Appendix B. Consent Form
Participants sign this form to affirm that they have been informed of the risks and benefits of participation in the study. It describes their rights and the study’s background, purpose, and procedures, as well as its benefits (including incentive payments) and potential risks and discomforts to subjects.

UNIVERSITY OF CALIFORNIA, SAN FRANCISCO
CONSENT TO BE A RESEARCH PARTICIPANT

A Randomized Controlled Trial of a 
Multi-Infection Counseling and Testing HIV Prevention Intervention

A.  PURPOSE AND BACKGROUND

David Bangsberg, MD, MPH from the UCSF Department of Medicine, Jeffrey Klausner, MD, MPH from the San Francisco Department of Public Health and the UCSF Department of Medicine, and Paula Lum, MD, MPH from the UCSF Center for AIDS Prevention and the UCSF Department of Medicine are conducting a study to evaluate a new way to prevent infection, which offers counseling and testing for persons at high risk for HIV.

HIV counseling and testing (C&T) has become a standard component of HIV prevention programs. The early diagnosis and treatment of other sexually transmitted diseases (STDs), like gonorrhea and chlamydia, also play an important role in preventing HIV. The same may be true of hepatitis B virus (HBV) and hepatitis C virus (HCV) infections, which can be transmitted by the same routes as HIV. Most HIV & C&T sites, however, do not offer counseling, testing, and treatment for STDs and hepatitis.
A multi-infection C&T intervention (that is, a new type of counseling and testing that addresses a number of infections) offers same-site, confidential counseling and testing to high-risk persons for HIV, HBV, HCV, gonorrhea, and chlamydia. The intervention further provides medical treatment for gonorrhea and chlamydia, HBV immunizations, medical referrals for HCV and HIV, and intensive risk-reduction counseling.

1. The main goal of this study is to compare HIV risk behavior among high-risk persons seeking HIV C&T, when they receive either this multi-infection C&T intervention OR standard HIV C&T plus referral to an STD clinic for other infection counseling, testing, and treatment.

2. Another goal of the study is to evaluate the psychological impact of the multi-infection C&T intervention compared to standard HIV C&T plus referral.

3. Finally, this study will collect blood to test for HIV, HBV, and HCV, and urine to test for gonorrhea and chlamydia to determine how frequently these infections occur in people receiving an HIV test.

You are being asked to participate in this study because you are an adult or an emancipated minor at least 16 years old, you are at high risk for HIV, and you are seeking confidential HIV C&T.

This study is being funded by the San Francisco Department of Public Health and the Universitywide AIDS Research Program.
B.  PROCEDURES
If you agree to be in this study, the following will happen:

Initial Interview

· Study group assignment:  A computer will randomly assign you to one of two study groups. This means you have a 50/50 chance (like flipping a coin) of being in either group. Neither you nor the research staff have the power to determine which group the computer will assign you to. The two groups are Group A (the intervention group) and Group B (the control group).

· Interview (Group A & B):  You will be interviewed about your personal background and health, as well as your thoughts about and experience with sex and drug use. This survey should take about 45 minutes. If you report a recent diagnosis or treatment for any study infections away from the study site, we will ask for your permission to review your medical record. We will also ask about laboratory tests, treatment, and partner referral for each infection you may have had.

· Counseling (Group A & B):  You will receive pre-test counseling by a trained counselor. Participants in Group A will receive counseling about HIV, HBV, HCV, gonorrhea, and chlamydia. Participants in Group B will receive counseling about HIV only.
· Blood and urine collection (Group A & B):  A sample of your blood and urine will be collected for laboratory tests. Two tubes (about 4 tablespoons) of blood will be drawn and 30 milliliters (about a 1/4 cup) of urine will be collected.
· Referral (Group B only):  Group B participants will receive a referral to the City Clinic for STD and hepatitis screening, treatment, and vaccination. Group A participants will not receive a referral to the City Clinic.
Initial Results Visit

· (Group A & B)  You will return to the study site in 1 week to learn about your test results and to receive post-test counseling. If you HIV test is positive, we will make appropriate medical and social service referrals for you, and, if you desire, additional brief follow-up counseling over the next 5–7 days.
· (Group A Only)  If you are in Group A and receive a positive test result for any other infections, you may be eligible for treatment or vaccinations. Specifically:

· If you test positive for gonorrhea or chlamydia, then you will be offered antibiotic treatment for both you and your sex partner.

· If your test results show you are not protected against HBV infection, then you will be offered the hepatitis B immunization series.

· If your HCV test is positive, then you will be offered a referral for further medical evaluation.

Intervention Counseling Visits (Group A Only)

· If you are in Group A and test positive for HIV and/or any other infection, you will return to the study in 5–7 days for an additional counseling session.

· All participants in Group A will also return to the study site in 3 months for another additional counseling session.

Follow-Up Interview (Group A & B)
All participants in both groups will return to the study site in 6 months for a follow-up interview, counseling about HIV, HBV, HCV, gonorrhea, and chlamydia, and collection of blood and urine for testing for these infections.

Follow-Up Results Visit (Group A & B)
· After your 6 month visit, you will be asked to return to the study site in 1 week to learn about your test results and to receive post-test counseling.

· If your HIV test is positive, appropriate medical and social service referrals will be offered to you, and, if you desire, additional brief follow-up counseling over the next 5–7 days.

· If you test positive for gonorrhea or chlamydia, then you will be offered antibiotic treatment for both you and your sex partner and, if you desire, partner notification services.

· If your test results show you are not protected against HBV infection, then you will be offered the hepatitis B immunization series over the next 4–6 months.

· If your HCV test is positive, then you will be offered a referral for further medical evaluation.

RISKS/DISCOMFORTS
Anticipated risks and discomforts may involve being assigned to a study group you did not desire, the disclosure of sensitive information during the interview, submitting to venipuncture for blood specimen collection, HIV testing, delayed STD screening, adverse effects from immunization, increased HIV-related risk behavior, and potential loss of confidentiality. These are described in more detail below.
1. Randomization: You will be assigned to a study group by chance using a computer. Even if you want very badly to be in one study group over another, neither you nor the researcher has the ability to change the computer’s assignment. Participants will not be permitted to enroll in the study more than once to improve their chances of being assigned to Group A or Group B.

2. STD Diagnosis & Treatment: At the initial study visit, only Group A will receive diagnosis and treatment of gonorrhea and chlamydia. If you are in Group B, you need to follow up at the City Clinic in order to receive prompt diagnosis and treatment for these STDs. While gonorrhea will often give you symptoms, chlamydia may not. If you have one of these infections and do not follow up on our referral, then your infection may go undiagnosed until we conduct STD screening and treatment for all participants at the 6-month follow-up visit. Failure to receive prompt treatment for these STDs can lead to infection of your sexual partners, pelvic inflammatory disease (in women), and long-term complications, such as infertility.
3. HBV Immunization: Only Group A will receive vaccination for hepatitis B at the study site. Group B may receive vaccination at City Clinic. If you are in Group B and do not go to City Clinic for vaccination and you have unprotected sex or share needles with someone else who has hepatitis B, you may become infected with hepatitis B. Hepatitis B infection can cause serious liver disease and can be fatal in some people.
Hepatitis B vaccine is generally well tolerated. The most frequent reported adverse reactions are injection site soreness (22%) and fatigue (14%). Local reactions at the injection site (erythema, induration, swelling) and fever (>37.5C) may occur in 1–10% of people who receive the vaccine. Severe allergic reactions, called anaphylaxis, are reported in less than 1% of people who receive the vaccine. Participants will be observed by one of the study staff for these reactions for a few minutes after receiving the vaccine.

4. Disclosure: You may feel uncomfortable with some of the questions. Sensitive topics may pertain to drug use, sexual behavior, and illegal activities. To minimize this discomfort, you may choose not to answer any question and may stop the interview at any time. Referrals for support and counseling will be offered to all participants.
5. Venipuncture: The risks of drawing blood include temporary discomfort from the needle stick and bruising. The risk of minor injury and infection will be reduced by the use of certified phlebotomists experienced in drawing blood.
6. HIV Testing: HIV and hepatitis testing may cause anxiety regardless of the test results. A positive HIV test means that you have been infected with the HIV virus, but no one can say for certain when, if ever, you will become sick with AIDS or a related condition. Receiving positive results may make you very upset. If other people learn about your positive test results, you may have trouble obtaining insurance or employment. If your test in negative, there is still some possibility that you could be infected with the HIV or HCV virus and test positive at some time in the future. In addition, there is always the rare possibility that the test results could be wrong.
7. Behavior Change: It is not known whether the intervention will actually increase or decrease HIV-associated risk behavior. There is the possibility that some people will develop a false sense of protection from receiving negative test results in spite of risky behavior. Negative test results do not mean that you cannot become infected the next time you have risky behavior such as unsafe sex or needle sharing.
8. Confidentiality: Participation in research will involve a loss of privacy, but information about you will be handled as confidentially as possible. Your name will not be used in any published reports about this study. In this study you will be asked about drug use and other possibly illegal activities. The researchers will keep information about you as confidential as possible, but complete confidentiality cannot be guaranteed. On rare occasions, research records have been subpoenaed by a court.
9. Treatment for a Sexually Transmitted Disease: If you are diagnosed with a sexually transmitted disease during the study, you will be offered antibiotic therapy. Some people experience nausea or diarrhea after taking antibiotics. More serious complications of antibiotics such as serious allergic reactions are rare. You should not take the antibiotic if you know you are allergic to it. The study clinician will discuss your allergies with you before offering you an antibiotic.
Treatment and Compensation for Injury:
If you are injured as a result of being in this study, treatment will be available. The costs of such treatment may be covered by the University of California or the study sponsor, depending on a number of factors. The University and the study sponsor do not normally provide any other form of compensation for injury. For further information about this, you may call the office of the Committee on Human Research at (415) 476-1814.

BENEFITS
By participating in this study, you may benefit from: free confidential and client-centered C&T for HIV, HBV, HCV, and STDs; education about blood-borne and sexually transmitted infections; and an enhanced perception of your own personal risk. All subjects will receive multi-infection counseling and testing as well as immunization again hepatitis B, as indicated. Group A will receive these benefits from the study site. Group B will be referred to the City Clinic for these same tests and immunizations at entry. All subjects will receive follow-up multi-infection counseling and testing with indicated vaccination at 6 months. You may benefit from treatment for STDs and immunization against hepatitis B. In addition, you will be referred for additional medical care if necessary. Your sexual partners may benefit by prompt treatment of STDs.
ALTERNATIVES

If you choose not to participate in this study, you may receive routine, confidential HIV counseling and testing at this site and a referral to the City Clinic for other infection counseling, testing, treatment, and immunization.

COSTS

You will not be charged for any of the study procedures, treatments, or immunizations. The costs of all tests associated with this study and all office visits will be covered by the research project.

PAYMENT

You will receive $20 in cast at the completion of each initial and follow-up interview and a $10 food voucher upon returning for your test results. If you are in Group A, you will also receive $15 in cash at the completion of each intensive risk-reduction counseling visit.

QUESTIONS

This study has been explained to you by Dr. Bangsberg or the person who signed below and your questions were answered. If you have any other questions about the study, you may call Dr. Bangsberg at (415) 206-3462.

CONSENT
You have been given copies of this consent form and the Experimental Subject’s Bill of Rights to keep.

PARTICIPATION IN RESEARCH IS VOLUNTARY. You have the right to decline to participate or to withdraw at any point in this study without jeopardy to your medical care.

If you wish to participate, you should sign below.

________________________________       _____________________________________________

Date                                                               Subject’s Signature

________________________________       _____________________________________________

Date                                                               Person Obtaining Consent

________________________________       _____________________________________________

Date                                                               Translator
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