Appendix 4: Participant Information Sheet and Informed Consent Form
Index & Contacts, Phase II: Intervention and control arms
Age: ≥18 years
English
[bookmark: _Hlk56638931]Study Title: Community and Universal Testing for TB among contacts (CUT-TB)



Introduction
Good day, my name is [                                              ], I work for [                                              ] and I am speaking to you today on behalf of our research team. Thank you for taking time to consider participating in our research study. We would like to invite you to take part in this study which is about evaluating a Test-and-Treat strategy that includes universal TB testing of all household and community contacts regardless of symptoms, complemented by treatment of either TB disease or “sleeping TB” in three countries including South Africa, Tanzania and Lesotho. This type of study design is called pragmatic cluster randomized controlled trial. It involves randomly assigning groups of study participants into intervention and control arms.  In this study the control arm will be Standard TB screening arm while intervention arm will be Universal testing. I will explain further what these arms entail in study procedures section below.  
Research is the process to learn the answer to a question and this information sheet explains our study. You are free to decide whether you wish to participate, and before you decide, it is important that you understand why the research is being done and what it will involve. Please ask me if there is anything which is not clear. If you decide to take part, to show that you understand the study and agree to take part, we will ask you to sign or make your mark or thumbprint on a consent form. 
Your participation in this study is entirely voluntary and you can decline to participate or stop at any time, without stating any reason. Your withdrawal will not affect your access to other medical care. You have the right not to participate without giving a reason or penalty or loss of benefits. Your decision to take part or not will not affect your health care or your job in any way. The investigator retains the right to withdraw your participation in the study if it is considered to be in your best interest. If your participation is ended early, you may be asked to return for study-ending tests and procedures for your safety.
Why are we doing this study?
[bookmark: _Hlk58421302]TB is an important health problem in sub-Saharan Africa and is a particularly serious problem among people staying or working with a person who is sick with TB. TB is a disease caused by germs that are spread from person to person through the air. The germs are put into the air when a person with TB disease coughs, sneezes or speaks. People with latent TB (TB that is “sleeping”) have TB germs in their bodies but they are not sick because the germs are not active, and they cannot spread the germs to others. The germs may become active in the future and people often develop disease (TB that is awake and attacking the body).  
[bookmark: _Hlk58328253]We are inviting you in this study because you or your contact has been diagnosed with TB. Children or adults who work or live in a house with someone who has TB are very likely to be infected with TB. That is why when someone has TB it is important to send someone to the house to check household members or community contacts to see if they might have TB.

[bookmark: _Toc469394713]What is the rationale for the study?
By evaluating the Test-and-Treat strategy and universal TB testing of all household and community contacts regardless of symptoms, we are hoping to find more people who have TB by testing everyone among household and community contacts instead of just checking symptoms and testing only people who are symptomatic (screening and test).

In this study we want to:
1. Understand whether testing everyone find more people with TB than testing only people who are symptomatic.
2. Check the number of people (prevalence) who need treatment for “sleeping TB” (LTBI) among TB contacts.
3. [bookmark: _Hlk58416309]Understand the experiences of people who receive TB services. 
4. Understand how the type of TB that the index patient (people who are found to have TB first) has determined how much the TB can spread. 

If I take part in the study, what will happen?
[bookmark: _Hlk58414249]If you agree to take part in the study, you will be assigned to one of the two arms, Standard TB screening arm or Universal testing arm (Intervention). Because your assignment to an arm is random, like flipping a coin, you will not be able to choose your arm.

If you are an Index Cases we will:
· Request to see your test results and ask you about your illness.
· Ask you about your experiences at the clinic and community during your time of taking TB (TB that is awake and attacking the body) medicines.
· Ask you about your household and community contacts, request a list of your contacts and request to visit your home to get information from your household members and community contacts who may also have TB. 
· Collect information regarding your illness, household items you have, and different costs associated with being on TB medicines.
· [bookmark: _Hlk58321828][bookmark: _Hlk58333269]Collect specimens such as sputum. The specimens collected will be used to determine how much the TB can spread.
· Offer you an HIV test if you do not know your HIV status. If you are willing to have an HIV test, we will provide you with HIV counselling before and after the test and perform the test using finger prick. If the HIV test result is positive, we will discuss this result with you and discuss how you can get further care. It is not a requirement for you to have an HIV test to be in the study.
· We are requesting permission to access your medical records at the clinic to determine results of further tests that you may have and whether you started or completed any treatment.

If you are a contact, we will do the following:

· If you are assigned on Standard TB screening arm which is control arm in this study, we will: 
· Ask you few questions to check if you are sick with TB (TB that is awake and attacking the body);
· Ask you to give us sputum (spit from the chest), to test for TB germs in the laboratory only if you feel sick.
· [bookmark: _Hlk58420040]Ask you to go to a nearest health facility of your choice to get treated for active TB (TB that is awake and attacking the body) if we get a positive laboratory test. 
· [bookmark: _Hlk58420680]Ask you to go to a nearest health facility of your choice to get treated for “sleeping TB” if we get a negative laboratory test even if you don’t feel sick.
· If you are assigned on Universal testing arm which is an intervention arm in this study, we will:  
· Ask you to give us sputum (spit from the chest), to test for TB germs in the laboratory even if you don’t feel sick.
· Ask you to go to a nearest health facility of your choice to get treated for active TB (TB that is awake and attacking the body) if we get a positive laboratory test. 
· Ask you to go to a nearest health facility of your choice to get treated for “sleeping TB” if we get a negative laboratory test even if you don’t feel sick.
· We will also store your sputum for other tests that will be done in the future.
· If necessary, we will ask to collect your blood specimens (7 ml of blood that is about 2 teaspoons) to test in the laboratory to see if you have TB infection (TB that is “sleeping”).
· If you do not know your HIV status, we will offer you an HIV test. If you are willing to have an HIV test, we will provide you with HIV counselling before and after the test and perform the test using finger prick. If the HIV test result is positive, we will discuss this result with you and discuss how you can get further care.  It is not a requirement for you to have an HIV test to be in the study.
· We will come back after 1-2 weeks to give you your results for TB disease (TB that is awake and attacking the body) and TB that is “sleeping”. 
· [bookmark: _Hlk58334046]We will ask further questions about yourself (level of education, your employment and the type of house you live in).
· We may ask you more information about the costs that you have incurred for your illness and in getting treatment.
· We are requesting permission to access your medical records at the clinic to determine results of further tests that you may have and whether you started or completed any treatment.
We will also request your permission to share your anonymised raw data. De-identified data with your test results may be stored in a data repository for publication in an open access journal. Your sputum specimen may also be shipped abroad for storage, testing and future research studies. Sputum testing will be conducted in the address listed in table 1. 




Table 1: Laboratory address where CUT-TB samples will be shipped and tested
	Laboratory address
	Type of test
	Rationale

	Research Center Borstel, Leibniz-Center for Medicine and Biosciences (FZB): Leibniz-Center for Medicine and Biosciences Parkallee 1 23845 Borstel, Germany
	Next Generation Whole Genome Sequencing
	Tuberculosis strain isolation, identification, sequencing, genotyping and related training



Reimbursements for study participation
There is no cost to you for participating in this study. You will NOT be paid to participate in this study. This study will take about 50 minutes of your time today. 

Insurance:
We have obtained insurance for you in the event of study related injury or illness in terms of 2014 ABPI guidelines. A study-related injury or illness is one that occurs as a direct result of study-specific procedures. 

What are the risks and benefits of taking part in the study?
The possible risks of taking part are among contacts:
· It may be that we will ask you to draw blood.  Drawing of blood is normally done as part of routine medical care and present a slight risk of discomfort. Drawing blood may result in faintness, inflammation of the vein, pain, bruising or bleeding at the puncture site. There is also a slight possibility of infection. Your protection is that experienced personnel will perform the procedures under sterile conditions.

We will provide you with any additional information that becomes available during the study which may affect your willingness to continue on the study.
Possible benefits 
If you or your contacts are diagnosed with sleeping and/or active TB you will be referred to your preferred clinic for treatment and care. There will be no other additional benefits to you for participating in this study.
What happens if I do not agree to take part in this study? 
You do not have to take part in this study: if you do not take part, this will not affect the medical care that you receive. You can decide to stop taking part in the study at any time, without giving a reason. 
How will the information collected during this study be kept confidential? 
During the course of the study, we may collect your personal data, research data and review your medical records to confirm few details about you. All information obtained during the course of this study, will be kept strictly confidential/ in secret in a locked cabinet: [Project Manager] is responsible for this. 
Reports about the study and results that may be published in scientific journals and on electronic databases will not include any information which allows you to be identified in any way. The information might be inspected by monitoring organisations and other researchers. Information we collect will be identified on forms and computer files only by a study number, not your name. When we enter your information into a computer, we will keep any of your identifying details separately, protected by a password, and only restricted study staff will have access.  The rest of the information will be entered into another database, identified only by your study number, and we will use only this database to find the answers to our study questions. Only restricted study staff would be able to link your identifying details with the rest of your information on the computer databases, ensuring that your information remains in secret/confidential.
Any information uncovered regarding your test results or state of health as a result of your participation in the study will be held in strict confidence.  We will inform you of your HIV status and TB test results.  However, during your participation, we may discover other findings that are not related to the project.  We will ask you if you would like to be informed of any finding of importance to your health.  You will need to indicate on this form if you would like to be informed of any findings that occur.   This information will not be disclosed to any third party in addition to the ones mentioned above without your written permission. The only exception to this rule will be cases of communicable diseases where a legal duty of notification of Department of Health exists. In this case, you will be informed of my intent to disclose such information to the authorised state agency. We are required by law to inform the health service if there is TB in your sputum, so that you can receive the correct treatment. 
The information might also be inspected by the National Health Research Ethics Council (NHREC), University of the Witwatersrand, Human Research Ethics Committee (HREC), the South African Health Products Regulatory Authority (SAHPRA) and/or the United States Food and Drug Administration (FDA), as well as your personal doctor. Therefore, you hereby authorise me to release your medical records to EDCTP (THE SPONSOR), its employees or agents, domestic and foreign regulatory health authorities, the South African Health Products Regulatory Authority (SAHPRA), the National Health Research Ethics Council (NHREC), and the University of the Witwatersrand, Human Research Ethics Committee (HREC).
What if I have questions about this study? 
If you have any questions about this study, please feel free to ask me now. If you have questions later you can ask study staff here at the clinic, or telephone [Project Manager] on 010 590 1300.
Ethics Approval:
1. The study protocol was reviewed by the University of the Witwatersrand, Human Research Ethics Committee. Written approval to conduct this study was granted/given by them. 
2. The study has been structured in accordance with the Declaration of Helsinki (last updated October 2013), which deals with the recommendations guiding doctors in biomedical research involving human participants. A copy may be obtained from the study team should you wish to review it.
3. The study is funded by The European & Developing Countries Clinical Trials Partnership (EDCTP), a public-public partnership between countries in Europe and sub-Saharan Africa, supported by the European Union. 
If you have any questions or concerns about your rights as a person taking part in a research study, or if you wish to make a complaint about the study, you may contact:
Prof Clement Penny, Chairperson
The University of the Witwatersrand 
Human Research Ethics Committee
Telephone number: (011) 717 2301
This is an independent Ethics committee established to help protect the rights of research participants, at 011 717 2301. We will give you a copy of this information sheet, which explains the study, to take away with you.  If you would like a copy of a report on this study, and you give us an email or postal address, we will send you a report. The final results may not be available until 2-4 years from now.
Participant consent form: CUT-TB study 		         Study ID No:   --
Study title: Community and Universal Testing for TB among contacts (CUT-TB)

While doing some tests and examinations we may find some diseases or conditions you may not know about and we may also find sociological and criminal findings including abuse, domestic violence, sex trafficking, etc which are unrelated to the aims of the study. Do you want to be notified of any of these findings? (Yes/No)
· I have read the information sheet about this study (or the information sheet about this study has been read to me) and I understand what will be required of me and what will happen if I take part in the study.
· My questions concerning this study have been answered by:_______________________
· I would like/wouldn’t like any additional findings as part of this study to be given to me.  
	
	
	
	
	

	Research staff name (printed)
	
	Signature
	
	Date


· I understand that I may withdraw from this study at any time without giving a reason and without affecting my normal care and management.
· I agree that the study personnel may review my medical records.
· [bookmark: _Hlk58322416]I agree for my sputum sample to be stored and used for future analyses. 
· I agree to have my sputum specimen shipped abroad for storage, testing and future research studies.
· I agree for my de-identified and anonymised raw data to be stored in a data repository for publication in an open access journal.
· I agree to take part in the study.
           
	
	
	
	
	

	Study participant name (printed)
	
	Signature/mark/thumbprint
	
	Date


If the information sheet and consent form were translated or explained to the participant, enter the name of the translator here and their signature:
	
	
	
	
	

	Translator name (printed)
	
	Signature/mark/thumbprint
	
	Date


If the participant gave verbal consent, enter the name of the person who witnessed the consent here and their signature:
	
	
	
	
	

	Witness name (printed)
	
	Signature/mark/thumbprint
	
	Date
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