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BetterInfo Toolkit


Annex 4: Informed Consent Form 
Centre for Infectious Disease Research in Zambia (CIDRZ)

University of North Carolina-Chapel Hill (UNC)

Consent to Participate in a Research Study

Adult Participants – Tracked, Lusaka Province

________________________________________________________________________

IRB Study #: 14-1536

Consent Form Version Date: Version 1.1, 04 August 2014

Title of Study: CIDRZ 31408 - Better Information for Health in Zambia (‘BetterInfo’) 
Protocol: Version 1.1, dated 04 August 2014
Principal Investigator:  Dr. Charles Holmes, CIDRZ and University of North Carolina Chapel Hill and Dr. Elvin Geng, University of California San Francisco
Co-Investigators: Dr. Izukanji Sikazwe, Dr. Muntanga Mapani, CIDRZ; Dr. Steph Topp, University of Alabama at Birmingham; Dr. Ben Chi, Dr. Carolyn Bolton, Laura Beres, University of North Carolina at Chapel Hill; Dr. Nancy Padian, University of California San Francisco
Funding Source and/or Sponsor: The Bill and Melinda Gates Foundation
Study Contact Name: Dr Izukanji Sikazwe
Study Contact telephone number:  0977233829
What are some general things you should know about research studies?

You are being asked to take part in a research study because you are an adult who has accessed HIV care within the past two years.  To join the study is voluntary. You may refuse to join, or you may withdraw your consent to be in the study, for any reason, at any time.

Research studies are designed to obtain new knowledge that may help other people in the future.  You may not receive any direct benefit from being in the research study. There also may be risks to being in research studies.

Details about this study are discussed below. It is important that you understand this information so that you can make an informed choice about being in this research study. Deciding not to be in the study or leaving the study before it is done will not affect your relationship with your health care providers, or CIDRZ. If you are a patient with an illness, you are not forced to be in the research study to receive health care.

This is a consent form. It gives you information about this study. The study staff will talk with you about this information. 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 be offered a copy of this consent form.  You should ask the researchers named above, or staff members who are assisting them, any questions you have about this study at any time.

What is the purpose of this study? 

HIV care services were introduced in Zambia 10 years ago and thousands of people are now receiving help by visiting their local clinic. But many people who have started care are unable to go on attending the clinic. This may be for various reasons such as being too sick, having died, finding it too expensive, or because they have moved away and now visit a different clinic.  

The Centre for Infectious Disease Research in Zambia (CIDRZ), based in Lusaka, is working with the Ministry of Health to conduct this study in four provinces and 30 clinics around Zambia. The purpose of this study is to find out how many people in these clinics are no longer accessing HIV care, and why this is the case. This may include individuals who have passed away. The study will provide important information to help the Ministry of Health to plan and improve service delivery for HIV care in the future.

You are being asked to be in the study today because the researchers want to better understand why people stop coming to clinics for HIV care and why others keep coming to clinics for HIV care.  

How many people will take part in this study?

We will ask a total of approximately 6,335 adults from 30 clinics to take part in this study. From the 6,335 adults, we will invite approximately 150 - 250 adults from each clinic to participate. Most will complete a questionnaire. Other adults will be asked to participate in an interview or to have some medical tests. In addition, approximately 260 health care workers and 30 study staff members will participate in interviews, discussions or observations. The purpose of our visit today is to complete a questionnaire and possibly some medical tests.
How long will your part in this study last? 

If you agree to take part in this study, everything for the study can be done today and will take approximately 30 minutes.
What will happen if you take part in the study?

If you agree to take part in this study, we will ask you a series of questions about how you came to start HIV care or to begin taking Anti-Retroviral Therapy (ART). We will also ask about your experiences at the clinic and in the community when you were receiving care. We may ask you specific questions about the way you feel you were treated during your visits to the clinic. The study staff will collect a sample of a few drops of blood by pricking your finger or thumb. If you have been on ARVs, they will use this to test the amount of HIV in your blood and, if a lot of HIV is found, to test if there is any resistance to the drugs that treat HIV. If you have not started taking ARVs, they will use this to test for your CD4 count (a test that shows how many infection-fighting cells are in your blood).

The researchers will also look at your past clinic medical records to learn more about your health. This will help us better understand what happens to people when they stop coming to the clinic for care. We will look at your age, diagnosis, laboratory reports and pregnancies, if you are female. 

What are the possible benefits from being in this study?

There may not be any direct benefit to you from participating in this study. If you are not currently active in care, this study may encourage you to become active again. The results of this study may help to improve HIV care programs in your community and in other locations in Zambia and in Africa. 

What are the possible risks or discomforts involved with being in this study? 

Some of the questions may upset you, including questions about HIV and how you feel about being HIV-positive. You can decide to skip questions or refuse to answer any questions that you do not want to answer. Our study staff members are trained to be very careful with your information and confidential. However, there is a small chance that someone outside of the study may overhear our conversation or learn that you are HIV positive by accident. We will do everything in our power to stop this from happening. If it does happen, we will work with you to try to stop this information from spreading further or having any negative effect on you.

The blood draw may cause some discomfort, bleeding, or bruising where the sharp enters your finger or thumb, lightheadedness, and in rare cases, infection.

If you choose not to be in the study, what other treatment options do you have? 

You are not forced to participate in this study. There is no penalty if you choose not to take part.

What if we learn about new findings or information during the study? 
You will be given any new information gained during the course of the study that might affect your willingness to continue your participation.  

How will your privacy be protected?  
Every effort will be made to keep your personal information confidential. Your study information will be identified by a code to protect your privacy. Any publication about the study findings will not use your name or identify you personally. 
These records may be reviewed by representatives of the University of Zambia Biomedical Research Ethics Committee, the University of North Carolina at Chapel Hill, the University of Alabama at Birmingham and the University of California at San Francisco Institutional Review Boards, the U.S. Office for Human Research Protections (OHRP), and the Zambian Ministry of Health. 

What if you want to stop before your part in the study is complete?
There is no penalty if you do not join the study or do not complete the study. You may choose to skip questions or stop the study procedures at any point.  

Will you receive anything for being in this study?
You will not be paid for taking part in this study.

Will it cost you anything to be in this study?

There will be no costs to you for taking part in this study. 

Who is sponsoring this study?

This research is funded by the Bill and Melinda Gates Foundation (the Sponsor). The sponsor will pay for all costs associated with this study. The research team will not gain any financial benefits from this study or the results of this study." In addition, Dr. Charles Holmes, the Principal Investigator on this study, receives payment for work from the Bill and Melinda Gates Foundation for work that is not a part of this study. These activities may include consulting, service on advisory boards, giving speeches, or writing reports. A review of these arrangements was conducted at UNC-Chapel Hill. They concluded that the possible benefit to the person(s) listed above is not likely to affect your safety or the scientific quality of the study. If you would like more information, please ask the researchers listed in the first page of this form.
What if you have questions about this study?
You have the right to ask, and have answered, any questions you may have about this research. If you have questions, complaints, concerns, or if a research-related injury occurs, you should contact: 

Dr. Izukanji Sikazwe

Co-Investigator

Center for Infectious Disease Research in Zambia,
P.O. Box 34681, Lusaka, Zambia.
Email: Izukanji.Sikazwe@cidrz.org
Tel:  0977233829

What if you have questions about your rights as a research participant?
All research on human volunteers is reviewed by a committee that works to protect your rights and welfare. If you have questions or concerns about your rights as a research participant, or if you would like to obtain information or offer input, you may contact: 
The Chairperson 

University of Zambia Biomedical Research Ethics Committee 

Ridgeway Campus, Nationalist Road, Lusaka

Landline Telephone: 0211-256-067

Or:

University of North Carolina at Chapel Hill Institutional Review Board

+1 919-966-3113 or by email to IRB_subjects@unc.edu

 - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - 

INFORMED CONSENT FORM - SIGNATURE PAGE

Title of Study: Better Information for Health in Zambia (‘BetterInfo’)
Protocol Version 1.1, 04 August 2014
Principal Investigator: Dr. Charles Holmes

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
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