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	Instructions to the researcher:
· If the 6-month survey is being carried out via telephone, complete pages 2 to 4.
· If the 6-month survey is being carried out in person, complete pages 5 to 7.






Complete If the 6-Month Survey Is Being Carried Out Via Telephone
Good day, my name is ________________________ (researcher’s name and surname) and I am a social science researcher at the Desmond Tutu HIV Foundation, University of Cape Town. To confirm that I am speaking with ________________________ (participant’s name and surname), could you please give me your date of birth? 
When you first gave us permission to take part in the IMARA study, we explained that we would ask you to answer some similar questions as in the first survey 6 months later. Ideally, we would ask you these questions in person, but as you know, our country is facing an unprecedented situation with the COVID-19 virus and is recommending that all citizens stay at home, maintain good hygiene practices and practice social distancing. We therefore would like your permission to ask you these questions over the phone, since we cannot meet you in person. If you agree to participate in the phone interview, I will ask you each question and record your answer. In addition to requesting your permission to complete the survey via telephone, I would like to ask for your permission to complete additional activities that were not included in the previous consent. I will explain each activity, one by one below. Before we go further, I would like to remind you of the key parts of the consent process.
· Voluntary participation
Remember that your decision to participate in this study is completely voluntary. You can refuse to take part and you can stop participating at any time. You can also refuse to answer any question or refuse to do any study activity. If you decide not to participate in study activities, or decide to stop after you have agreed to participate, this will in no way affect your ability to receive health services or any other services with us in future.
· Sensitivity of the questions and needing a private space to conduct the survey by phone
I would also like to remind you that some questions may be sensitive. As you may remember from the last questions you answered, these questions ask about topics like HIV, sexually-transmitted infections, PrEP, mental health, sexual behavior (including sexual partners), and alcohol/drug use. We will also ask about your relationship with your caregiver and communication with your caregiver around topics like sex. On this survey, we will additionally ask you some questions about your experiences during the COVID-19 lock-down. Now that we are requesting to conduct the survey using the telephone, please assess your home situation to find a private space where you feel comfortable answering the questions. [Interviewer must confirm with the participant regarding availability of a private space to conduct the survey telephonically, otherwise request to postpone the survey until she has found a quiet space]. Should you feel uncomfortable answering any question, you are free to skip the question by letting me know as we speak over the phone. Should any of questions make you uncomfortable and anxious, please let me know at the end of the phone interview so that I can find a way to assist you. 
· Storage of the data you provide today and risks to participation
Your responses will be stored on a secure online database. We will destroy any identifying information or links between data and identifiers when it is no longer needed for the study. Since I will be asking you questions over the phone, there is a risk that others may overhear our conversation or what we are talking about. To minimize these risks, as I mentioned before, I recommend that you try to find a quiet place where you feel comfortable answering questions. 


Changes made and additional permission requested 
1) Month 6 follow up visit and clinical assesments: 
[bookmark: _Hlk40340629][bookmark: _Hlk40341296]Given the current cirmstances with COVID-19, and as explained above, we request your permission to conduct the survey via telephone. However, because all clinical assesments need to be done in person and at the research site, we will conduct these tests only when you can come to the site after the lockdown has been lifted. Just like at the beginning of the study, you will have the option of receiving HIV counseling and testing (HTC), STI testing, and/or PrEP. The STI tests will include chlamydia, gonorrhoea, and trichomonas. The staff members will have in hand your consent form and will remind you of all the clinical procedures and the risks involved before any clinical assessments begin. If you have accepted PrEP from us in the past, we will ask you to provide a blood sample that will be used to test for your adherence to the PrEP medication. We will contact you in good time to schedule a clinic visit. 
2) Month 12 follow-up visit 
We have made changes to our study and have extended the study time to an additional 6 months. Therefore, we would like to request your permission to complete another follow-up visit at Month 12. We will continue to contact you on a monthly basis to keep in touch between now and then, and we will schedule the visit with you about one month in advance. When you come for the Month 12 visit, we will ask you to do the following:
i) Complete a survey once again. During the survey, you will be asked the same types of questions as in the first two surveys—questions about HIV, sexually-transmitted infections, PrEP, mental health, sexual behavior (including questions about sexual partners), and alcohol/drug use. We will also ask about your relationship with your caregiver and communication with your caregiver around topics like sex, along with questions about your experiences during the COVID-19 lock-down.
ii) Complete clinical assesments similar to the ones you have already completed with us. The staff members will have in hand your consent form and will remind you of all the clinical procedures and the risks involved. You will once again have the option of receiving HTC, STI testing, and/or PrEP. The STI tests will include chlamydia, gonorrhoea, and trichomonas. If you have accepted PrEP from us in the past, we will ask you to provide a blood sample that will be used to test for your adherence to the PrEP medication.
In the event that we are under a nationwide lockdown, we will follow the same procedures as the ones highlighted above for Month 6, where we will complete the survey via telephone and only when we are able to, we will ask you to come in person for clinical assessments.
3) Reimbursement
Surveys completed over the phone will take about 1 hour (depending on your responses to the questions) and you will receive R50 as reimbursement for your time. This payment will be done via a secure system like e-wallet that will enable both you and the study team to confirm receipt of payment. We request that you supply us with an active and private cell number where this payment can be paid and confirmed. You will receive an additional R80 when you come to the site for clinical assessments, which will take about 2-3 hours, as reimbursement for your time and transport to the site. If you prefer, you can decline to receive an electronic transfer and instead receive the full reimbursement amount of R130 when you come to site for clinical assessments. 
	For researcher to complete electronically, based on participant’s response:

Participant name and surname: ________________________________________	

The participant:
· Understands and agrees to the changes to the 6-month study follow-up, including completing a telephone survey and being offered clinical assessments:   □ Yes      □ No 
· Agrees to take part in the 12-month study follow-up:     □ Yes          □ No 
· Agrees to receive:   □ Electronic and in-person reimbursement       
                                   □ In-person reimbursement only 

I __________________________________________ (researcher’s name and surname) declare that I have explained the information given in this document. I answered all questions and have properly recorded the participant’s verbal response. 
Was a copy of this form given to the participant when the participant was seen in person? 
· Yes    
· No: If no, why not: _____________________________________________ 

Today’s date: _____ (day)/ ____ (month) / _____ (year)		Time: ____________






Complete If the 6-Month Survey Is Being Carried Out In Person
Good day, my name is ________________________ (researcher’s name and surname) and I am a social science researcher at the Desmond Tutu HIV Foundation, University of Cape Town. While you have consented to participate in our study before as per copy [Interviewer to show participant her consent copy], this short consent form is to highlight additional activities that were not included in the previous consent. I will explain to each activity, one by one below. First, I would like to thank you for coming for your Month 6 follow-up visit. On this follow up visit, there will be no discussion groups. Before we go further, I would like to remind you of the key parts of the consent process.
· Voluntary participation
Remember that your decision to participate in this study is completely voluntary. You can refuse to take part and you can stop participating at any time. You can also refuse to answer any question or refuse to do any study activity. If you decide not to participate in any study activities, or decide to stop after you have agreed to participate, this will in no way affect your ability to receive health services or any other services.
· Sensitivity of the questions 
I would also like to remind you that some questions may be sensitive, as you may remember from the last questions you answered. In addition to asking you similar questions as on the first survey you completed for this project, we will also ask you some questions about your experiences during the COVID-19 lock-down. Should you feel uncomfortable answering any of the questions, your are free to skip them. Should any of questions make you uncomfortable and anxious, please inform our staff and they will be ready to assist you. 
· Storage of the data you provide today 
Your responses will be stored on a secure online database. We will destroy any identifying information or links between data and identifiers when it is no longer needed for the study. 
Changes made and additional permission requested 
1) Month 6 clinical assesments: 
During this 6-month follow-up visit, just like at the beginning of the study, you will have the option of receiving HIV counseling and testing (HTC), STI testing, and/or PrEP. The STI tests will include chlamydia, gonorrhoea, and trichomonas. The staff members will have in hand your consent form and will remind you of all the clinical procedures and the risks involved before any clinical assessments begin. If you have accepted PrEP from us in the past, we will ask you to provide a blood sample that will be used to test for your adherence to the PrEP medication.
2) Month 12 follow-up visit 
For this consent, we would like to request your permission to complete another follow-up visit at Month 12. What that means is that we have extended the study period for an additional six months. We will continue to contact you on a monthly basis to keep in touch between now and then, and we will schedule the visit with you about one month in advance. Like in the Month 6 visit, when you come in for the Month 12 visit, we will ask you to do the following:
i) Complete a survey once again. During the survey, you will be asked the same types of questions as in the first two surveys—questions about HIV, sexually-transmitted infections, PrEP, mental health, sexual behavior (including questions about sexual partners), and alcohol/drug use. We will also ask about your relationship with your caregiver and communication with your caregiver around topics like sex, along with questions about your experiences during the COVID-19 lock-down.
ii) Complete clinical assesments similar to the ones you have already completed with us. The staff members will have in hand your consent form and will remind you of all the clinical procedures and the risks involved before any clinical assessments begin. You will once again have the option of receiving HTC, STI testing, and PrEP. The STI tests will include chlamydia, gonorrhoea, and trichomonas. If you have accepted PrEP from us in the past, we will ask you to provide a blood sample that will be used to test for your adherence to the PrEP medication.
As you know, our country has been facing an unprecedented situation with the COVID-19 virus. In the event that we are under nationwide lockdown when the Month 12 survey is meant to take place, we may request your permission to complete the survey via telephone. We will then ask you each question over the phone and record your answer. There is a risk that others may overhear our conversation, but before we begin we will ask you to find a private space where you feel comfortable answering the questions. Only when we are able to, we will ask you to come to the site for the clinical assessments, since all clinical assessments can only happen in person.
2) Reimbursement for Month 12 follow-up visit 
Our reimbursement at Month 12 will remain the same as for the surveys and clinical assessments you completed previously. You will receive R130 after completing the in-person visit, which will take about 3-4 hours, as reimbursement for your time and transport to the site. If we need to complete the survey over the phone, it will take about 1 hour (depending on your responses to the questions) and you will receive R50 as reimbursement for your time. The payment will be done via a secure system like e-wallet that will enable both you and the study team to confirm reciept of payment. We will request that you supply us with an active and private cell number where this payment can be paid and confirmed. You will receive an additional R80 when you come to the site for Month 12 clinical assessments, which will take about 2-3 hours, as reimbursement for your time and transport to the site. If you prefer, you can decline to receive an electronic transfer and instead receive the full reimbursement amount of R130 when you come to site for clinical assessments.
	For the participant to complete during 6-month in-person survey:

I, ________________________________________________ (name and surname) have  received information about the changes made to the study and agree to continue taking part in the study. I have been given answers to my questions about the study. 

· I agree to being offered 6-month clinical assessments: □ Yes          □ No
· I agree to participate in the 12-month study follow-up: □ Yes          □ No
· I have received a copy of this informed consent form: □ Yes          □ No
· If the 12-month survey is done via telephone, I agree to receive:   
□ Electronic and in-person reimbursement         □ In-person reimbursement only 

Signature: ____________________________________________

Today’s date: _____ (day)/ ____ (month) / _____ (year)		Time: ____________




	For researcher to complete during 6-month in-person survey:

I ____________________________________________ (researcher’s name and surname) declare that I have explained the information given in this document. I provided ample time for questions and answered all questions. 
Was a copy of this form given to the participant?  
· Yes    
· No: If no, why not: _____________________________________________ 

Signature: ____________________________________

Today’s date: _____ (day)/ ____ (month) / _____ (year)        Time: ________________
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