Medical Sciences Committee HIV Consent Form

INFORMED CONSENT: 

BLOOD TESTING FOR HUMAN IMMUNODEFICIENCY VIRUS 

PURPOSE 
You are volunteering for a clinical research study for which there is this separate consent form. For this study, we will take a sample of your blood to find out if you carry the HIV virus which is the virus that causes AIDS. If you do not want your blood tested, you may refuse to be in this study and no further research testing will be done to you. 

PROCEDURE 
For the HIV test, blood will be taken from a vein in your arm. Before and after the blood is tested, you will be counseled and you will be given information on HIV testing, AIDS, and the transmission of HIV infection. We will also explain the test, its limitations, and the meaning of the test's results. If the test for HIV is positive, we will give you information on where to find medical and support services, on the importance of notifying partners who may have been exposed, and on preventing transmission of HIV. If the test is negative, we will give you information, as appropriate, on preventing the transmission of HIV. 
A positive test for HIV is over 99% correct since at least one extra test is conducted to confirm the result. A negative test for HIV may mean that you have not been infected with HIV or that you may be infected but not enough time has passed between exposure to the virus and the test. After being exposed to HIV, it may take from three to six months or longer before the HIV can be detected. 

RISKS 
The risks of blood drawing include: temporary discomfort and/or bruising at the site of puncture, fainting, infection or the formation of a small clot or swelling to the vein and surrounding area. 

If the blood test is positive for HIV infection, there is the possibility of emotional distress.  There is also a possibility that your status in your workplace or other social organizations will be impacted if you or others with knowledge of your HIV infection disclose this information.

BENEFITS 
There is no direct benefit for your participation in this study. However, knowing that you are HIV positive may allow you to seek medical treatment and to learn healthy behaviors. Any treatment would be your own responsibility. You will be advised how to obtain further information about HIV and its consequences.

If you test positive for HIV, another benefit is that you will learn how to prevent the spread of HIV and help anyone you may have exposed or been exposed to.
CONFIDENTIALITY 
The investigator and his/her collaborators will consider your records confidential as permitted by law. The Food and Drug Administration (FDA) and Department of Health and Human Services 
Subject’s Initials _________

(DHHS) may review your records. Authorized University of Miami employees or other agents who will be bound by the same provisions of confidentiality may also review your records for audit purposes. By law, we must report all positive HIV test results to the Florida Department of Health with information identifying you if you test positive. Your records and results will not identify you in any publication without your permission.

Anonymous testing for the HIV virus is available at other locations throughout Dade County.  You can visit the following site, which lists the confidential and anonymous testing sites: 

http://miamidade.floridahealth.gov/programs-and-services/infectious-disease-services/hiv-aids-services/counseling-testing-sites.html
COSTS 
You will not have to pay for the HIV test performed in this study.

RIGHT TO WITHDRAW 
Participation in this research is voluntary. You may refuse to participate or withdraw from this study at any time. If you withdraw from the study, it will not affect future medical care you seek at the University of Miami. You may ask any questions concerning this study. If you have any questions about your rights as a research subject, you may contact the Human Subject Research Office at (305) 243-3195 or Western IRB at (800) 562-4789. 

VOLUNTARY CONSENT 
I agree that a sample of my blood may be taken and tested to determine the presence in my body of the HIV virus that causes AIDS. 

I have been told the potential uses of the HIV test, its limitations, the meaning of the test’s results, and the procedures to be followed. I have also been told about the voluntary nature of the test, my right to withdraw consent to the testing process at any time prior to the HIV test, and my right to confidentiality to the extent provided by law. The procedure for drawing a blood sample and its risks have also been explained to me. 

I have been given a copy of this informed consent document. 

Investigator’s Name: _______________________________ 
Telephone Day/Night: _______________________________ 

Subject/LAR Printed Name: _____________________________
 
Subject/LAR Signature: _____________________________
Date: _______________ 

Person Obtaining Consent Printed Name: ___________________
Person Obtaining Consent Signature: ___________________
Date: _______________
Revised 6/26/2019
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