Appendix A. Consent Form

The Consent Form is signed by the intervention participants after their eligibility is determined using the Appendix E questionnaire.

It describes the study components and procedures for the intervention and comparison groups, the incentives, and the risks.

CALIFORNIA PREVENTION AND EDUCATION PROJECT AND

UNIVERSITY OF CALIFORNIA, SAN FRANCISCO

Health Behavior Study

A. PURPOSE AND BACKGROUND

Carla Dillard Smith from California Prevention and Education Project (CAL-PEP) and Dr. Geraldine Oliva, M.D. from the Department of Family and Community Medicine, University of California, San Francisco are conducting a study on health behaviors and improving health services.  You are being asked to participate in this study because some of your health behaviors may have put you at risk for getting HIV or other sexually transmitted diseases.  There are two groups in this study.  One group will receive HIV counseling and testing while the other group will receive physical exams by a clinician, and screening for other sexually transmitted diseases as well as HIV testing and counseling.  If you are put in the group that does not initially receive a physical exam and STD screening, you will receive those services at your 12-month follow-up visit.

If you decide not to participate in this study, you may still receive HIV testing and counseling using a bit of your saliva with the Orasure HIV test.  We cannot provide you with other medical care but will give you information on where you can get the services you need.

B. PROCEDURES

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

1. You will respond to a questionnaire about your health behaviors, including questions about your sexual, alcohol, and drug using behaviors.  This will take about 30 minutes.

2. You will be given HIV pre-test counseling, and then an HIV test. 

· We will use an Orasure HIV test and we will need a bit of your saliva. 

· Both groups will receive full services, however, if you are in the group that only gets HIV testing and counseling on the first visit, you will not be given a check-up by the nurse practitioner/physician assistant or STD screening until your twelve-month visit.   

3. You may be given a reproductive health care check-up by a nurse practitioner or physician assistant who will ask your to disrobe and check to see if you have any sexually transmitted infections.  If you are a woman, you will be given a pelvic exam.  We will need a little bit of urine for laboratory tests.  The exam will take about a half hour.  You may also attend a safer sex/harm reduction workshop, which will take 10 to 15 minutes.

4. At the end of your first visit, you will respond to a short questionnaire about future behavior.

5. You will be asked for information on how to contact you so we can remind you about your follow-up visits. We will also ask you for the names of some friends, relatives, or other service providers who will know how to contact you in case you move during the study and we lose contact with you. 

6. You will come back to the clinic in one week to get your lab test results.  You will complete another short questionnaire at that time.  This visit will take 10-15 minutes.

7. In 6 months we will contact you to check in on how you are doing and to remind you to return for your 12 month visit. 

8. In 12 months, you will return to complete another survey, take another HIV test, and be given a check-up by a clinician and lab tests.  We will a little bit of urine for laboratory tests.  At the very end of your visit, you will respond to another short questionnaire.  This visit will take about 2 ½ hours in total.

9. You will return to the mobile clinic one week later to receive your test results, respond to a short questionnaire, and receive your final incentive payment.

C. RISKS/DISCOMFORTS

1. Some of the questions on the survey may make you feel uncomfortable.  You are free to decline to answer any questions you do not wish to answer.  You may also leave the study at any time, however, you will not receive an incentive.

2. Some people may experience mild discomfort when having a physical exam.  You are free to decline any procedure or test and you may stop the exam at any time. If you decline, we will not be able to enroll you in the study.

3. Confidentiality: Participation in research will involve a loss of privacy; however, your records will be handled as confidentially as possible, and your name will never appear on any questionnaire.  Instead of using names, we will be using a unique participation code for each person in the study.

4. Being tested for HIV may cause anxiety regardless of the test result.

· 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 result, you may have trouble getting insurance or a job.  

· If your test is negative, there is still a chance that you could be infected with the HIV virus and test positive at some time in the future.  There is always the chance that the test could be wrong.

5. If you test positive for gonorrhea or chlamydia, then the laboratory doing the test is required to report your name to the Alameda County Public Health Department.

6. The information on how to contact you to remind you about your follow-up appointments will be stored in a computer database in a locked office and will only be used by the outreach workers to help contact you. At the end of the study, this database will be destroyed.

D. BENEFITS

Other than getting an HIV test and reproductive health exam, there will be no direct benefit to you from participating in this study.  However, the information that you provide may help provide better health services for people at risk.

E. COSTS

There will be no cost to you as a result of taking part in this study.

F. PAYMENT

You will be paid a total of $80 for your participation in this study.  If you decide to withdraw prior to study completion, you will receive $10. You will be paid $10 in cash and receive a $10 food voucher immediately after you complete the first visit.  You will get another $10 in cash and $10 food voucher when you return in one week for your lab results. When you return for your final visit in 12 months, you will be paid $10 in cash and given a $10 food voucher, and an additional $10 cash and $10 food voucher when you come back for your lab results 1 week later. 

G. QUESTIONS

You have talked about this study to Carla Dillard Smith, Dr. Geraldine Oliva, or the person who signed below and have had your questions answered.  If you have further questions, you may contact him/her at (510) 874-7850.

If you have any comments or concerns about participation in this study, you should first talk with the researchers.  If for some reason you do not wish to do this, you may contact the Committee on Human Research, which is concerned with the protection of volunteers in research projects.  You 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.

G.
ALTERNATIVES

If you do not want to participate in this study, then you may still have an HIV test if you would like.

H. CONSENT

You will be given a copy of this consent form to keep.

PARTICIPATION IN RESEARCH IS VOLUNTARY.  You are free to decline to be in the 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 your present or future status as a patient, student or employee at UCSF--complete only as appropriate.
If you agree to participate, you should sign below.

_______________________
__________________________________________

Date



Signature of Study Participant

 _______________________
__________________________________________
Date



Signature of Person Obtaining Consent
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