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DECLARATION

The applicant/researcher(s) of this Ethics Application undertake(s) to treat all that has been stated in this application in a manner that is respectful of the rights and integrity of all research subjects, as stipulated in the UNISA Research Ethics Policy. 
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Guidelines for the completion of the Ethics Application form:

1.        Complete Cover page and Sections A, B, C and E for all applications

2.        In section D the researcher must choose to complete the appropriate section related to the type of research planned as indicated in Section A.2.
3.        If the researcher is working with cell cultures or tissue samples (Biomedical) it will be necessary to also complete D.1 or D.4.
4.        Researchers are required to complete all necessary section D related to their study.
5.        Only complete the appropriate Section D that applies to your research.  You do not have to indicate N/A in all the other sections.  You may even remove them from your application if you wish.

6.        Insert text in the spaces provided by ether typing or completing by hand.

7. 
Provide as much detail of the procedures and processes under the Materials and Method sections.
8.
Attach proof of approvals or Ethical clearance certificates requested from other institutions 
9.
Supervisors or students are required to submit the Ethics application to Ms Marthie van Wyk in an electronic format at __________________

10.
In all instances only the applicable section D may be completed and the remaining sections deleted.  
	Complete the checklist
	Tick (

	Research Proposal is attached
	

	Consent form is attached
	

	Questionnaire and/or Question guide is attached
	

	Section A, B, C, and E has been fully completed
	

	Appropriate section D has been fully completed
	

	Signatures have been provided on the cover page
	

	Ethics approval letter from other institution has been attached
	

	Permission letters from institution/municipality/governmental department etc.
	

	Approval letter to indicate that the Research Proposal has been accepted by the Department 
	

	The Ethics committee member has reviewed the application
	

	Are the departmental expert review reports of both the proposal and ethics form attached?
	

	The researcher(s) has/ have consulted the Unisa Ethics Policy 
	


Links to Ethics Policy:  http://www.unisa.ac.za/cmsys/staff/contents/departments/res_policies/docs/Policy_Research%20Ethics_rev%20app%20Council_22.06.2012.pdf 



A.1
Application details (Referred to as the Applicant)

Indicate the following by ticking all relevant categories.  The application is for a: 
	Masters or PhD student for degree purposes 
	

	Class approval 
	

	Group research project from CAES Theme
	

	Individual staff member in CAES
	


	A.2       Research field(s) (please mark with an X)
	YES
	NO
	

	A.2.1 The research project involves human participants 

	
	
	When B.3 is complete proceed to Section C and also complete Section D.4, and E

	A.2.2 The research project involves animals
	
	
	Also complete Sections B.1, B.2, B.3, C, D.1 and E

	A.2.3 The research project involves plants
	
	
	Also complete Section B.2, B.3, C, D.2 and E

	A.2.4 The research project includes work on Genetically Modified Organisms
	
	
	Also complete Sections B.2, B.3, C, D.3 and E 

	A.2.5 Biomedical research (animals or human participants) which includes cell/tissue/blood/cultures
	
	
	Also complete Sections B.1, B.2, B.3, C, D.1 or D.4 (if animals or humans are used to draw tissue or cell samples from), D.5 and E

	A.2.6 Environmental research which includes water, air or soil
	
	
	Also complete Section B.2, B.3, C and E

	A.2.7 Research that does not comply with any of the above 
	
	
	Complete Section B, C, D and E


	Yes
	No


A.3  
Is this the first application for this project?  

A.4
Internal and/or external Co-Researcher(s)

	Name
	Affiliation
	Tel
	Fax
	Cell
	Email
	Highest Qualifications

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	


A.5
Supervisor(s) at UNISA if the application is made by a Masters or PhD student
	Name
	Title (Prof, Dr, etc)
	Contact Number
	e-mail address
	Contact Address
	Department/ School/ College

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	


A.6
Co-Supervisor(s) if the application is made by a Masters or PhD student
	Name
	Title (Prof, Dr, etc)
	Contact Number
	e-mail address
	Contact Address
	Institution

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	


A.7
Details of Chair of Department at Unisa

	Name
	Title (Prof, Dr, etc)
	Contact Number
	e-mail address
	Contact Address
	Institution

	
	
	
	
	
	


A.8
Details of College specialist reviewer(s) who may be a specialist within CAES, Unisa or resides at another institution or University in South Africa 
	Name and Title 
	Contact number 
	e-mail address
	Department

	
	
	
	

	
	
	
	



B.1 In a case where Animals are involved, please tick the appropriate category:

	B.1.1

	Experiments involving either no living materials or use of plants, bacteria, protozoa or invertebrate animal species.
	

	B.1.2

	Studies on vertebrate animals during the course of routine examination, sampling, monitoring, routine procedures and treatment.
	

	B.1.3

	Experiments on vertebrate animal species that are expected to produce little or no discomfort.
	

	B.1.4

	Experiments that involve some minor stress or pain (short-duration pain) to vertebrate animal species
	

	B.1.5
	Experiments that involve significant but unavoidable stress or pain to vertebrate animal species
	

	B.1.6
	Procedures that involve inflicting severe pain near, at or above the pain tolerance threshold of un-anaesthetised, conscious animals
	


B.2 In the case of Environmental Research:  Does the research involve any of the following?  Please tick the appropriate category or categories
	B.2.1
	Endangered, vulnerable or threatened species or populations?
	

	B.2.2
	Introduction of any biological material of a type not already present in the area?
	

	B.2.3
	Relocation or release of biological material in or to areas in which it is not normally found
	

	B.2.4
	Introduction or release of genetically modified material
	

	B.2.5
	Habitats of particular importance or the biology of endangered, vulnerable, threatened or commercially important species?
	

	B.2.6
	Destruction and/or intrusion in space and/or time of the populations and habitats affected, and ecological and geophysical processes applying in the area of the following nature:  (mark in appropriate block with X)
Deliberate damage

Taking of plant and animals

Behaviour manipulation or use of intrusive techniques


	

	B.2.7
	Use of toxic/radioactive/cumulative/persistent chemicals
	

	B.2.8
	Use of conservation area(s)
	

	B.2.9


	Provide details of the type of risks that the researcher can indentify, what the extent of the risks may be and any other detail regarding the risks that may result from the study.


	

	B.2.10


	Provide detail of the impact of the research on species, habitats, environment etc.


	

	B.2.11


	Provide detail of any remedial actions that the researcher will enforce to address any of the risks mentions in B.2.9


	

	B.2.12


	Provide detail of possible non-reversible risk impacts that might occur during the course of the study?


	

	B.2.13


	Provide detail of alternative procedures that can be implemented to minimize risk impacts as listed above?


	

	B.2.14


	Provide detail of the disposing or discarding of any research equipment in the environment or any procedures that have caused changes to the state in which the environment was found (for e.g.: taking plant or soil and other samples from the environment).


	

	B.2.15


	Provide detail of remedial action to be taken B.2.14.

	


B.3 Declaration by researcher(s) where human participants, animals, genetically modified organisms, biomedical and environmental research is concerned: 
	Declaration where Animals and/or other organisms will be used
	YES
	NO
	N/A

	1. I am suitably qualified and authorised under the Veterinary and Para-veterinary Professions Act 1982 to perform or supervise the procedure proposed.  OR
	
	
	

	
A professional who is suitably qualified and authorised under the Veterinary and Para-veterinary Professions Act 1982 to perform or supervise the procedure proposed will be closely involved in the research project.   OR
	
	
	

	
The research project does not require invasive procedures that will need the involvement of a professional who is suitably qualified and authorised under the Veterinary and Para-veterinary Professions Act 1982.
	
	
	

	2. The research will be conducted within the requirements of the law. A list of applicable acts and regulations is attached to this application.
	
	
	

	3. Where necessary, permits for animals or other organisms involved in the research, will be obtained and made available to the Animal ERC.
	
	
	

	4. Thorough investigation of alternative techniques and research methods to achieve the objectives of the study was done and no feasible alternatives to the use of animals for this project exist.
	
	
	

	5. The potential benefits of the study outweigh the potential harm to animals used.
	
	
	

	6. To my knowledge, this research is not a repetition of other animal research project(s).
	
	
	

	7. The design of the study limits procedures causing hunger, thirst, injury, disease, discomfort, fear, distress, deprivation or pain to the animals involved to the absolute minimum.
	
	
	

	8. I shall keep complete record of all matters related to the animals used and will make them available to the Animal ERC at any time on request.
	
	
	

	9. I shall comply with any restrictions, requests and modifications of the Animal ERC.
	
	
	

	10. The study has been designed under application of the ‘3R’ principles as referred to in the UNISA Policy on Research Ethics, Part 3, paragraphs 3.4, 3.5 and 3.6. (page 20 – 22 of policy)
	
	
	

	11. The outcomes of this research project will advance the understanding of animals, contribute to the improvement of animal health and wellbeing; contribute to the improvement of animal management and production.
	
	
	


	Declaration where Human participants, Plant, Environmental, Biomedical and other research is concerned 
	YES
	NO
	N/A

	12. The research will be conducive to the understanding, maintenance or improvement of the natural environment.
	
	
	

	13. Where applicable: I am suitably qualified and experienced in using genetically modified organisms.
	
	
	

	14. ln the case where humans are involved, all specific requirements to protect human research subjects/participants as specified in the UNISA policy on Research Ethics will be adhered to.
	
	
	

	15. Where necessary, permits for plants and/or other organisms involved in the research, will be obtained and made available to the CAES Ethics committee.
	
	
	


	Declaration of the researcher 
	YES
	NO
	N/A

	16. I have read the UNISA Policy on Research Ethics and I shall comply with any guidelines and principles therein. http://www.unisa.ac.za/cmsys/staff/contents/departments/res_policies/docs/Policy_Research%20Ethics_rev%20app%20Council_22.06.2012.pdf 
	
	
	

	17. I will inform the CAES Ethics committee of any changes to the methodology or procedures used which deviates from this application
	
	
	




	Yes
	No


C.1
The research project is in collaboration with other national or international institution(s) 
C.1.1
If Yes, has approval been granted by the ERC of the collaborative institution(s) by ticking the appropriate box):
	Approval has been granted
	

	Approval is pending
	

	Approval was denied
	


C.1.2
If Approval has been granted in C.1.1 are the necessary documentation attached to this application?  
	Yes
	No


C.1.3
If No in C.1.2, please provide reason(s) why documentation is not available for the CAES Ethics committee to scrutinize.  
C.2
Funding detail 
	Yes 
	No


C.2.1
Is the project funded in any way?

C.2.2
If Yes, please provide details of the funding source(s):

	Name
	Type *
	Amount/Budget
	Contact details

	
	
	
	



*Please indicate:
· Own research funds

· Departmental research funds

· Institutional Grant

· Local Research Grant

· Regional/ International Grant.

· Private funding

C.2.3
Is the funding of the application (research project) dependant on the approval of the CAES Ethics Committee?

	Yes
	No



Provide details of the dependency of the applications.  
The following section should be very brief and in bulleted from and should not exceed 2 typed pages.

C.3
State the aim and objectives of the research in brief
C.4
Provide a well referenced scientific justification/background to the study (why the study needs to be conducted) 

C.5 
Explain the problem the research is addressing  

C.6
Provide detail on the benefit of the study 


Note to the applicant

This section must capture the methodology that will be applied in the research.  If this information does not state the procedures that will be followed in a clear, systematic and logic format, providing enough detail from which to make an appropriate judgement the application will not be successfully reviewed.  The applicant should always consider the Ethical implications of the procedures and processes applied in the research.
Note to the applicant

Delete the methodology section(s) that does/do not apply to your application.

Complete the section that pertains to what you indicated in A.2.  Each section is colour coded to help the completion process
Section D1 pertains to Animal research

Section D2 pertains to Plant research

Section D3 pertains to genetically modified organism (GMO) research

Section D4 pertains to Human subject research
Section D5 pertains to cell culture and tissue research


MATERIALS AND METHODS 
How to answer this section:  

· Read the description provided under each point to determine the type of information required

· Be thorough and provide as much details as possible 
· Consider each section and how it applies to your study.  

· Do not only mark N/A to save time

· Include scientific referenced documentation to support methods, procedures etc. in this section
D.1.1
Provide a full description of animals to be used in the research project
	Species
	Strain/Breed
	Gender
	Age / body mass
	Number required

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


D.1.2   
If any information in D.1.1 cannot be made available, provide reasons: 

D.1.3
Origin of animals

Indicate, if special permission or CITES documents are necessary for the use of the animals in your research project. If so, attach required documentation or approval.  Also indicate if the animals are coming from a specific farm, region and have to be transported to the research institution where the experiments or procedures will be conducted 
D.1.4
Husbandry
Provide all relevant information regarding housing and feeding of the animals that will be used in the research project.  Also indicate where the animals will be housed, under which conditions they will be housed and how they will be cared for during experimentation.  
D.1.5
Facility requirements

D.1.5.1
Which laboratory or research institution will conduct the experiments or procedures required for the research?  Please specify in full detail, location, address and full name of the laboratory or research institution.

	Yes
	No


D.1.5.2
Is the facility where the experimentation will take place an approved laboratory or institution who may execute the necessary procedures the study requires?  
D.1.5.3
If Yes in D.1.5.2 attach evidence to support the approval or accreditation of the laboratory or institution.
	Yes
	No


D.1.5.4
Is training required to use the instruments or equipment? 

	Yes
	No


D.1.5.5
Has permission for the use of the laboratory been given?  

	Yes
	No


D.1.5.6
Is proof of this permission attached to the application?

	Yes
	No


D.1.5.7
Is any radioactive material being used in the analysis?  

D.1.6
Person(s) in charge of animal care

D.1.6.1
Provide details of person(s) responsible for the husbandry and general care of the animals:

	Name
	Qualification
	Contact number
	Emergency contact number
	Contact address

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


D.1.7
Veterinary care

D.1.7.1
Provide detailed information regarding general veterinary care as well as specialised veterinary care that will be required during this study.

D.1.7.2
Details of Veterinarian, and para-veterinary professionals, involved in the research project and procedures:

	Name
	Qualification
	Contact number
	Emergency contact number
	Contact address

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


D.1.7.3
Provide the name of the Veterinarian or para-veterinarian who will execute the procedures for the study.

D.1.7.4
Is the person(s) identified in D.1.7.3 certified to execute the procedures required for this research project if not a veterinarian?

	Yes
	No


D.1.7.5
If Yes, attach proof through the necessary documentation to verify certification of the para-veterinarian(s) or technical assistants who are certified to execute the research procedures.  

D.1.8
Experimental procedures
Note to the applicant

This section must capture each and every step that will be followed before, during and after the experimental procedure.  The more specific the information is, the more likely a clear understanding will be reached regarding the ethical procedures and processes. This is what the Ethical committee will require from the application.  Insert your information here and make sure that you have addressed the following:

· Number of animals in experimental and in control groups

· Initial handling of animals

· Describe experimental procedures in detail 

· usage of drugs (indicate type, route, frequency of application and dosage of the various drugs used, duration of drug treatment and any known side effects, also indicate whether any of the drugs used are schedule 3-7 substances in terms of the medicines and related substances control act, 101 of 1965  

· Duration of experiment

· Samples to be collected (type, site and volume), frequency per animal?

· Place(s) where the experimental procedures will be performed

D.1.8.1
 In the table below, list the details of persons responsible for drug handling and administration:
	Name
	Qualification
	Telephone number (also for emergency cases)
	Legally authorised to use or supervise the use of Schedule 3-7 substances
Yes or No (Attach evidence of approval)

	
	
	
	

	
	
	
	


D.1.9
End points for experiments causing stress on animals involved
Describe the envisaged end points of data collection for procedures that render animals distressed or cause pain. Indicate envisaged effects of the procedures on the animals. Justify these end points in terms of the research objectives, where applicable.
D.1.10
Conduct with regard to animals after the research project / experiment
Please provide detailed information with regard to what will happen to the animals after the research project or experiment has been completed.   In cases where animal are euthanized details regarding the procedure is required. Also include details regarding the disposal of dead animals/tissue/sells etc.  
D.1.11
Source of data


Provide information regarding the source of your data 

Note to the applicant

Secondary data is data that already exists which was captured during a primary data collection event, which you will now be using to do further analysis on for the purpose of your study.  You, the applicant, did not take part in the original capturing of the data or might have but not for the purposes of your own research.  
	Yes 
	No


D.1.11.1
 Are you the collecting primary data for this study?

If you answered in D.1.11.1 was yes then move to Section E of the application form.

If your answer was no in D.1.11.1 then answer section D.1.11.2
	Yes 
	No


D.1.11.2
 Are you receiving the data you will be using for your study from another institution (secondary data)? 
D.1.11.3
 How much data are you receiving?

	Yes 
	No


D.1.11.3.1 Only the data I require to for my study

	Yes 
	No


D.1.11.4
 More data than I will use for my study

D.1.11.5
 If you are receiving more data than you will be using for your own study what are you going to do with the remaining data?  Please explain.

D.1.11.6
 Have you received permission from the organisation from which you are receiving to use the data?  

	Yes 
	No  



If yes to question D.1.11.6 who gave permission?  Please attach the permission letter to this application.  

D.1.11.7
 Has the organisation from which you are receiving the data placed any restrictions on the data.  Please provide as much information as possible.  

D.1.11.8
 Answer the following questions in detail by typing the appropriate response in and not only a Yes or No. 
D.1.11.8.1 How was the data originally gathered?

D.1.11.8.2 What source was used to gather the data and describe this source?

D.1.11.8.3 What type of secondary data will you be using?
D.1.11.8.4 Was Ethical clearance given for the original Primary capturing of the data? And by Whom?

D.1.11.8.5 Was any editing of the data done and how?

D.1.11.8.6 Do you believe the data is trustworthy?  Please provide reasons.  




MATERIALS AND METHODS 

How to answer this section:  

· Read the description provided under each point to determine the type of information required

· Be thorough and provide as much details as possible 
· Consider each section and how it applies to your study.  

· Do not only mark N/A to save time

· Include scientific referenced documentation to support methods, procedures etc. in this section
D.2.1
Provide a full description of plants to be used in the research project
	Species
	Strain
	INDIGENOUS/EXOTIC
	PROTECTED
	Number required

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


D.2.2
Origin of plants

Indicate, if special permission or CITES documents are necessary for the use of the plants to be used in your study. If so, attach required documentation as proof of the approval or permission that has been obtained.  Also address in detail where the plants will be sourced if used in laboratory analysis, are the plants indigenous in nature, will the plants be sourced from a protected area etc.

	Yes
	No


D.2.2.1
Has the particular plant(s) species been checked against the SANBI list
of endangered species?    

Note to the applicant

Provide evidence or confirmation that permission from the required Environmental agency has been received to use plants or move plants from the selected site for research purposes.  This evidence should be in the form of a permit or letter or approval or permission.  

D.2.3
Facility requirements

D.2.3.1
Which laboratory or research institution will conduct the experiments or procedures required for the research?  Please specify in full detail, location, address and full name of the laboratory or research institution.

	Yes
	No


D.2.3.2
Is the facility where the experimentation will take place an approved laboratory or institution who may execute the necessary procedures the study requires?  
D.2.3.3
If Yes in D.2.3.2 attach evidence to support the approval or accreditation of the laboratory or institution.
D.2.4
Person(s) in charge of plant care and experimentation

D.2.4.1
Provide details of person(s) responsible for taking care of the plants and experimental procedures
	Name
	Qualification
	Contact number
	Emergency contact number
	Contact address

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


D.2.5
Experimental procedures

Note to the applicant

This section must capture each and every step that will be followed before, during and after the experimental procedure.  The more specific the information is, the more likely a clear understanding will be reached, regarding the ethical procedures and processes. This is what the Ethical committee will require from the application.  Insert your information here and make sure that you have addressed the following:

· Number of plants in experimental and in control groups

· Describe experimental procedures in detail 

· Samples to be collected (type, site and volume)
· Who will be collecting the samples 

· How will the environment be addressed during and after sampling
· If the samples are taken to a laboratory where will the experimental procedures be performed
· Describe the conditions under which the plant samples will be housed

· Describe the experimental care procedures that will be applied to the plant samples
D.2.5.1
In the table below, list the details of persons responsible for chemical handling and administration:

	Name
	Qualification
	Telephone number (also for emergency cases)

	
	
	

	
	
	


D.2.6
Conduct with regard to plants after the research project / experiment

Provide detailed information regarding the disposal of plants and/or parts thereof.

D.2.7
Pesticide usage to be explained if applicable

Provide as much detail as possible regarding the following where pesticides are concerned by addressing the following:  Indicate type, route, frequency of application and dosage of the various pesticides used, duration of pesticide use and any known adverse effects to the environment and/or people handling the chemicals 

D.2.8
Risk assessment 


In instances where laboratories may be used to analyse the data the following is applicable.  

	Yes
	No


D.2.8.1
Is the laboratory that you will be using to conduct the analysis accredited?  

	Yes
	No


D.2.8.2
Is training required to use the instruments or equipment? 

	Yes
	No


D.2.8.3
Has permission for the use of the laboratory been given?  

	Yes
	No


D.2.8.4
Is proof of this permission attached to the application?

	Yes
	No


D.2.8.5
Is any radioactive material being used in the analysis?  


MATERIALS AND METHODS 

How to answer this section:  

· Read the description provided under each point to determine the type of information required

· Be thorough and provide as much details as possible 
· Consider each section and how it applies to your study.  

· Do not only mark N/A to save time

· Include scientific referenced documentation to support methods, procedures etc. in this section
D.3.1
Provide a full description of GMO’s used in the research project
	Type
	Species
	Strain
	Number required

	
	
	
	

	
	
	
	

	
	
	
	


D.3.2
Origin of GMO’s used

Indicate, whether a permit in terms of the Genetically modified organisms Act 15 of 1997; needs to be obtained and if so, attach the applicable documentation and approval documentation.
	Yes
	No


D.3.2.1
Is the GMO you are going to use in the research project commercially available? 
D.3.3
Experimental procedures

Note to the applicant

This section must capture each and every step that will be followed before, during and after the experimental procedure.  The more specific the information is, the more likely a clear understanding will be reached, regarding the ethical procedures and processes. This is what the Ethical committee will require from the application.  Insert your information here and make sure that you have addressed the following:
· In detail, describe the experimental procedures intended in this research project. 

· Include the number of GMO’s per experimental group and the number of groups that will be used
· Indicate where the experimental procedures will be performed (location), 

· Attach documentation that recognises the approves of the institution, laboratory or facility as a recognised, registered or authorised institution in terms of the Genetically modified organisms Act 15 of 1997 that may conduct experimental GMO procedures
D.3.4
Person(s) in charge of GMO experimentation

In the table below, list the details of persons responsible for the handling of GMO’s:
	Name
	Proof of relevant Qualification
	Proof of relevant experience
	Contact number(s) incl. emergency number
	Contact Address

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


D.3.5
Risk assessment

D.3.5.1
Include a detailed risk assessment in terms of a possible impact on humans, animals and/or the environment.  The proposal must also include a written commitment to notify the Registrar in terms of the Act and copy the ERC in the event of an accident involving GMO’s.

D.3.5.2
In instances where laboratories may be used to analyse the data the following is applicable.  

	Yes
	No


D.3.5.3
Is the laboratory that you will be using to conduct the analysis accredited?  

	Yes
	No


D.3.5.4
Is training required to use the instruments or equipment? 

	Yes
	No


D.3.5.5
Has permission for the use of the laboratory been given?  

	Yes
	No


D.3.5.6
Is proof of this permission attached to the application?

	Yes
	No


D.3.5.7
Is any radioactive material being used in the analysis?  

D.3.6
Liability
The application must address the liability for any possible damage caused by the use or release of GMO’s.

D.3.7
Notification of the public

Indicate how the public will be informed about a trial release or release of GMO’s if this forms part of the study.

D.3.8
Waste management

Explain the procedures to dispose waste resulting from the use of GMO’s must be described in the proposal.





Note to the applicant

This section is required for applications that follow a quantitative, qualitative and clinical or experimental research, this will include applications where survey research (questionnaires), interviews, intervention, clinical trials or experimental studies are followed.  Please make sure that all instruments (questionnaires, interview guides) are attached to this application, as Ethics approval will not be given without scrutinising the questions asked and the type of information required by the researcher.  Do not make use of N/A without considering the impact of the type of research initiated or the effect on the participant/respondent or researcher.  
D.4.1
Description of targeted research group to be used in this study

Describe the research group in detail.  
D.4.2
Recruitment of respondents and participants

D.4.2.1
Explain in more detail the recruitment procedures that will be used
	


D.4.2.2
How many participants will be involved in your study?  
	

	

	


D.4.2.3
What age group(s) will the participants be?  (type each age group in another row).  
D.4.3
Will the researcher make use of any of the following? 
	
	YES
	NO

	Injections
	
	

	Blood samples 
	
	

	Swabs 
	
	

	Administer drugs / medicines
	
	

	Administer toxic or dangerous substances
	
	

	Administer food or nutritional substances
	
	

	Administer fluids of any kind
	
	

	Other 
	
	


D.4.3.1
Provide detail about the person(s) who will be executing the options you ticked under D.4.3
D.4.4
Will any of the following data instruments be used?
	
	YES
	NO

	Psychometric tests 
	
	

	Questionnaires (for survey type research through e-mail or mail or other methods of completion )
	
	

	Interview guide(s) for personal interviews or focus groups
	
	

	Other instruments, please specify


	
	


D.4.5
Which of the following apply to the targeted research group?:

	
	Yes
	No

	Consent
	
	

	Assent
	
	

	Implied consent
	
	

	Institutional consent
	
	

	Other (please specify 


	
	


D.4.5.1
 If No, to any of the above (D.4.5) please provide reasons for not obtaining consent, assent or any other approval required.
D.4.5.2
 In cases where children do not have capacity to give consent who will the researcher approach to give consent?

	
	Yes
	No

	Parent 
	
	

	Legal guardian
	
	

	Other (please specify 


	
	


D.4.5.3
 Consent form 
	
	Yes
	No

	Is a consent from attached to the application
	
	

	If no, please provide reason for not including a consent form:  


	
	


D.4.5.4
 Procedures for consent

Briefly explain each of the following:
	D.4.5.4.1 What procedures will the researcher follow to achieve consent from the participant during this study?  


	D.4.5.4.2 Where participants under the age of 18 are required for the research how will you seek consent?


	D.4.5.4.3 Will participants be informed of the right to withdraw from the research?
	Yes
	
	No
	

	D.4.5.4.4 Expand on how you will explain how the participant may apply the withdrawal clause in the 
                consent form.


D.4.6
Data gathering 
D.4.6.1
Explain in which location data gathering will take place?  Also explain where it will take place and which venue and location will be used to gather data.
D.4.6.2
Provide detail with regard to the number of sessions as well as how long a data gathering session will last.  (the session could be an interview or an experimental situation)

D.4.6.3
Explain how you propose to guarantee confidentiality of information to your participants/respondents 
D.4.6.4
Explain how you propose to guarantee anonymity to your participants?
D.4.6.5
Where will the data be stored, for how long, how will the data be stored and for which other purposes will the data be used?

D.4.6.6
How will consent be obtained for the re-use of the data, if necessary?
D.4.6.7
Will respondents be required to take any dietary related substances (food, drink, tablets etc.)?  Explain the type of intervention, dietary requirements, procedures that the researcher will follow and procedures respondents have to follow during the experimentation stage.
	Yes
	No


D.4.6.7.1 Is this study a sensory evaluation study where particpants will be required to evaluate food, drink etc.?

D.4.6.7.1.1 If yes in the above question please explain what will be required of the participants’ to assess and the procedures that will be followed?
	Yes
	No


D.4.6.8
Is the researcher required to consult any medical or personal records of the respondents or participant?  

If Yes, specify the type of records that will be consulted, where the records are located, in what format the records will be consulted (copies, or originals), where the records will be studied and what the researcher will use the information for, where will the information be stored, will the respondents be identified through the information that will be used?
	Yes
	No


D.4.6.8.1 Has permission been obtained from the participant to use the records?
	Yes
	No


Ensure that D4.6.8.1 is covered in the consent form.  

D.4.6.8.2 has permission been obtained from the institution holding the records?

Provide evidence of the permission obtained in D.4.6.8.2

D.4.6.9
Has the researcher scheduled feedback to be given to respondents/participants or communities?  This is a requirement stipulated in the Ethics Policy of Unisa.
	Yes
	No



If Yes to D.4.6.9 explain how feedback will be given, when feedback is planned and who will receive feedback 


If No to D.4.6.9 explain why feedback has not been considered.  

D.4.7
Photography, audiovisual recording and other data capturing devises

D.4.7.1
Will any photographs, recordings or other data capturing devises be used during any stage of the research process?
	Yes
	No


D.4.7.2
If Yes in D.4.7.1 what type of recording will be made?

	
	Yes
	No

	Video recording
	
	

	Cell phone recording
	
	

	Tape recording
	
	

	Photographs 
	
	

	Other types or recording material please specify 
	
	


D.4.7.3
If Yes in D.4.7.1 please provide some detail regarding who will be photographed/recorded, where photographs/recording will be made, when such photographs/recordings will be taken/made, what behaviour will be photographed/recorded, what will the photographs/recordings be used for, where will the recordings be stored and for which other purposes will the recordings (photographic, video, tape etc.) be used?
D.4.7.4
How will consent for the use of any recording devises (video, tape, photographs etc.) be obtained before such devises are used?
D.4.8
Risk assessment 


In instances where laboratories may be used to analyse the data the following is applicable.  

	Yes
	No


D.4.8.1
Is the laboratory that you will be using to conduct the analysis accredited?  

	Yes
	No


D.4.8.2
Is training required to use the instruments or equipment? 

	Yes
	No


D.4.8.3
Has permission for the use of the laboratory been given?  

	Yes
	No


D.4.8.4
Is proof of this permission attached to the application?

	Yes
	No


D.4.8.5
Is any radioactive material being used in the analysis?  





MATERIALS AND METHODS 

How to answer this section:  

· Read the description provided under each point to determine the type of information required

· Be thorough and provide as much details as possible 
· Consider each section and how it applies to your study.  

· Do not only mark N/A to save time

· Include scientific referenced documentation to support methods, procedures etc. in this section
D.5.1
Provide a full description of the type of cells or tissue that will be used in the research project

D.5.2
 Origin of the cells or tissue

Indicate where the cells or tissue will originate or come from.  If the cells are coming from animal or human subject you are required to complete D.1 or D.4 as well.   

D.5.3
 Experimental procedures

Note to the applicant

This section must capture each and every step that will be followed before, during and after the experimental procedure.  The more specific the information is, the more likely a clear understanding will be reached, regarding the ethical procedures and processes. This is what the Ethical committee will require from the application.  Insert your information here and make sure that you have addressed the following:
· In detail, describe the experimental procedures intended in this research project. 

· Include the number of cells or tissue samples per experimental group and the number of groups that will be used
· Indicate where the experimental procedures will be performed (location), 

D.5.4
Person(s) in charge of cell cultures or tissue experimentation

In the table below, list the details of persons responsible for the handling the cells or tissue:

	Name
	Proof of relevant Qualification
	Proof of relevant experience
	Contact number(s) incl. emergency number
	Contact Address

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


D.5.5
Risk assessment

D.5.5.1
Include a detailed risk assessment in terms of a possible impact on humans, animals and/or the environment.  
D.5.5.2
Indicate if the researcher will personally apply the experimental procedures or analysis of cell or tissue samples.

If Yes, include a detailed risk assessment in terms of researcher

	Yes
	No


D.5.5.3
Is the laboratory that you will be using to conduct the analysis accredited?  

	Yes
	No


D.5.5.4
Is training required to use the instruments or equipment? 

	Yes
	No


D.5.5.5
Has permission for the use of the laboratory been given?  

	Yes
	No


D.5.5.6
Is proof of this permission attached to the application?

	Yes
	No


D.5.5.7
Is any radioactive material being used in the analysis?  

D.5.6
Liability

The application must address the liability for any possible damage caused by the experimental procedures.

D.5.7
Waste management

Explain the procedures to dispose waste resulting from the use of the cells or tissue samples.
D.5.8
Accreditation of laboratory
Explain the procedures to dispose waste resulting from the use of the cells or tissue samples.




This section is concerned with the risks involved in the study which may have an effect on the researcher, Unisa, the environment, animals, human participants and or plants.  The researcher is required to consider any risks that may result from the procedures that well be used to gather data to the effect on those taking part in the study.  The risk might be minimal but every study has some risk.  It is not wrong to declare the possibility of risk(s).  The researcher is expected to explain what processes will be followed to minimize the risks and to put measures in place to ensure that no harm comes to the researcher, Unisa etc.  The researcher also has to consider the fact that if any information is withheld in this application Unisa is at risk.  Therefore in Section E the researcher has to confirm that there is no outstanding information presented in this application.   
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