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Checklist
Please answer the following questions.

	
	Yes
	No

	a. Did you read the guidelines for ethics applications involving human participants in full?
	
	

	b. Does the principal investigator qualify to be one? (section 6.1.2.4. in the guidelines)
	
	

	c. Did you complete all the sections in the application?
	
	

	d. Did you include all the relevant documents at the end of this document (e.g. flyers, advertisements, consent forms, assent forms, questionnaires, debrief forms, brief CV of the principal investigator or co-applicants where necessary)?
	
	


If you answered NO to any of the questions above your application will be returned to you. Please read the guidelines and correct the problems before submitting your application.

The following questions is for our information only:
	
	Yes
	No

	e. Has this project been approved by another ethics committee? If so, please indicate which committee:


	
	

	f. Will University of Pretoria staff or students be research participants in the study? 
	
	

	g. Does the project involve any old or new tissue and/or blood specimens and/or bodily products and/or access to health records?
	
	

	h. Does the project involve patients or healthcare workers? 
	
	

	i. Does the project involve students or staff from the Faculty of Health Sciences or will it be performed on one of their premises?
	
	

	j. Does the project involve greater than minimal risk? (section 5.4 in the guidelines)
	
	


1.
Declaration
1. The principal investigator (Section 5.1) and every co-researcher (Section 5.2) should sign this declaration.
2. The signatories declare: 

a. That they have read the guidelines for ethics applications involving human participants in full before completing this form.
b. this declaration acknowledges that the principal and co-researchers and the University of Pretoria under whose auspices the research is done, do not contravene the principles of the Constitution of the Republic of South Africa, in particular those contained in Chapter 2 - Bill of Rights;
c. it binds the principal investigator and co-researchers to apply ethical practices in every aspect possible in using human subjects for research, from the point of inception to the point of publishing the results;
d. they are cognisant with South African legislation that has a bearing on the use of human participants for research, such as the National Health Act (No 61 of 2003), Children’s Act (38 of 2005), and all other legislation protecting the rights of people;
e. they will maintain confidentiality regarding * the identity of the human participants; * the nature of the research; * the results, and that the results will not be published or made public in any manner without the written approval of the principal investigator;
f.  the research has not begun without ethics approval.

	Initials and surname of principal and co-researchers
	Signatures
	Date

	
	
	

	
	
	

	
	
	


2.
Project title
	


3.
Duration of project

	Proposed commencement date
	
	Proposed finalisation date
	


4.
Where will the study be conducted?

	


5. Researchers
5.1.
Principal investigator (PI)
	Name of principal investigator
	Highest academic qualification
	Contact telephone number
	e-mail address
	Academic department or institute

	
	
	
	
	


5.2.
Internal and/or external co-researcher(s)
	Names of co-researchers
	Highest academic qualification of each
	Contact telephone number of each
	e-mail address of each
	Academic department or institute of each

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


5.3.
Names of honours, masters or doctorate level students who might be intending to submit a dissertation or thesis based on this project.
	Names postgraduate students
	Highest

qualification
	Intended

qualification
	Contact telephone number of each
	e-mail address
of each
	Department or institute of each

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	


5.4.
Student assistants

	Names student assistants
	Highest qualifications
	Contact telephone number of each
	e-mail address

of each
	Department or institute of each

	
	
	
	
	

	
	
	
	
	


5.
Agreement between the PI and the co-researchers and post-graduate students, post-doctoral fellows and student assistants.
	Names of co-researchers, post-graduate students, post-doctoral fellows and student assistants
	Right to use the results in a dissertation or thesis for an academic qualification
	Right to present the results at a conference
	Right to publish the results in a science journal
	Right to publish the results through a non-science communication medium
	Right to co-authorship
	Initial to indicate agreement

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	


6.
List all specialised services that will be used in the proposed research
	Name
	Qualifications
	Service
	Rights: Indicate rights by agreement afforded the service provider
	PI to initial to indicate agreement
	Service provider to initial to indicate agreement

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	


7.
State all the funders that will be funding the project
	
 Funders name
	Full contact details
	Contract number and date
	Amount R
	Obligations towards funder

	
	Contact person

(if applicable) Name and Surname, Telephone number, email address and address.
	
	
	
	


8.
Data 

8.1.
How will the data be recorded and archived?
	


8.1.1.
Recording data at the point of measurement

Mark with x

	Laboratory book
	

	Logged electronically
	

	Voice recorded
	

	Other forms
	


	If other, please describe:



8.1.2.
Archiving data


Mark with x

	Written / printed
	

	Electronically
	


9.
Intellectual property and conflict of interest

a. Institutions

	



b. Persons

	



c. Conflict of interest 
10.
Aim(s) and objectives of the project 
	


11.
Short literature review that justifies the project
	


12.
Risks and benefits associated with the research

	


13.
Materials and methods 
	


13.1.
Full description of human participants to be used
	


13.2.
How will the human participants be recruited?
	


13.3.
Participant’s records

13.3.1.
If the records of a generic group of participants are to be used, specify the nature of these records and indicate how they will be selected.
	


13.3.2.
State the permission given to use the records of a generic group of participants.
	


13.3.3.
If the records of individual persons are to be used, state the information required
	Names of participants


	Identity number 
	Gender
	Race / ethnic identity
	State the record to be used
	State how the record will be used
	Name of person who gave  permission and attach the applicable document

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	


13.4.
Estimation of literacy level of participants
	Very Low
	Low
	Medium
	High

	
	
	
	


13.5.
List proposed procedures to be carried out with participants to obtain data required. This is important.
	Record voice
	

	Interview
	

	Consent and/ or Assent - include at the end of the application
	

	Questionnaire –include at the end of the application
	

	Photograph or video
	

	Tissue sample (Blood, saliva etc)
	

	Other procedures, e.g. treatments, therapies – describe in full detail
	


13.6.
Give details of person(s) who will carry out the procedure(s)
	Name
	Qualifications and professional registration
	Contact number
	e-mail address
	Department or institute
	Describe procedure here or in an addendum

Reference the paragraph

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	


14.
Informed consent
14.1.
Competent persons
	Informed consent submitted 
	Yes
	No
	N/A
	If no, state reason
	


14.2.
Minors and incompetent persons
	Yes     
	No


14.2.1 
Will children (<18 years) or mentally or legally incompetent persons be included in the study?  
14.2.1
If yes, indicate how consent and assent will be obtained.
	


15.
Language

15.1
Are the researcher, co-researcher or students competent in the mother tongue of the participants? 

	Yes     
	No


15.2
If no, how will he/ she ensure that participants fully understand the content of the consent form?
	


15.3
How will consent be obtained if the participants can’t read?
	


16.
Remuneration or gratification towards human participant
	Nature of remuneration or gratuity
	


17.
Conduct with regard to human participants when they become unfit for further participation / when the project is stopped
	


18.
Planned application of results
	Thesis/Dissertation
	

	Scientific Journal
	

	Contract Report
	

	Direct application in industry
	

	Popular Scientific Publication
	

	Any other
	


19.
Does the study require any other approvals/ formal permissions? 

	Yes     
	No


19.1
If yes, indicate how these approvals/ formal permissions will be obtained

	


20.
Secrecy clause and Ltd Pty issues when outside entities are involved 
	


21.
References
22. 
Signatures
	
	Initials and last name / family name / surname (Print)
	Signature
	Date

	Principal investigator declares that the given information is correct


	
	
	

	At least one co-researcher declares that the given information is correct


	
	
	

	Approval: This means the project and the submission to the Ethics Committee have been reviewed internally and approved.

Signature required of HOD or chairperson of department’s or institute’s Research Committee


	
	
	     


23. Attach all relevant documents (e.g. flyers, consent forms etc)

24. Brief CV/s.

	HUMANS PARTICIPANTS 2016
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