INFORMATION SHEET FOR THE [NAME OF STUDY]
Affiliated Institutions:
[Name of Organizations]
LANGUAGE
Title of Information Sheet: One-time Survey, Medical Record Review & Discrete Choice Survey 
Population: 

Adolescent & Adult patients 
 
Version Date: 

[Version ##, date]
Protocol: 

[Version ##, date]
Principal Investigator:  Name, Affiliation 

Funding Source and/or Sponsor: Name
Study Contact Name:    Name (phone number including international code)
This is a research study about ways to improve HIV treatment programs so that they better meet the needs of people living with HIV. The study researchers from the [NAME OF ORGANIZATION] will explain this study to you.

Research studies include only people who choose to take part. You are being asked to take part in this study because you are living with HIV and are currently registered for treatment at this clinic. Please take your time to make your decision about participating, and discuss your decision with your family or friends if you wish. Deciding not to be in the study or leaving the study before it is done will not affect your ability to receive care or the quality of that care at any facility.  

This is the information sheet about this study. You are free to ask questions at any time. If you decide to take part in this study, we will ask you to sign or thumbprint this consent form. You will also be offered a copy of this information sheet for your record.
Why is this study being done?

The purpose of this study is to explore the beliefs of different people and the needs in [NAME OF COUNTRY] around HIV care and treatment. We also want to learn more about what the community and its members think about new ways people on antiretroviral therapy (ART) can get their care, for example, providing ART to healthy patients at places other than within clinic facilities. 
The [NAME OF DONOR] is paying for this research, that is being carried out in partnership with the Ministry of Health and Ministry of Community Development, Mother & Child Health and study investigators from [NAME OF ORGANIZATION/INSTITUTIONS]. Parts of the study researchers’ salaries are paid for by this study. This disclosure is made so that you can decide if this relationship will affect your willingness to participate in this study

How many people will take part in this study?
About ### people will participate in a general survey where questions will be asked. We will also ask permission to look at your medical file. In addition, out of the ### people needed to complete the general survey, ### participants will be chosen by chance to complete another set of detailed questions to better understand how care should be provided. 
What will happen if I take part in this study?

If you agree to be in this study, you will complete the general survey here at the clinic. The survey will ask you about access to the clinic, feelings about the clinic, social support for taking treatment, and how you would like to receive treatment. It will take you about ## minutes to complete the survey.  
If you agree to this study and sign the consent form, you are agreeing to take part in the general survey, to have your medical chart reviewed, and to spend additional time with us to answer more questions if selected by chance.

How long will I be in the study?

Your part in the study will be completed today.

Can I say “No”?
Yes, you do not have to complete a survey. If you choose not to be in this study you will not lose any of your regular benefits, and you can still receive medical care from the clinic.

Can I stop being in the study?
Yes. You can decide to stop at any time. Just tell the study researcher or staff person right away if you wish to stop being in the survey.
Also, the study researcher may stop you from taking part in this study at any time if he or she believes it is in your best interest or if you do not follow the study rules.
Are there any risks to my privacy or me?
Some of the survey questions may make you feel uncomfortable or raise unpleasant memories. You are free to skip any question.

We will do our best to protect the information we collect from you. The survey itself will not include details, which directly identify you, such as your name or address. The completed surveys will be kept secure at an office at [NAME OF ORGANIZATION] and separate from information which identifies you. Only a small number of researchers will have direct access to completed surveys. 
Are there benefits?
There is no direct benefit to you. The information you provide may help others better understand HIV treatment programs in [NAME OF COUNTRY] and potential ways to meet the needs of people living with HIV. You will not be paid for completing the survey. There are no costs to you.
What are my rights if I take part in this study?
Taking part in this study is your choice. You may choose either to take part or not to take part in the study. If you decide to take part in this study, you may leave the study at any time. No matter what decision you make, there will be no penalty to you in any way. You will not lose any of your regular benefits, and you can still get care from the clinic the way you usually do.
Who can answer my questions about the study?
If you have any questions about the study, please contact the study researcher: NAME, NUMBER. Alternatively, you can contact The Chairperson of [ERC/IRB NAME] Committee, that works to protect your rights and welfare and reviews all research on human volunteers in [NAME OF COUNTRY]  at: INSTITUTION NAME, ADDRESS, PHONE NUMBER
A description of this clinical trial will be available on http://www.ClinicalTrials.gov, as required by U.S. Law.  This Web site will not include information that can identify you.  At most, the Web site will include a summary of the results.  You can search this Web site at any time. 

CONSENT FORM
You have been given a copy of this information sheet to keep.

PARTICIPATION IN RESEARCH IS VOLUNTARY. You have the right to decline to be in this study, or to withdraw from it at any point without penalty or loss of benefits to which you are otherwise entitled.

Participant’s Agreement: 

I have read the information provided above. I have asked all the questions I have at this time. I voluntarily agree to participate in this research study.

_________________________________________________
__________________

Signature/Thumbprint of Research Participant

Date

_________________________________________________

Printed Name of Research Participant

I confirm that the participant was given an opportunity to ask questions about the study, and all the questions have been answered correctly and to the best of my ability. I confirm that the individual has not been coerced into giving consent, and the consent has been given freely and voluntarily. 

_________________________________________________
__________________

Signature of Research Team Member Obtaining Consent

Date

_________________________________________________

Printed Name of Research Team Member Obtaining Consent

If illiterate:

I have witnessed the accurate reading of the consent form to the potential participant, and the individual has had the opportunity to ask questions. I confirm that the individual has given consent freely. 

_________________________________________________
__________________

Signature of Witness

Date

_________________________________________________

Printed Name of Witness

The person being considered for this study is unable to consent for himself/herself because he/she is a minor.  By signing below, you are giving your permission for your child to be included in this study.
_________________________________________________
__
________________

Signature of Parent or Legal Guardian

Date

_________________________________________________

Printed Name of Parent or Legal Guardian
If you have any questions about the study, please contact the study researcher: NAME, NUMBER. Alternatively, you can contact The Chairperson of [ERC/IRB NAME] Committee, that works to protect your rights and welfare and reviews all research on human volunteers in [NAME OF COUNTRY]  at: INSTITUTION NAME, ADDRESS, PHONE NUMBER
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