INFORMATION SHEET FOR THE [NAME OF STUDY]
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Version Date: 
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[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 work better for  people living with HIV. The study researchers from the [NAME OF ORGANIZATIONS] will explain this study to you.

The study researchers hope this new way to give HIV treatment will help young people with HIV get better, but they don’t know if it will for sure.  That’s why they’re doing the study.

Because you have HIV, you are being asked if you want to be in this study. If your parents agree, you can be in this study if you want to. But you don’t have to be in it if you don’t want to.  Nobody will get mad at you if you don’t want to do this.  
This is the information sheet about this study. You are free to ask questions at any time. If both you and your parents agree to take part in this study, we will ask you to sign or thumbprint this form and your parents will sign a separate form. You will also be offered a copy of this information sheet to keep. 
How many people will take part in this study?
About ### people, adults and teenagers (like you), will participate.
What will happen if I take part in this study?

First, your parents will be asked if they give their permission for you to be in this study. They will also be asked if they agree to participate themselves, by doing some things like answering questions about you. If your parents don’t agree, you cannot be in the study. 

If your parents do agree, and you agree too, here’s what will happen next: 
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 tests, and will be given HIV medicines for all six group members. After the group member has visited the clinic, the whole group will meet in the community. At this meeting, the group members will check to see if everyone is healthy and distribute the HIV medicines that were picked up at the clinic. Each month a different group member will go to the clinic to see the doctor and to get medicines for everyone. That means you will only go to the clinic once every six months. A peer educator, based at the clinic, will be available to support your group and to help if someone gets sick or if problems come up. 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 blood 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. 

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 today. You will continue to receive CD4 cell counts tests as usual. 

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.
How long will I be in the study?

You will be in the study for about ### year (the exact time depends on when you enroll in the study). Even after the study ends you will keep getting your HIV medicines.
Will any parts of this study hurt or have other risks?

Taking blood for the viral load tests will involve a prick of your finger. This might hurt a little bit.
If someone sees you with your group in the community, they might ask questions which might make you feel uncomfortable. The time and place you have your meetings will be chosen so that it is less likely that this will happen. Also, every member of the group is expected to keep anything discussed at the meeting a secret.
Will you get better if you are in this study?

This study won’t cure your HIV infection but it might make it easier for you to get your medicines and stay on your medicines since you will be able to get your HIV medicines in your own community and you will only have to come to the clinic twice a year if you are healthy.
What if you have questions?

You can ask the study person at the clinic, or the people who work with them any questions you have about the study.  You can ask your questions now or later, any time you like.  You can also ask your parents to ask questions for you.

What are your choices?

If your parents agree, you can be in this study if you want to. But you don’t have to be in it if you don’t want to.  Nobody will get mad at you if you don’t want to do this.  

If you don’t want to be in the study, you can keep getting care at the clinic and taking your HIV medicines as you do now.
If you decide to be in the study now and you change your mind later, that’s okay, too.  

You just have to tell the study person at the clinic as soon as you change your mind, and you will be taken out of the study.

**************************************************************

If you don’t want to be in this study, just say so, and don’t sign this form.

If you want to be in this study, please sign your name below.

If you sign here, it means you agree to participate in this study.

You will be given a copy of this form to keep.

__________________________________


_______________
_____

Adolescent's Signature




Date


Age

__________________________________

Adolescent's Name (print)

__________________________________


_______________

Signature of Person Conducting Assent Discussion

Date

__________________________________

Name of Person Conducting Assent Discussion (print)
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