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UKZN BIOMEDICAL RESEARCH ETHICS COMMITTEE
APPLICATION FOR ETHICS APPROVAL 
For research with human participants (Biomedical)

INFORMED CONSENT RESOURCE TEMPLATE
Note to researchers:  Notwithstanding the need for scientific and legal accuracy, every effort should be made to produce a consent document that is as linguistically clear and simple as possible, without omitting important details as outlined below. Certified translated versions (if applicable) will be required once the original version is approved.
There are specific circumstances where witnessed verbal consent might be acceptable, and circumstances where individual informed consent may be waived by BREC.

Information Sheet and Consent to Participate in Research
Date:
Greeting: (Choose a greeting appropriate for the setting – not “Dear Participant”, as this assumes enrollment).
My name is (provide details) from (Provide information about the researcher (name, department/institution and various contact numbers and email addresses) and, if applicable, supervisor’s name and contact details)
You are being invited to consider participating in a study that involves research (describe). The aim and purpose of this research is to (describe in lay terms). The study is expected to enroll (how many participants in total, how many in each arm, how many other sites, and where). It will involve the following procedures (describe). Mention which of the procedures is experimental (if applicable). The duration of your participation if you choose to enroll and remain in the study is expected to be (provide). The study is funded by (provide details if relevant).
The study may involve the following risks and/or discomforts (describe, no matter how seemingly minor, e.g. embarrassment, emotional distress, etc.  DO NOT OMIT THIS SECTION). We hope that the study will create the following benefits (describe if relevant; otherwise state that the study will provide no direct benefits to participants. Describe the scientific/other direct or indirect benefits hoped for from the study). The researcher must disclose in full any appropriate alternative procedures and treatment etc. that may serve as possible alternate options to study participation. 

If the research could potentially involve risk (even if ‘minor’ biological/psychosocial/legal), explain in full if compensation exists for this risk, what medical and/or psychosocial interventions are available as treatment, and where additional information can be obtained.
This study has been ethically reviewed and approved by the UKZN Biomedical research Ethics Committee (approval number_____).

In the event of any problems or concerns/questions you may contact the researcher at the contact details provided above, or the UKZN Biomedical Research Ethics Committee, contact details as follows: 

BIOMEDICAL RESEARCH ETHICS ADMINISTRATION

Research Office, Westville Campus

Govan Mbeki Building

Private Bag X 54001 
Durban 
4000

KwaZulu-Natal, SOUTH AFRICA

Tel: 27 31 2602486 Email: BREC@ukzn.ac.za 

In addition, please add the contact details for the local approving REC if the study is being conducted in another country.
State clearly that participation in this research is voluntary (and that participants may withdraw participation at any point), and that in the event of refusal/withdrawal of participation the participants will not incur penalty or loss of treatment or other benefit to which they are normally entitled. Describe the potential consequences to the participant for withdrawal from the study and the procedure/s required from the participants for orderly withdrawal. Under what circumstances will the researcher terminate the participant from the study?

State clearly if any costs might be incurred by participants as a result of participation in the study. If there are incentives or reimbursements for participation in the study, state how much and why they will be given.
Describe in detail the steps that will be taken to protect confidentiality of personal/clinical information, and the limits of confidentiality if applicable. If the study involves Focus Group Discussions (FGDs), ensure 1) that the FGD schedule asks general not personal questions, and 2) include the following exact wording: “Although every effort will be made to ensure that other participants will respect confidentiality of what you disclose in the group, this cannot be guaranteed. For this reason, you are advised not to disclose personally sensitive information in the focus group.” All studies must describe the fate of the data and stored samples.
------------------------------------------------------------------------------------------------------------------
DECLARATION OF CONSENT (Edit as required)
I (Name) have been informed about the study entitled (provide details) by (provide name of researcher/fieldworker).
I understand the purpose and procedures of the study (add these again if appropriate).

I have been given an opportunity to answer questions about the study and have had answers to my satisfaction.

I declare that my participation in this study is entirely voluntary and that I may withdraw at any time without affecting any treatment or care that I would usually be entitled to.
I have been informed about any available compensation or medical treatment if injury occurs to me as a result of study-related procedures.
If I have any further questions/concerns or queries related to the study I understand that I may contact the researcher at (provide details).

If I have any questions or concerns about my rights as a study participant, or if I am concerned about an aspect of the study or the researchers then I may contact:
Tick (√) which is applicable:

I hereby give permission to be audio-recorded during the data collection process. 
	Yes
	No



(tick Yes/No)  

I hereby give permission to be video-recorded during the data collection process.

	Yes
	No



(tick Yes/No)  
I hereby give permission to photographed during the data collection process.

	Yes
	No



(tick Yes/No)  
____________________    

____________________
Signature of Participant                            Date

____________________ 

_____________________
Signature of Witness                                Date

(Where applicable)     

____________________ 

_____________________
Signature of Translator                            Date

(Where applicable)
BIOMEDICAL RESEARCH ETHICS ADMINISTRATION

Research Office, Westville Campus

Govan Mbeki Building

Private Bag X 54001 
Durban 
4000

KwaZulu-Natal, SOUTH AFRICA

Tel: 27 31 2602486 - Email: BREC@ukzn.ac.za 
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