INFORMED CONSENT FORMS
Principles 
· Information Sheets for potential participants should be brief and understandable by the people who are being asked to participate in the study
· The information must be provided in the home language of potential participants. An English translation is required for the EAG.
· They must be presented in writing or verbally avoiding medical and technical terms. If there is no alternative, such terms must be explained simply 

· Researchers should pre-test the information sheet to see if it is really understood

 Recommended model 
Title of study:
Principal Investigator name: 

     Address: 


    Contact number:



You are being invited to take part in a research study.  Please take some time to read the information presented here, which will explain details of this study.  Please ask the researcher any questions about any part of this project that you do not fully understand.  It is very important that you are fully satisfied that you clearly understand what this research entails and how you could be involved.  Your participation is entirely voluntary and you are free to decline to participate.  If you say no, this will not affect you negatively in any way whatsoever, including health care now or in the future.  You are also free to withdraw from the study at any point, even if you do agree to take part.

This study has been approved by  .................................. (name the Ethics committees and health authorities who approved), and will be conducted according to ethical guidelines and principles of the International Declaration of Helsinki, as well as local ethical guidelines (...........................................name these, if any are used) 
What is this research study all about?

Explain briefly and simply using bullet points. Avoid medical or technical 
words. What procedures will be done and where, how long will these take 
and will return visits will be needed
Why have you been invited to participate?

Explain briefly how potential participants were selected (without detail about sampling processes)
What will your responsibilities be?
List, using bullet points, exactly what the participant will be asked to do, so they know what to expect and can make a decision about whether or not they are prepared to do it.

Will you benefit from taking part in this research?

Explain any possible benefits to individuals
Will photographs be taken or tape recordings made?

Identifiers must be explained and specific consent asked for these procedures
Are there in risks involved in your taking part in this research?

List any risks and how these will be managed
Who will have access to the results of this study?
Explain briefly and simply how results will be kept confidential
Where can participants get results of the study should they wish to have them?

Provide details of who can provide results 
Are there any costs involved and will you be paid to take part in this study?
Explain clearly, including any reimbursements
Do you have any questions about the research? 
If there is anything else that you want to know, if you have any further queries or encounter any problems you can contact .................................(give name of PI)
You will receive a copy of this information and consent form for your own records.
CONSENT FORMS
Principles

· All study participants must consent to participate voluntarily in a study.   
· They must sign that they have received and understood information about the study including what it is about and what is expected of them.
· The permission and collaboration of local civic/tribal leaders and health care providers is an important component of study preparation, although this never replaces individual participant consent.

Consent/Assent in the case of studies on children

· When potential participants are children [as legally defined locally] the consent of the parents or guardians must be obtained in line with local custom and practice.  
· A child old enough to understand must agree to participate (assent). If such a child does not wish to participate, even if parents consent, they should not be included.  
Recommended model

Declaration by participant

By signing below, I …………………………………..…………. agree to take part in a 
research study entitled ........................................................... (give name of study)
I declare that:
· I have read this information and consent form and understand the contents 
· I have had a chance to ask questions and all my questions have been adequately answered
· I understand that taking part in this study is voluntary and I have not been pressurised to take part
· I may choose to leave the study at any time and will not be penalised or prejudiced in any way
Signed at (place) ......................…........…………….. on (date) …………....………...


Signature of participant or mark X if cannot 
sign name
................................................................. Signature of witness
Declaration by researcher

I (name) ……………………………………………..……… declare that:

· I explained the information in this document to …………………………….... 

· I encouraged him/her to ask questions and took adequate time to answer them.

· I am satisfied that he/she adequately understands all aspects of the research, as discussed above

· I did/did not use a interpreter  (Sign the declaration below if an interpreter is used) 
Signed at (place) ......................…........……………..   on (date) …………....………...

Signature of researcher
Signature of witness
Declaration by interpreter

I (name) ……………………………………………..……… declare that:

· I assisted the researcher (name) ………………………………………. to 
explain the information in this document to (name of participant) 
……………..…………………………….. using the language medium of 
................ (state which)

· I conveyed a factually correct version of what was related to me

· We encouraged him/her to ask questions and took adequate time to answer them

· I am satisfied that the participant fully understands the content of this informed consent document and has had all his/her question satisfactorily answered

Signed at (place).....................…........…………….on (date) ………....………………..
Signature of interpreter
Signature of witness
