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INFORMED CONSENT:

PROJECT MIX

Principal 

David J. McKirnan, Ph.D.      
Investigator:
 
The University of Illinois at Chicago 




and Howard Brown Health Center



(312) 413-2634, davidmck@UIC.EDU
A.
Purpose of the Study

You are being asked to take part in a research study to help stop the spread of HIV, the virus that causes AIDS. We hope to learn if a six-session group program works to reduce the spread of HIV in men who have sex with men and who use drugs or alcohol. The University of Illinois at Chicago and Howard Brown Health Center are working with the Centers for Disease Control and Prevention (CDC) and  sites in 3 other cities on this research. Being in this study is up to you. This information  will help you make an informed decision about whether you want to be in the study or not. We are asking you to be in this study because you are a man who has sex with men (MSM) and who uses alcohol or drugs. If you join the study  you will be in groups with other MSM who use alcohol or drugs. About  500 people in Chicago and about 1500 people in other cities will take part in this study. 

B.
Procedures

If you choose to be in the study, the following things will happen:

1.  At today’s visit you will fill out a questionnaire on a computer in a private room. The questionnaire asks questions about your health, sex life, and drug use.. A staff member will show you how to use the computer, and will be nearby to help if you have problems. You will also be asked to give us information about how to find you so that we can remind you of your visits. 

2.  After the questionnaire, you will talk with a trained counselor about HIV. Your counselor will talk with you about ways to reduce the chance of spreading HIV to others. 

  The counseling session may be audio taped so that project supervisors can see how the counselors are doing. You have the right to not have your counseling session taped, or to ask the counselor to turn the tape off at any ime
a) If you have never been tested for HIV, or your last HIV test was negative: you will have a finger stick to get a few drops of blood for a rapid HIV test. The rapid test will give you your HIV test results before you leave today. Before the test, the counselor will explain the purpose and possible results of an HIV test to you. He or she will also talk to you about the effect that getting results could have on you. After the test, you will get your results and talk about what they mean. The counselor will also talk with you about ways to reduce your risk of HIV infection. If your rapid test result is positive, then you will be tested for HIV with an  oral swab test to confirm the rapid test results. You will receive that test result in about two weeks. If your test result is confirmed positive, then you will not be able to continue with this study at this time. If enrollment for this study is still open in 6 months, you can screen to see if you are eligible at that time. You will receive referrals for medical and social services you might need.
b) If your last HIV test result was positive, we have asked you to bring a picture ID plus something that documents that you are HIV-positive to this visit. This could be any one thing from the following list with your name on it:

•
a filled prescription bottle of HIV medication;

•
a letter from your physician, provider, or agency [including a case manager] that states your positive HIV status;

•
a positive HIV test result;

•
a lab report with viral load values that indicate HIV positive status;

•
AIDS Drug Assistance Program [ADAP] documentation 

If you know you are HIV-positive but do not have something you can show us to document that, you will be tested for HIV with an oral swab test. The swab test does not require any blood. It just involves wiping the inside of your cheek with a swab (like a big Q-tip). 
3.  After you talk with your counselor, we will give you an appointment to come back in the near future. At this visit you and up to 19 other men will be assigned to one of two programs.  The group assignment will be by chance, although we may adjust the groups to create a balance of HIV+ and HIV- men.  
a.
If you are assigned to the first program you will take part in 6 group sessions, approximately one every week for 6 weeks. Each session will be about 2 hours long. You will meet with 4-9 other MSM who use alcohol or drugs, and two group leaders. You will participate in activities that focus on HIV risk among MSM who use alcohol or other drugs. 

b. If you are assigned to the second program you also will take part in 6 weekly group sessions. These sessions will also be about  2 hours long, and will have  4-9 other MSM who use alcohol or drugs, and two group leaders. You will watch videos about issues that are important to the lives of many MSM, and discuss their content.

c.
Project staff may observe program sessions.  All  sessions will be audio taped. Project supervisors will listen to the tapes to see how the group leaders are doing. Also, the tapes will be transcribed. This means they will be typed word for word. We will do this so we can study the group sessions more closely, and learn different ways to improve the program. When the tapes are typed, any information that could identify anyone will be removed and replaced by a code. Tapes will be kept in a locked file cabinet until 2 years after the study ends The tapes will then be destroyed.

4.
After you finish the 6 group sessions we will ask you to return to our study site for 3 more visits.   These visits are 3, 6 and 12 months after the final group session. These visits will also last about 2 hours.  At these visits we will ask you to fill out a questionnaire on the computer, asking  the same kinds of questions on the questionnaire you will fill out today. 

a) At the visits 6 and 12 months after the final group session you will talk with a trained counselor about HIV. The counseling sessions may be audio taped so that project supervisors can see how the counselors are doing..  If you were HIV negative at your last study visit, you will have a finger stick to get a few drops of blood for a rapid HIV test. The rapid test will give you your HIV test results before you leave our site. The counselor will explain the purpose and possible results of an HIV test to you. He or she will also talk to you about the effect that getting results could have on you. The counselor will talk with you about ways to lower your chance of getting HIV. 
b) If your rapid test result is positive at 6 or 12 months you will be tested for HIV with the oral swab test to confirm the rapid test results. You will receive that test result in about two weeks. You will receive referrals for any medical or social services you might need. If you were HIV positive at your last study visit, the counselor will talk with you about ways to lower the chance of spreading HIV to others.
C.  Exceptions to Confidentiality

We must occasionally make exceptions to confidentiality for the safety of participants and the public. According to the law our staff must report three  things to the proper legal authorities and parties: 
· Physical or sexual abuse of a child by a parent or someone legally responsible for a child .  If you are 18 years or older and report physical abuse of or sexual contact with a child for whom you are legally responsible, then staff will report your name to the proper authorities.

· Intent to harm yourself or someone else must be reported to the proper authorities.
Abuse of an elder person must be reported to the proper authorities.
D.  Risks / Discomforts

Possible risks and discomforts you could experience during this study include:

1.  If you wish, you may share your own experiences with others in the groups. Being in a study with group meetings involves a loss of privacy. We cannot promise that other group members will keep your information to themselves Group leaders will instruct all participants to  keep everything they hear during session  completely private and confidential.  The group will be asked to use first names only.

2.  You may be taken out of the program if we believe that the group would not be beneficial to you or if your behavior is causing trouble in the group. In this case, we will refer you to other resources.

3.  You may find some  questionnaire items unpleasant or hard to answer. You may leave any question blank if you wish. You can stop taking the questionnaire at any time and withdraw from the study. The study staff will try to answer any questions you have and discuss any concerns you may have about the questionnaire. 

4.  The  sessions where you talk with a counselor about HIV may involve sharing information about your sex life and substances you have used with the counselor. Some of these issues could make you feel uneasy or embarrassed. If there are questions you do not want to answer, you do not have to do so., You can stop taking part at any time.

5.  You may feel a small sting from the needle stick if you get the HIV rapid test. There is a very slight risk of bruising. The person who sticks your finger is specially trained to make this risk small.

6.  If you have to have a blood draw to confirm your HIV status (see Section B above), you may feel a small sting from the needle. There is also a very slight risk of bruising. The person who would draw your blood is specially trained to make this risk small.

7.  The results of your HIV test may upset you and cause you to feel afraid and depressed. The counselors are specially trained to help you with these feelings.
E.  Benefits

The potential benefits of your being in this study include:

1.  You will be counseled about risk and how to prevent getting or spreading HIV. You may also get information about social services and health services if you want or need them. The information you get will depend on what you need and what services there are in your area. 

2.  If you do not know your HIV status or were negative at your last test , you will get a free HIV test. 

3.  You will get help to find drug or alcohol treatment services if you ask . 

4.  If you have HIV, we will refer you to health services and support if you ask. 

5.  You can get free condoms and other safer sex supplies. 

F.   Costs

There will be no costs to you as a result of being in this research study other than your time.  The HIV test is free. 

G.  Alternatives to Participation

An alternative would be not to take part in the study.

H.  Confidentiality

We will ask you for your name and address so we can remind you about your visits or give you information that is important to your health. Your research records will be kept confidential to the extent permitted by law. We cannot guarantee complete confidentiality. We will give you a study ID number so your name will not be on the questionnaire forms or test results. Personal information such as your name, address, and phone number will not be released to anyone without your written approval, including CDC. We will send your questionnaire answers and test results to the CDC, but we will only give them your study ID number and not your name.  Your name and address will be kept in a separate locked file from the questionnaire forms and test results. The information from this study may be published in scientific journals or presented at scientific meetings, but your identity will be kept strictly confidential.

We will keep your name and other contact information in a password protected computer file and in a locked drawer at Howard Brown Health Center.   Only study staff who need this information to contact you  will have access to it.

Audio tapes from all sessions also will be stored in a locked file cabinet with the date of the session on it. Only study staff will review tapes,  only at the study offices in a private setting. When the tapes are typed any information that could identify anyone will be removed and replaced by a code. The typed transcripts will be kept in a locked file cabinet separate from tapes. Tapes will be destroyed 2 years after the end of the study (i.e., after the last visit is completed).

No information about you, or provided by you during the research that can be linked to you will be given to others without your written permission, except: 

(a) if needed to protect your rights or welfare (for example, if you are hurt and need emergency care); or 

(b) if required by law (see section C above)
I.  Offer to Answer Questions

If you ever have questions or problems about this study or in case of study-related injuries, you should contact David J. McKirnan, Ph.D., Principal Investigator at (312)- 413-2634, davidmck@UIC.edu
If you have questions about your rights as a research subject, you can contact the University of Illinois at Chicago Office for the Protection of Research Subjects (OPRS) at:

UIC Office for the Protection of Research Subjects

203 Administrative Office Building - M/C 672
1737 West Polk Street
Chicago, Illinois 60612
Reception: 312.996.1711
You may also contact the Howard Brown Health Center Institutional Review Board: 


Howard Brown Health Center

IRB Chair

4025 N. Sheridan Rd.

Chicago, IL 60613

773-388-8880
You will be given a copy of this form to keep. 
J.  Reimbursement  

To reimburse you for time and travel, you will get $40 for the visit today. You will get $25 for each of the six program sessions you attend. You will get $35 for attending the 3-month follow-up visit, $40 for the 6-month follow-up visit and $50 for the 12-month follow-up visit. If the person who runs the study decides to remove you from the study, you will not be asked to come to any more sessions, nor will you receive compensation for coming to any more sessions. 
If you are too late to the first group session to complete all parts of that visit (about 15 minutes), you may be asked to reschedule. If you are asked to reschedule you will not complete any portion of that visit and will not be reimbursed. If you are more than thirty minutes late to any of the remaining group sessions, you may stay and participate in the group, but you will not be reimbursed. If you are too late to the follow-up sessions to complete all the necessary parts of those visits, you may be asked to reschedule. If you are late and are asked to reschedule, you will not be paid for those visits.
K.  Termination from this Study without your Consent

You may be removed from the study and referred to other resources if:


(a) the research team decides that the program would not be helpful to you, or 


(b) if you disrupt the group sessions too much

L.  Voluntary Participation and Withdrawal Statement

Your taking part in this research study is voluntary. Your choice of whether or not to take part will not interfere with your right to health care or other services to which you are otherwise entitled. You are not giving up any legal claims or rights because you are taking part in this study. If you do decide to take part, you are free to take back your consent and stop taking part at any time. If you stop, there is no penalty or loss of benefits to you.

N.  Agreement 
I have read (or someone has read to me) the information provided above. I have been given the chance to ask questions and all of my questions have been answered to my satisfaction. I am free not to join this study, or to stop being in this study at any point. I know that project staff may observe the program and counseling sessions. My signature below means that I have chosen to take part in this research.
__________________________________________________________________________ 

Name of Study Volunteer

Signature of Study Volunteer



Date


__________________________________________________________________________

Name of Staff Member


Signature




Date

Obtaining Informed Consent

This consent form is valid only if it carries the IRB approval stamp with current dates.
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