	
	

	SUPERVISOR:
	
	
	
	

	CO-INVESTIGATORS
	
	
	
	

	1. 
	
	
	
	

	2. 
	
	
	
	

	3. 
	
	
	
	

	4. 
	
	
	
	

	5. 
	
	
	
	

	6. 
	
	
	
	

	OTHER STAFF
	
	
	
	

	
	
	
	
	

	
	
	
	
	


	
	Applicant
	Comments
	Admin Office

	
	Y /N / NA
	
	

	Applicant Signature
	
	
	

	Supervisor Signature
	
	
	

	HOD Signature
	
	
	

	Protocol synopsis
	
	
	

	Full protocol
	
	
	

	Budget
	
	
	

	Informed Consent Form
	
	
	

	Other measuring tools/instruments
	
	
	

	Recruitment  material/ Advertisement(s)
	
	
	

	DoH or other letters of approval to conduct research
	
	
	

	Material Transfer Agreement
	
	
	


Section B. To be completed by Applicant

	
	Yes(PI), NA
	Yes/No/NA

(Reviewer)

	1. Does the study have relevance and scientific or clinical value and applicability to the proposed research population?
	
	

	2. Does the protocol include an adequate literature review?
	
	

	3. Is the selection of subjects equitable and appropriate; adequate consideration and protection of vulnerable research populations.
	
	

	4. Is the design and methodology appropriate to answer the research question? 
	
	

	5. Is the methodology clearly described, in sufficient detail?
	
	

	6. Is the statistical analysis plan, including sample size calculations, clearly outlined and justified?
	
	

	7. Are the inclusion and exclusion criteria clearly defined and appropriate?
	
	

	8. Have risks been minimized and is there an acceptable balance between potential risks and benefits?
	
	

	9. Does the PI have the necessary qualifications, expertise, facilities, and time and support staff, to carry out the proposed research?
	
	

	10. Has a section on ‘Ethical Considerations’ been included in the protocol?
	
	

	11. Has the informed consent process been clearly explained in the protocol?
	
	

	12.  Are issues relating to protection of privacy and confidentiality of data adequately addressed, especially if the study involves a retrospective review of clinical records?
	
	

	13. Has a waiver of informed consent been requested if the study involves a retrospective review of clinical records?
	
	

	14. Does the study involve collection of DNA/RNA and, if so, has consent been adequately sought for this?
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UNIVERSITY OF FORT HARE ANIMAL RESEARCH ETHICS COMMITTEE  

SUPERVISOR'S DECLARATION

The supervisor must sign a declaration for each student project supervised.
A. RESEARCHER

	Surname
	
	Initials
	
	Title
	

	Department
	

	Telephone no.
	Cell
	
	email
	
	Fax
	


B. SUPERVISOR

	Surname
	
	Initials
	
	Title
	

	Capacity
	SUPERVISOR
	

	Department
	

	Present position
	
	E-mail
	

	Telephone no.
	(w)
	
	Cell
	
	Fax
	


B. PROJECT TITLE (MAXIMUM OF 250 CHARACTERS FOR DATABASE PURPOSES)
	


I, (Title, Full name) …………………………………………………………………….…………………………….. declare that 

· I have read through the submitted version of the research protocol and all supporting documents and am satisfied with their contents. I am satisfied that the scientific content of the research is satisfactory and up to standard for an educational qualification at this level.
· I am suitably qualified and experienced to supervise the above research study.

· I undertake to fulfill the responsibilities of the supervisor for this study as set out in the university policy
· I take responsibility for ensuring that the applicant is up to date and complies with the requirements of the law and relevant guidelines relating to permits that are required for the work to proceed.
· I take responsibility for ensuring that the applicant is up to date and complies with all regulatory and monitoring requirements of the UFH-AREC
· I agree to supervise the described study in accordance with the relevant, current protocol and will only change the protocol after approval by the UFH-AREC.
· I agree to ensure the applicant maintains adequate and accurate records and ensures monitoring to the required expectations laid out in the acceptance letter.

· I take responsibility for ensuring that this study is conducted in accordance with the ethical principles underlying the South African National Standard: The care and use of animals for scientific purposes (SANS 10386: 2008 or newer version) as well as applicable regulations pertaining to animal health, welfare and safety.
· I agree that I am conversant with the above guidelines.
· I will ensure that the applicant treats every animal in a dignified manner and with respect.

Supervisor
:
…………………………………….……….………………



                                            (print name)

Signature
:
…………………………………….……….………………

Date
:
…………………………………….……….………………
CONFLICT OF INTEREST DECLARATION (OBLIGATORY)

The researcher is expected to declare to the University of Fort Hare Animal Research Ethics Committee (UFH-AREC) the presence of any potential or existing conflict of interest that may potentially pose a threat to the scientific integrity and ethical conduct of any research in the University. 

The UFH-AREC will decide whether such conflicts are sufficient as to warrant consideration of their impact on the ethical conduct of the study.

Disclosure of conflict of interest does not imply that a study will be deemed unethical, as the mere existence of a conflict of interest does not mean that a study cannot be conducted ethically. However, failure to declare to the UFH-AREC a conflict of interest known to the researcher at the outset of the study will be deemed to be unethical conduct.
Supervisors are therefore expected to sign either of the two declarations below:
a) As the Supervisor in this study (name:_________________________)

I hereby declare that I am not aware of any potential conflict of interest which

may influence my ethical conduct of this study.

Signature: _____________________________ Date: ________________________

b) As the Supervisor in this study (name: ________________________)

I hereby declare that I am aware of potential conflicts of interest which

should be considered by the UFH-AREC:

Signature: _____________________________ Date:_________________________
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ANIMAL RESEARCH ETHICS COMMITTEE

RESEARCHER'S DECLARATION AND CONFLICT OF INTEREST DECLARATION

(To be completed in typescript)

The applicant, as well as all sub- & co-investigators must each sign a separate declaration.
A. RESEARCHER

	Surname
	
	Initials
	
	Title
	

	Capacity
	Applicant
	
	Sub-investigator
	
	Co-investigator
	

	Department
	

	Present position
	
	E-mail
	

	Telephone no.
	(w)
	
	Cell
	
	Fax
	


B. PROJECT TITLE (MAXIMUM OF 250 CHARACTERS FOR DATABASE PURPOSES)
	


I, (Title, Full name) …………………………………………………………………….…………………………….. declare that 

· I have read through the submitted version of the research protocol and all supporting documents and am satisfied with their contents

· I am suitably qualified and experienced to perform and/or supervise the above research study.

· I agree to conduct or supervise the described study personally in accordance with the relevant, current protocol and will only change the protocol after approval by the UFH-AREC, except when urgently necessary to protect the safety, rights, or welfare of animals. In such a case, I am aware that I should notify the UFH-AREC without delay.

· I agree to timeously report to the UFH-AREC serious adverse events that may occur in the course of the investigation.
· I agree to maintain adequate and accurate records and monitor as per the requirements in the clearance letter and to make those records available for inspection by the appropriate authorised agents when and if necessary.
· I agree to comply with the ethical principles underlying the South African National Standard: The care and use of animals for scientific purposes (SANS 10386: 2008 or newer version) as well as applicable regulations pertaining to animal health, welfare and safety.
· I agree to comply with all regulatory and monitoring requirements of the UFH-AREC.

· I agree that I am conversant with the above guidelines.

· I will ensure that every research animal shall at all times be treated in a dignified manner and with respect.

· I will submit all required reports within the stipulated time frames.

Principal / Sub- / Co-investigator
:
…………………………………….……….………………



                                            (print name)

Signature
:
…………………………………….……….………………

Date
:
…………………………………….……….………………
CONFLICT OF INTEREST DECLARATION (OBLIGATORY) 

The researcher is expected to declare to the University of Fort Hare Animal Research Ethics Committee (UFH-UREC) the presence of any potential or existing conflict of interest that may potentially pose a threat to the scientific integrity and ethical conduct of any research in the University. 

The UFH-AREC will decide whether such conflicts are sufficient as to warrant consideration of their impact on the ethical conduct of the study.

Disclosure of conflict of interest does not imply that a study will be deemed unethical, as the mere existence of a conflict of interest does not mean that a study cannot be conducted ethically. However, failure to declare to the UFH-AREC a conflict of interest known to the researcher at the outset of the study will be deemed to be unethical conduct.
Researchers are therefore expected to sign either of the two declarations below:
c) As the Principal Researcher in this study (name:_________________________)

I hereby declare that I am not aware of any potential conflict of interest which

may influence my ethical conduct of this study.

Signature: _____________________________ Date: ________________________

d) As the Principal Researcher in this study (name: ________________________)

I hereby declare that I am aware of potential conflicts of interest which

should be considered by the UFH-AREC:

Signature: _____________________________ Date:_________________________
Insert: 

· Cover letter requesting for clearance (please include all relevant information as well as responses to any pre-review comments that have been received)
· Research proposal

· Researcher’s CV

· Budget / total cost of the research e.g. transport, data collection, data analysis etc. 
· Gantt chart for the proposed research
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