INFORMED CONSENT FORM ASSENT FOR CHILDREN IN THE HOUSEHOLD (12 - 17 YEARS OLD)

FOR PROTOCOL: TB CHAMP
A phase III cluster randomised placebo-controlled trial to assess the efficacy of preventive therapy in child contacts of multidrug-resistant (MDR) tuberculosis (TB)

TB CHAMP Protocol Version 3.0 dated 09 February 2021

SHORT TITLE: Tuberculosis Child Multidrug-resistant Preventive Therapy Trial (TB-CHAMP)


Introduction
Hello, my name is ……………………………………………………… (Insert Name of Study Personnel)
I am a ………………….………………………… (Insert Designation) at (Insert site name).
You are being invited to take part in this research study. Research is something people do to find out more about things.  In this case we want to find out more about how we can protect children against TB.  

1. What is this study about? 
This study is called TB-CHAMP. This is a study of preventing (avoiding getting) TB.  We are looking at children who are living with someone who has a form of TB which ordinary medicines do not treat                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                 so well. This kind of TB needs different medicines to treat it. It is called multidrug-resistant tuberculosis (MDR-TB).
The reason we are asking you to be part of this study is because you have been living with an adult who has tuberculosis (TB). 
We are doing this study to find out more about how best to stop children and adolescents from getting TB if they live with someone with MDR-TB.

2. Who will be in the study? 
About 1000 (one thousand) children who are younger than 18 years of age will be part of this study.
 
3. Who is doing this study? 
The TB-CHAMP study is led by Stellenbosch University. Different groups in South Africa are part of this study all over the country: Cape Town, Johannesburg (Wits University), Klerksdorp (Wits University), Port Elizabeth (Wits University), and Durban and Pietermaritzburg (THINK).

This study will be submitted for WHO ERC approvals
Before you decide if you want to be part of this study, we want you to know more about the study. 
This is an Assent form. It will give you information (facts) about this study.  The study staff will talk with you about this information. You are free to ask questions about this study at any time.  If you agree to take part in this study, you will be asked to write down your name at the end of this form.

4. How do people get TB?
This research study is a way to learn more about new medicines that aim at treating you. If you decide that you want to be part of this study, you will be asked to take your medicines every day and come for check-up visits at this clinic for 2 years.
People who share the same home with a person with TB may get infected with the TB germ. Most people do not get sick when their body gets infected with this TB germ.  But children have a higher chance of getting sick (feeling sick, coughing, having fever) with TB.
In this study, we want to see if a TB medicine called levofloxacin, can protect children from getting MDR-TB.  There is not yet much information about how to protect children against MDR-TB (where the usual medications do not work so well).

5. What will happen to me if I am part of this study?
You will get one of two types of medicine for 6 months.  This will be the medicine levofloxacin, or a “placebo”.  A placebo looks and tastes like a medicine but is like a sugar pill. The computer will choose which one of the two treatments you get.  The study team will not choose or know which you one you will get. The computer chooses one or the other treatment “randomly”. This is like flipping a coin.
We will see you about 9 study times over one and a half years. Mostly these visits will be at the study site but some may be in your house.  In the 6 months that you are getting the study medicine, we will usually see you once a month.  At each visit we will check how you are growing and whether you are well. 

6. What kind of tests will be done on me if I am part of this study?
We will start off by taking a spoonful of blood to see if your body has “seen” (been infected with) the TB germ. This test is called an IGRA. If your test is positive and you are well, you will be asked to be part of the study.  If you have a positive test it does not mean that you are sick with TB. It only means that you infected with TB before but didn’t get sick. We will also take a photograph of your chest (chest x-ray). At some visits we will take a small amount of blood (about a teaspoonful full) to check that there are no side effects. We will also store some blood to do tests to check the body’s response to the TB germ. 

If we are worried at any stage that you are sick, we will do more tests like taking a sputum sample and doing a chest x-ray. If your parents are worried about you, they will be able to contact us at any time.

If you are a girl and have started having your periods, we will also do a pregnancy test at the beginning of the study and at follow up visits. This will just use urine and will be very quick.
We will also give you advice about ways to not get pregnant. This can be a quick chat about contraception and will be part of follow up visits.  Please ask us questions about this at any time. 
If at any time you become pregnant while you are part of the study, please tell us immediately. You can choose to stay on the study or go off the study. You can also to choose to stay on the study but not get the treatment part of the study. 

7. Can bad things happen to me if I am part of this study?
The medicine used in this study, levofloxacin, can have bad effects (side effects). We do not see these effects often in children. If you have questions about such effects, please ask us about this. If there is anything that is worrying you, please tell your parents immediately.
Some bad things you could feel are: 
· Nausea (feeling like you want to throw up) 
· Vomiting (throwing up)
· Dizziness (feeling like you are spinning)
· Headache
· Trouble sleeping
· Runny tummy (diarrhoea)
·  Sore joints or swollen joints  
· Tendon pain or swelling
· Sore muscles
· Seeing or hearing things that are not really there (hallucinations) 

When we take blood, it will not be more than a teaspoon full. We will put some cream on your skin so that the needle does not hurt too much when we take blood.

8. Can good things happen to me if I am part of this study?
People may have good things happen to them because they are in a study. These things are called “benefits.” You yourself may not benefit from being part of this study but, the new information we will get from the TB-CHAMP study will help to find out the best way to protect children against getting TB in the future. We also hope that the medical treatment and care you have in this study will help you and your family. 

9. Do I have to be part of this study?
No, you do not have to be part of this study. You can also go to the government TB clinic in your local community for care.  You can refuse to be part of this study. You can also tell us any time if you do not want to be part of this study any more even if you said you wanted to be part of it at the beginning. 
If you do not want to be in this research study, we will tell you what other kinds of treatments there are for you. You are not forced to participate. 

10. Will my information be kept private (confidential)
Yes, we will keep your information like your name, your parents’ or caregiver’s name, date of birth and so on, private.  This means that we will not share it with other people.
If you become an adult (18 years) while participating in the study, you will be asked to sign an adult consent form.

11. Who should I ask if I have any questions about the study?

The 24-hour telephone number that you can reach the study staff on is:  
 insert site number (24 hour number)

For questions about your rights as a research participant, contact:
•	Prof Clement Penny, Chairperson
•	The University of the Witwatersrand, Human Research Ethics Committee
•	Telephone number:  (011) 717 2301
IS IT OKAY TO SAY NO?
You can say NO if you do not want to take part.  If you say NO, we will not be angry and will care for you as before.
If you say YES, you must know that it is OKAY to change your mind later. 
If you say YES now, it means:
· We have told you about the study
· You understand what the study is about.
· You agree to take part in the study
· You agree to follow all the study requirements and to take the all the medicines.

TB-CHAMP Signature page Child Assent
 Signing below shows that you have been told about this study and that agree to be part of this study. 
Please tick off each of the boxes below if you agree. 
	I agree that I have read/ been read this assent form (Version 1.0 date 23 February 2021) for the TB-CHAMP study and that I understand what is needed of me. 
	□
Participant Initials _____________

	
The study has been explained to me. 

	□
Participant Initials _____________

	I have been able to ask questions. 
	□
Participant Initials _____________


	My questions have been answered.
	□
Participant Initials _____________


	I understand that I can choose for myself if I want to or don’t want to be part of this study. 
	□
Participant Initials _____________


	
I agree to take part in the TB-CHAMP study 
	□
Participant Initials _____________




Please sign your name below:

Participants Name (print)	  

Participant’s Date of Birth           Participant’s Signature of Mark                 Date (dd/mm/yyyy)
                                                                       
[bookmark: _Hlk65659264]
Parent/ Legal Guardian (print)	      Parent/Legal Guardian’s Signature/Mark   Date (dd/mm/yyyy)

		
Staff Conducting Consent                                 Study Staff’s Signature	 Date (dd/mm/yyyy)
Discussion (print)	                                                                                                


Witness’ Name (print)	                             Witness’ Signature	                  Date(dd/mm/yyy)

*Participants who are unable to read or write a witness will also complete the signature section above at the end of the consent process.
* Witness is impartial and was present for the entire consent process 
* Retain original Informed Consent Form on file. Offer participant a copy. Place a copy in medical records if applicable.

TB CHAMP Protocol Version 3.0 dated 03 February 2021		Study PID: __________________

English Informed Consent Form for Children in the Household (12- 17 Years), Version 1.0 dated 23 February 2021
Principal Investigator: (add site PI)
Site: (add site name)
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