SAMPLE INFORMED CONSENT (PBMC Collection)
DIVISION OF AIDS, NIAID, NIH

MTN-003/VOICE

Phase 2B Safety and Effectiveness Study of Tenofovir 1% Gel, Tenofovir Disoproxil Fumarate Tablet and Emtricitabine/Tenofovir Disoproxil Fumarate Tablet for the Prevention of HIV Infection in Women

June 24, 2011
PRINCIPAL INVESTIGATOR: [insert name]

PHONE: [insert number]

Short Title for the Study: VOICE
INTRODUCTION
You are taking part in the VOICE research study. As part of this study, you have blood drawn at each study visit. You are now being asked to have additional blood drawn during certain visits to test the amount of study product present in your blood. The rest of this form gives information about the additional blood draw. The study staff will talk with you about this information. Please ask any questions you may have about this procedure. This additional blood collection is voluntary.  You will be asked to sign or make your mark on this form to indicate whether you agree to have additional blood collected. If you do not agree, you can still stay in the VOICE research study.  You will be offered a copy of this form to keep.

WHAT DO I NEED TO DO? 
You will give [24 mL [or local equivalent] of blood from your arm] for this test at your next quarterly visit and every six months until the end of the VOICE study.  If you become infected with HIV, we will collect this blood at the time that we find you have HIV and then blood will no longer be collected for this reason. As much as possible, we will get this blood at times you are already having your blood taken for other reasons in VOICE. 
WHAT WILL BE DONE WITH THE ADDITIONAL BLOOD?
Tenofovir and Truvada, like many medications, go through changes after they go into the body, and are taken up by certain parts of the body. The additional blood will be used to see how well the changed study products get into certain parts of the body.  We will do these tests on blood cells called Peripheral Blood Mononuclear Cells (PBMCs).  These blood cells are an important part of the immune system to fight infection.  Researchers would like to test these cells to find out how much Tenofovir or Truvada are present in these cells. 
WHAT ARE THE RISKS?
There are no added risks that come from the collection of additional blood.  When any amount of blood is taken, you may feel discomfort or pain. You may feel dizzy or lightheaded. You may have a bruise, swelling, or infection where the needle goes into your arm.  
WHAT ARE THE BENEFITS?
You may get no direct benefit from consenting to this additional blood collection, but you may get some personal satisfaction from being part of research on HIV prevention. The researchers do not plan to contact you or your doctor with any results from tests done on PBMC. This is because these kinds of test results are not used to manage a person’s health. The results of these tests will be important for helping researchers understand the results of VOICE. 
WHAT ABOUT CONFIDENTIALITY?
The staff will follow the same steps to ensure your privacy as all others study procedures in VOICE which was explained in the enrollment informed consent. Efforts will be made to keep your personal information confidential. Your name and other personal information will be protected by the research clinic staff. To keep your information private laboratory samples will be labeled with your study identification number.  However, it is not always possible to guarantee confidentiality. 

 WHAT ARE MY RIGHTS?

Allowing study staff to collect these additional samples is completely voluntary. If you decide not to have these additional samples collected, you can still remain in the VOICE study.  If you decide now that you would like to have these additional samples collected, you may change your mind at any time. However, you must contact the study staff and let them know that you no longer want these additional samples collected.
WHAT DO I DO IF I HAVE QUESTIONS?

If you have questions about this test, please contact [insert the name of the investigator] at [insert physical address and telephone number]. 

If you have questions about whom to contact at the research site, you should contact [insert name of the investigator or community educator or CAB member [staff will decide which] at [insert physical address and telephone number].

SIGNATURES
Please carefully read the statements below and think about your choice. No matter what you decide it will not affect your participation in the VOICE study or your medical care.  Please initial or mark your choice and sign or make your mark below.  

[Insert signature blocks as required by the local IRB/EC, yes/no boxes may be used for each specimen type:]

___ I agree to allow my blood to be collected for PBMC testing. 
OR 
___ I do not agree to allow my blood to be collected for PBMC testing.
____________________ ________________________ ______________

Participant Name

Participant Signature

Date

(print)

____________________ ________________________ ______________
Study Staff Conducting
Study
Staff Signature

Date

Consent Discussion (print)
____________________ ________________________ ______________

Witness Name

Witness Signature


Date

(print)
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