Appendix E. Consent Form for Research Subjects

· Sample consent form from the University of California, San Francisco

· Summarizes project activities that the participant/client agrees to participate in

Consent Form for Research Subjects

A.
PURPOSE AND BACKGROUND

Andrew Moss, PhD and his colleagues in the UCSF Departments of Medicine and Epidemiology and Biostatistics are conducting a study of persons at risk for Human Immunodeficiency virus (HIV), Hepatitis B virus and Hepatitis C virus infections. The purpose of the study is to understand how many young persons who shoot drugs are infected with these viruses. I am being asked to participate in this study because I may be at risk for these infections.

B.
PROCEDURES

If I agree to be in this study, the following will occur:

I will talk with a trained HIV test counselor/interviewer who will go through a series of questions with me. The interview will last approximately 45 minutes and can be done now. The interview contains questions about my living situation, sexual identity and drug use behavior, health status and knowledge about HIV, and Hepatitis B and C.

I will be offered a blood test to measure antibodies to HIV, Hepatitis B or Hepatitis C. A trained phlebotomist will draw at least three tubes (about two tablespoons) of blood. Some of the blood that is taken will be used to test for antibodies to HIV, hepatitis C and hepatitis B. If I have already tested positive with the UFO study for one of these viruses, I may not be re-tested for that virus. I will meet with an HIV-antibody test counselor before my blood is drawn and at the time that I am given my test results. The counselor will review the potential outcomes of an HIV antibody test with me and will discuss my results and any further questions I may have at the time that I return for my results.

Some of the blood will be used to test for HCV virus. I will not be given the results of this test because this test is experimental and results from this test are not conclusive.

Some of the blood that is taken from my arm will be separated and put in storage. The sample will be kept at the Blood Centers of the Pacific. The sample will be coded (no names will be used). The code will be kept in a locked file and only Dr. Moss and his co-investigators will have access to it. The code and all identifiers such as names, addresses, and phone numbers will be destroyed at the end of the study. Therefore, no one will be able to link the samples back to me. The blood sample may be used for future research of infectious diseases, including the presence of other viral agents such as human herpes virus 8 (HHV8), or other, as yet unidentified infectious agents. I will not be told the results of these tests if they are ever done because there will be no way to identify who a particular blood sample came from.

The blood testing will be anonymous. I will be paid $10 for my participation in the study at the time of testing and $10 at the time I come in for results ($20 total). I will be given a date to return to the test site 1 week after the tests to get my results. Again, I will be counseled by a trained HIV counselor who has received special training on how to talk to young people about these infections. I will have no further obligation to the study at the end of the interview.

If any of my tests return positive I will be referred to a clinic where I can be retested and receive follow-up medical care, including Hepatitis B vaccine for free.

If I am eligible, I may receive up to three coupons to give to other young people who shoot drugs. If those people come to the study site(s) with their original coupon, and if they qualify and participate in the study, I will receive an additional $10 per person (for a total of $30 if all three persons return). I may come to the study site(s) to collect my money any time after the people I recruited participate.

C.
RISK/DISCOMFORTS

1)
Some of the topics in the interview are very personal and I may feel uncomfortable talking about them. However, I am free to decline to answer any questions I do not wish to answer or to stop the interview at any time. Also, if I feel the need to talk to someone for further counseling and support at the end of the interview, I will be given a referral by my interviewer.

2)
Blood Tests: A trained phlebotomist will draw at least three tubes (about two tablespoons) of blood. Drawing blood may hurt a little and could cause a bruise or, rarely, an infection.

3)
Being tested for HIV may cause anxiety regardless of the test results. A positive test means that I have been infected with the HIV virus, but no one can say for certain when, if ever, I will become sick with AIDS or a related condition. Receiving positive results may make me very upset. If other people learn about my positive test results, I may have trouble obtaining insurance or employment. If my test is negative, there is still the possibility that I could be infected with the HIV virus and test positive at some time in the future. There is always the possibility that the test results could be wrong.

4) 
Confidentiality: Participation in research may involve a loss of privacy; however, my records will be handled as confidentially as possible. The researchers are doing the study in such a way that I will be anonymous. Only researchers directly involved in the study will have access to my interview. I will not give the researchers my name and no identifying information unique to me will be asked so my answers cannot be linked to me when the interview is over. Study information will be coded and kept in locked files at all times. No names will be used in any reports or publications that may result from this study.

D.
BENEFITS

I will be able to find out if I have been exposed to either HIV, Hepatitis B or C if I participate in this study. I will be referred for free medical care if I would be interested at the end of the interview today, and again after I get my test results. The information I provide may help health professionals understand more about the best way to educate and protect young drug users from HIV or Hepatitis B or C infection.
E.
ALTERNATIVES

I am completely free to choose not to participate in this study.

F.
COSTS

There will be no costs to me as a result of taking part in this study.

G.
PAYMENT

I will be paid $10 in cash at the end of the interview and $10 the following week when I return to the study site for my results appointment. All together, I will be paid $20 for my time and participation in the study.

H.
QUESTIONS

I have talked to Dr. Moss or one of his research associates about this study and have had my questions answered. If I have further questions about the study, I may call one of them at (415) 206-4971

If I have any comments or concerns about participation in this study, I should first talk with one of the investigators. If for some reason I do not wish to do this, I may contact the Committee on Human Research, which is concerned with the protection of volunteers in research projects. I may reach the committee office between 8:00am and 5:00pm Monday through Friday, by calling (415) 476-1814 or by writing: Committee on Human Research, Box 0962, University of California, San Francisco/San Francisco, CA 94143.

I.
CONSENT

I will be given a copy of this information form and the Experimental Subject's Bill of Rights to keep.

PARTICIPATION IN RESEARCH IS VOLUNTARY I am free to decline to be in this study, or to withdraw from it at any point. Your decision as to whether or not to participate in this study will have no influence on my present or future status as a patient, student or employee at UCSF.
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