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Sponsor & Funder: 
[bookmark: _Toc31010443][bookmark: _Toc27398462][bookmark: _Toc27396383][bookmark: _Toc26785566][bookmark: _Toc25743865][bookmark: _Toc24290845][bookmark: _Toc21773385][bookmark: _Toc21773289][bookmark: _Toc21701214][bookmark: _Toc21700581][bookmark: _Toc21700315][bookmark: _Toc21445462][bookmark: _Toc17700456][bookmark: _Toc17697459][bookmark: _Toc17688886][bookmark: _Toc17646668][bookmark: _Toc500149919][bookmark: _Toc500149705][bookmark: _Toc500044514][bookmark: _Toc499460373][bookmark: _Toc499443651][bookmark: _Toc499116916]What is informed consent? 
You are invited to take part in a research study. Participating in a research study is not the same as getting regular medical care. The purpose of regular medical care is to improve one’s health. The purpose of a research study is to gather information. It is your choice to take part and you can stop any time.
Before you decide you need to understand all information about this study and what it will involve. Please take time to read the following information or get the information explained to you in your language. Listen carefully and feel free to ask if there is anything that you do not understand. Ask for it to be explained until you are satisfied. You may also wish to consult your spouse, family members or others before deciding to take part in the study.

If you decide to join the study, you will need to sign or thumbprint a consent form saying you agree to be in the study. 
[bookmark: _Toc31010443][bookmark: _Toc27398462][bookmark: _Toc27396383][bookmark: _Toc26785566][bookmark: _Toc25743865][bookmark: _Toc24290845][bookmark: _Toc21773385][bookmark: _Toc21773289][bookmark: _Toc21701214][bookmark: _Toc21700581][bookmark: _Toc21700315][bookmark: _Toc21445462][bookmark: _Toc17700456][bookmark: _Toc17697459][bookmark: _Toc17688886][bookmark: _Toc17646668][bookmark: _Toc500149919][bookmark: _Toc500149705][bookmark: _Toc500044514][bookmark: _Toc499460373][bookmark: _Toc499443651][bookmark: _Toc499116916]Why is this study being done? 

The results of the study will be made available to your community.
What does this study involve?

In case the investigator discovers you are sick and decides that you cannot participate in the study because of that, you will receive immediate care at the study site and then be referred to the appropriate health facility. 

If the research study needs to be stopped, you will be informed and you will have your normal medical care.
What will happen to the samples taken in this study?
Please include if genetic testing will be done and if samples will be sent out of the Gambia
What harm or discomfort can you expect in the study?

What benefits can you expect in the study? 

Will you be compensated for participating in the study?
You will not get paid for participation, but you will get either transport by MRC or get the costs for the transport reimbursed. 

What happens if you refuse to participate in the study or change your mind later?
You are free to participate or not in the study and you have the right to stop participating at anytime without giving a reason. This will not affect the medical care that you would normally receive. 
In case you decide to withdraw your participation during the study, any information already generated from the samples until the time of withdrawal will be used and samples already collected, for which you have given consent, will also be analysed and data used. The study doctor may also ask for tests for your safety. 
Should any new information become available during the study that may affect your participation, you will be informed as soon as possible.
If you are injured in the study what compensation will be available? 
We will be responsible to provide for treatment caused by procedures of the research study. 
If medical treatment is required as an emergency, please refer to your health centre or clinic and contact the field worker who gave his/her telephone number to you or contact Dr [Name] on [Phone number]. 
How will personal records remain confidential and who will have access to it?
All information that is collected about you in the course of the study will be kept strictly confidential. Your personal information will only be available to the study team members and might be seen by some rightful persons from the Ethics Committee, Government authorities and sponsor.
Who should you contact if you have questions?
If you have any queries or concerns you can contact Dr [Name] or Dr [Name] on [Phone number] and you can always call the personal numbers of the study staff given to you. 
Please feel free to ask any question you might have about the research study.
Who has reviewed this study? 
This study has been reviewed and approved by a panel of scientists at the Medical Research Council and the Gambia Government/MRC Joint Ethics Committee, which consists of scientists and lay persons to protect your rights and wellbeing.

CONSENT FORM
Participant Identification Number: |__|__|__|__|__|__|__|__|__|__|__|__|
	
	(Printed name of participant)
[bookmark: __Fieldmark__223_1090661421][bookmark: __Fieldmark__223_1090661421]|_| I have read the written information OR
[bookmark: __Fieldmark__231_1090661421][bookmark: __Fieldmark__231_1090661421]|_| I have had the information explained to me by study personnel in a language that I understand,
and I
· confirm that my choice to participate is entirely voluntarily,
· confirm that I have had the opportunity to ask questions about this study and I am satisfied with the answers and explanations that have been provided,
· understand that I grant access to data about me to authorised persons described in the information sheet,
· have received sufficient time to consider to take part in this study, 
· agree to take part in this study. 

Tick as appropriate
	I agree for my samples to be shipped outside of The Gambia 
	
[bookmark: __Fieldmark__260_1090661421][bookmark: __Fieldmark__260_1090661421][bookmark: __Fieldmark__263_1090661421][bookmark: __Fieldmark__263_1090661421]       Yes |_|     No |_|

	I agree to further research on my samples as described 
in the information sheet
	[bookmark: __Fieldmark__270_1090661421][bookmark: __Fieldmark__270_1090661421]Yes |_|
	[bookmark: __Fieldmark__274_1090661421][bookmark: __Fieldmark__274_1090661421]No |_|
	



	Participant’s signature/
thumbprint*
	
	
	
	

	
	
	
	Date (dd/mmm/yyyy)	Time (24hr)

	
	
	
	

	Printed name of witness*
	

	
Printed name of person obtaining consent
	

	I attest that I have explained the study information accurately in ______________________ to, and was understood to the best of my knowledge by, the participant. He/she has freely given consent to participate *in the presence of the above named witness (where applicable). 

	Signature of person obtaining consent
	
	
	

	
	
	
	Date (dd/mmm/yyyy)	Time (24hr)

	* Only required if the participant is unable to read or write.
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