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Obtaining Consent from Learners 

Introduction 
Good day, my name is ……………………………………………. from the Africa Health Research Institute (AHRI) and we are doing a study called Developing and pretesting a sexual reproductive health and rights (SRHR) school health promotion intervention in rural KwaZulu-Natal – Safer Choices <Zulu name to be inserted here>. You are being asked to take part in the study to improve uptake of HIV and sexual reproductive health rights and services (SRHRS) of learners in uMkhanyakude district. Would you like me to briefly tell you about the study, and you can then decide if you would like to participate?

What is the goal of this study? 
The aim of this study is to adapt and evaluate a scalable and sustainable school health-promotion intervention – Safer Choices - to improve Sexual and Reproductive Health (SRH) and uptake of HIV-prevention amongst 15-19-year-old learners in rural KZN. Safer Choices is a school-based multiple-component [has different parts which includes the school leadership, peer teams, parents, curriculum, linking to services] intervention effective in reducing sexual risk behaviours and increase protective behaviours in preventing HIV, sexually transmitted infections (STIs) and pregnancy among high-school students.

Who will take part in this study? 
The study will be done in uMkhanyakude district. We will purposively select six high-schools in uMkhanyakude and include learners aged 15-19, both boys and girls and deliver the Safer Choices program and evaluate it. 

We will conduct several activities including - participatory stakeholder workshops, focus group discussions, and in-depth discussions with school-going children/learners to understand the context where intervention will be delivered, identify facilitators and barriers for reach, adapt content and format of delivery of Safer Choices, as well as understand the acceptability and feasibility of Safer Choices. 

We will also conduct in-depth interviews (IDIs) with learners linking at the clinic to understand their experiences and satisfaction with the different components of Safer Choices including the process of being referred and linking into the clinical services; and with staff providing clinical services. 

Last, we will conduct two surveys, one at the beginning of the intervention and another at the end of delivery of Safer Choices, with a total of 390 learners (~65 per school) from the selected schools to measure changes in self-reported SRH and HIV-risk behaviours. 

Your parents received a notification letter about Safer Choices program so they are aware it is being delivered in your school and that you may be involved in the program and they have been given the opportunity to approach the school or study coordinators if they do not want you to participate. The Biomedical Research Ethics Committee of the University of KwaZulu-Natal has approved that minor learners that is those below 18 years who have been selected to participate or interested in participating in the study can decide to participate in the study (without their parents’ prior consent).  I am approaching and inviting you today because you meet the criteria for participating in the study. However, you are free to refuse to participate in the study if you do not want or you can choose not to respond to any questions and you can withdraw your consent at any time. 

What will happen if you agree to take part in the study? 
The research assistant will approach you at home, school or a place of your choosing and obtain consent before you can participate in the study activities - in-depth interviews/workshop/discussion/surveys (select the appropriate one). Workshops and discussions are anticipated to last for about 1-2 hours, and in-depth interviews about 30-45minutes and surveys 30minutes.  We will provide refreshments and a R50 worth data/airtime voucher to appreciate your time in participating in the study. 
Your decision to participate in this study is voluntary. We will ensure that anything you say during the workshops/focus group discussion/in-depth interviews/surveys remains confidential and your name will not be mentioned in any research report. However, in workshops and focus group discussion you will be sharing information amongst your peers. While we encourage everyone, who is participating to respect everyone’s privacy and to treat information as confidential, we cannot guarantee that other members of the group will do so. Efforts will be made to keep your personal or identifying information confidential. We will ask you general questions about your experiences with interventions with young people in your community/school and experiences with Safer Choices in group discussions and more specific/personal questions in in-depth interviews and surveys. You can choose not to respond to any questions and to leave at any point. 

What if you do not want to take part in any part of the study?
Taking part in the study is voluntary. You are free to refuse to answer some, or all, questions. You are free not to participate at all or discontinue at any stage of the study and you will not be affected in any form.

What if you cannot decide now or you change your mind later?
Your decision to participate is completely voluntary. If you decide later that you would like to participate, or withdraw, please contact our Community Engagement Office on 0800 203 695 (free of charge). 

Is there any risk being in the study? 
We do not anticipate any physical risk by participating. We will never force you to answer any question and you can choose not to answer any question that makes you feel uncomfortable. 

What are the benefits to being in the study? 
By participating in this study, you are helping contribute to research knowledge and providing a better understanding of how we can modify the school environment through health-promotion for supporting delivery of health and well-being programmes and influence positive behaviour, reduce risky-behaviours and foster resilience. This will help for future planning and scale-up of school-based health promotion interventions targeted at young people which will benefit you and your community. Whether you participate or not, any questions you might have about your health will be explained by the fieldworker to the best of their ability and will not affect your health, personal, school or employment situation.   

Will you receive any compensation?
We will provide you with R50 worth airtime and refreshments as a token of appreciation for your time after participating in any of the activities in the study.

Audio recording of interviews
During discussions with you we would like to make an audio recording of the conversation. Recording the discussion means that the fieldworker does not need to take detailed notes of what is said and can help us make the best use of the information that you share with us. We will not ask for your name during audio recordings or anything that identifies you. We will ask for your permission to audio record the discussion via a consent form. 

Who will see the information that is collected?
All the information collected is kept private and confidential. There will be no name only a secret number. All the data will be kept on a secure computer using only this number not your name. Your identifiable information (such as your name, school, the place where you live or your ID number) will be kept separately. One person (Dr Natsayi Chimbindi, Principal Investigator) has custody of this information. In this way the data is locked so that scientists cannot relate results to a single name, school or homestead. Scientists can be given permission to analyze the findings from this study and may also write about the findings in scientific journals to share the information that we learn with scientists, doctors and others in South Africa and the world. Scientific writing is never about named individuals. We take all possible steps to reduce the risk of people being identified. 

The recording will be transcribed, and the recording will then be destroyed. Only authorized study staff will have access to this information. The information that is recorded will be typed into a password protected computer at the Africa Health Research Institute in Somkhele and stored on a secure computer server for at least five years. Only authorized study staff will have access to this information.  The hard copies of all forms we have used to write down information that you give us will be destroyed after entry on the computer. We will store data in a secure location while the information is waiting for data entry onto the computer.

The ethics committee
This study has been approved by the Biomedical Research Ethics Committee of the University of KwaZulu-Natal (REFERENCE NUMBER BREC/00005024/2022). Contact details at the foot of the page). The Ethics Committee may look at the information from the study to check that procedures are being correctly and safely followed but they will not see your name.

Communication of research findings
At the end of the study, we will inform the relevant education and health stakeholders and local community about the findings of the study but not the results of any individual. We also inform the Department of Health in KwaZulu-Natal.

Who to contact if you want to know more, or if you have a problem or complaint at any time?
If you ever have questions about this study, or in case you are injured as a result of participation in the study, you should contact Dr Natsayi Chimbindi (Principal Investigator) at the Africa Health Research Institute (035 550 7500) or Ms Nompilo Myeni of our Community Engagement Office (0800 203 695). This study has been approved by the Biomedical Research Committee of the University of KwaZulu-Natal, which you can contact on the details below: 

BIOMEDICAL RESEARCH ETHICS ADMINISTRATION, Research Office, Westville Campus, Govan Mbeki Building, Private Bag X 54001, Durban 4000, KwaZulu-Natal, SOUTH AFRICA 
Tel: 27 31 2604769 - Fax: 27 31 2604609; Email: BREC@ukzn.ac.za

Statement of Consent

You agree/disagree that the study has been described to you in a language that you understand by the interviewer, and you have been provided the study and contact information. The fieldworker not/answered any questions you had, and you understand that your participation is voluntary and that your consent can be withdrawn at any time.  If you agree to take part in the study, you will be asked to sign this consent form or make your mark in front of a witness. You will be given a copy of this consent to keep.


Please circle the correct answer

	1 
	Have you received enough information about the study? You confirm that I have read and understood the Information Sheet for the above study.  You have had an opportunity to consider the information and what will be expected of you.  
	YES 
	NO 

	2 
	Have you been given an opportunity to ask questions about the study and been given answers to your satisfaction?
	YES 
	NO 

	3
	Do you understand that your participation is voluntary and that you are free to withdraw at any time without giving a reason and your care/studies will not be affected
	Yes 
	No 

	4
	Do you agree to take part in this study? 
	YES 
	NO 

	5
	Do you agree to be audio recorded? (not applicable in surveys)
	YES
	NO

	6
	Do you agree for your data to be linked to the population intervention platform PIP/surveillance at AHRI?
	YES
	NO




	Do you agree to be contacted by phone in order to make appointments for follow up interviews or discussion of our preliminary findings?
Phone number _________________.
An alternative phone number is _________________. This belongs to __________________ (my _________)
	YES 
	NO 



Signature/Thumbprint of volunteer
	Signature or thumb-print
	



	Date of signature
	

	Print name and surname
	
	





Signature of study staff taking consent
	Signature 
	

	Date of signature
	

	Print name and surname
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