NELSON MANDELA UNIVERSITY

INFORMATION AND INFORMED CONSENT FORM

IMPORTANT INFORMATION FOR RESEARCHERS APPLYING FOR ETHICS APPROVAL:

You are not compelled to use this pro-forma. It is provided as a convenience to those applicants who do not already have an informed consent form. Feel free to design your own form!
Please delete any information not applicable to your project and complete/expand as deemed appropriate. The intention is that you make sure you have covered all the aspects of informed consent, as applicable to your work. 
	RESEARCHER’S DETAILS

	Title of the research project
	

	Reference number
	

	Principal investigator
	

	Address
	

	Postal Code
	

	Contact telephone number (private numbers not advisable)
	


	A. DECLARATION BY OR ON BEHALF OF PARTICIPANT
	
	Initial

	I, the participant and the undersigned

	(full names)
	
	

	OR
	
	
	

	I, in my capacity as
	(parent or guardian)
	
	

	of the participant
	(full names)
	
	

	Address (of participant)
	
	
	


	A.1
HEREBY CONFIRM AS FOLLOWS:
	
	Initial

	I, the participant, was invited to participate in the above-mentioned research project
	
	

	that is being undertaken by
	(name of researcher)
	
	

	from
	(affiliation e.g. department/school/faculty)
	
	

	of the Nelson Mandela University.
	
	


	
THE FOLLOWING ASPECTS HAVE BEEN EXPLAINED TO ME, THE PARTICIPANT:
	
	Initial

	2.1
	Aim:  
	The investigators are studying
	
	

	
	
	The information will be used to/for
	
	

	2.2
	Procedures:  
	I understand that
	
	

	2.3
	Risks:
	
	
	

	2.4
	Possible benefits:  
	As a result of my participation in this study
	
	

	2.5
	Confidentiality:  
	My identity will not be revealed in any discussion, description or scientific publications by the investigators.
	
	

	2.6
	Access to findings:
	Any new information or benefit that develops during the course of the study will be shared as follows:
	
	

	2.6
	Voluntary participation / refusal / discontinuation:
	My participation is voluntary
	YES
	NO
	
	

	
	
	My decision whether or not to participate will in no way affect my present or future care / employment / lifestyle
	TRUE
	FALSE
	
	


	3.
THE INFORMATION ABOVE WAS EXPLAINED TO ME/THE PARTICIPANT BY:
	
	Initial

	(name of relevant person)
	
	

	in
	Afrikaans
	
	English
	
	Xhosa
	
	Other
	
	
	

	and I am in command of this language, or it was satisfactorily translated to me by
	
	

	(name of translator)
	
	

	I was given the opportunity to ask questions and all these questions were answered satisfactorily.
	
	


	4.
	No pressure was exerted on me to consent to participation and I understand that I may withdraw at any stage without penalisation.
	
	


	5.
	Participation in this study will not result in any additional cost to myself.
	
	


	A.2
I HEREBY VOLUNTARILY CONSENT TO PARTICIPATE IN THE ABOVE-MENTIONED PROJECT:

	Signed/confirmed at
	
	on
	
	20

	Signature or right thumb print of participant
	Signature of witness:

	
	Full name of witness:


	B. STATEMENT BY OR ON BEHALF OF INVESTIGATOR(S)

	I, 
	(name of interviewer)
	declare that:

	1. 
	I have explained the information given in this document to
	(name of patient/participant)

	
	and / or his / her representative
	(name of representative)

	2.
	He / she was encouraged and given ample time to ask me any questions;

	3.
	This conversation was conducted in
	Afrikaans
	
	English
	
	Xhosa
	
	Other
	

	
	And no translator was used OR this conversation was translated into

	
	(language) 
	by
	(name of translator)

	4.
	I have detached Section D and handed it to the participant
	YES
	NO

	Signed/confirmed at
	
	on
	
	20

	Signature of interviewer
	Signature of witness:

	
	Full name of witness:


	C. DECLARATION BY TRANSLATOR (WHEN APPLICABLE)

	I, 
	(full names)

	Qualifications and/or
	

	Current employment
	

	confirm that I:

	1.
	Translated the contents of this document from English into
	(language)

	2.
	Also translated questions posed by 
	(name of participant)
	as well as the answers given by the investigator/representative;

	3.
	Conveyed a factually correct version of what was related to me.

	Signed/confirmed at
	
	on
	
	20

	I hereby declare that all information acquired by me for the purposes of this study will be kept confidential.

	Signature of translator
	Signature of witness:

	
	Full name of witness:


	D. IMPORTANT MESSAGE TO PATIENT/REPRESENTATIVE OF PARTICIPANT

	Dear participant/representative of the participant

Thank you for your/the participant’s participation in this study.  Should, at any time during the study:

-
an emergency arise as a result of the research, or

-
you require any further information with regard to the study, or

-
the following occur


(indicate any circumstances which should be reported to the investigator)



	Kindly contact
	

	at telephone number
	(it must be a number where help will be available on a 24 hour basis, if the research project warrants it)
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