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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 ORGANIZATIONS] 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 a patient in an HIV treatment program. 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 the medical care or benefits that you receive from attending this health centre in any way.  

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 study investigators from [NAME OF ORGANIZATIONS]. 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 community adherence groups, as is described in this information sheet. In addition, the medical records for those same ### participants will be reviewed by the research staff.
What will happen if I take part in this study?

If you agree to be in this study, you will be enrolled in a community adherence group. Community adherence groups are groups of six patients. Each month, one of the group members will visit the clinic. He or she will see a doctor, do regular laboratory monitoring tests, and will be given antiretroviral (ART) drugs for all six group members. After the group member has visited the clinic, the whole group will meet at a convenient time and place in the community, where the group members will check to see if they are all healthy and where the member who visited the clinic will distribute the ART that he or she had collected to all the group members. The member attending the clinic will rotate each month, so that each group member attends the clinic one time every six months, or twice each year. A peer educator, based at the clinic, will be available to support the group and to help group members if they get sick, if a group member fails to collect or distribute ART to the group, or if a member wishes to stop participating in the study. If you participate in this study, you will have a finger-prick to collect a dry blood sample today and 12 months from now. These samples will be stored at the [NAME OF LABORATORY] until the end of the study (for 12 to 24 months) and then analyzed for viral load to see if the program worked. Viral load tests are a way of measuring how much HIV is in your blood. 

At the end of the study when your viral load is taken, you will be invited to participate in an exit survey. The exit survey is on participant experience with their model of ART care. The exit survey will ask you about your experiences receiving care in the model and how happy you are with the model. It will take you about 20 minutes to complete the survey. You also may be randomly selected (by chance) to answer questions related to participating in the model. This will take an additional 10 minutes.
You may also receive a viral load test as part of your regular treatment at the clinic. This test helps your doctor to determine if your ART is working well and if you are taking it regularly. After this, research staff will escort you to the right facility person to do your CD4 test. You will continue to receive CD4 cell counts tests as usual.
If you agree to this study and sign the consent form, you are agreeing to take part in a community adherence group.
How long will I be in the study?

This study will enroll patients for ### to ### months and then the study will go on for ### year. Depending on when you are enrolled, you may be in this study for as long as ### months or as little as ### year (### months).
Can I say “No”?
Yes, you do not have to participate in the study. If you choose not to be in this study, you will not be penalized in any way and will continue to receive all of your usual medical care and benefits 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 participating in the study.
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?
There is the potential that someone in the community may see you participate in the group and may ask questions about the group. The group should discuss where and when they will meet to minimize this risk. All group members are expected to keep the names and personal information of other participants strictly confidential to prevent accidental disclosure to community members.
We will do our best to protect the information we collect from you. We will not use your name or other personally identifying information about you in any of the materials produced by the study. All study materials and records will be kept secure at an office at [NAME OF ORGANIZATIONS]. Only a small number of researchers will have direct access to the records. 
Are there benefits?
There is benefit to you: you may find it convenient to attend clinic only once every six months and to receive your ART in the community, closer to your home. Your participation may also 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 participating in the study. 
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 will not be penalized in any way. You may still continue to access medical care in the clinic as usual.
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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