
Appendix E. Informed Consent Form

· Form to be completed by interviewers prior to administering the baseline quantitative instrument

· Interviewer uses this form to walk the client through the purpose and procedures of the study, to notify client of their rights under California law, and to warn the client that the process may result in some psychological discomfort
Informed Consent Form

Sponsored and conducted by the HIV Epidemiology Program of the Los Angeles County Department of Health Services in collaboration with Van Ness Recovery House, the Asian Pacific AIDS Intervention Team, the Bienestar Latino AIDS Project, and the Minority AIDS Project. Principal Investigators: Paul Simon, M.D., M.P.H.; Cathy Reback, Ph.D.

Background and Purpose

The HIV Epidemiology Program of the Los Angeles County Department of Health Services and the four AIDS service organizations listed above are doing a research study of transgender persons in Los Angeles County. The study is being done with the support of the University of California Universitywide AIDS Research Program. The purpose of the study is evaluate the effectiveness of HIV prevention programs serving the transgender population in the county. In evaluating these programs, the primary goal of the study is to develop more effective HIV prevention services for transgender persons. 

Participation in this study is completely voluntary. If you agree to participate, you will consent to the following:

Procedures

1.
A 30-45 minute interview will be conducted by a trained interviewer employed by one of the AIDS Service Organizations. The interview will include questions about your current and past living situations, education level and sources of income, past and current sexual behavior, past and current drug use, use of welfare and other social services, use of health services, your knowledge and attitudes about HIV infection and AIDS, whether you have been previously tested for HIV infection and, if so, what the result of the test was. You may also be asked to participate in a second, similar interview 6 months after the first interview. You may refuse to answer questions at any time and for any reason. If you refuse to answer a question, you will not be penalized or lose any benefits to which you may be entitled. If you agree to the first interview, you may still refuse to participate in the second interview for any reason.

2.
After each interview, a 10-15 minute HIV pretest and prevention counseling session will be done by the same trained professional. This session will cover the purpose and interpretation of results of an HIV antibody test.

3.
An HIV antibody test will be done that will require putting a swab inside your mouth between your cheek and gum for 3 minutes. This swab will be sent to the health department laboratory without your name or any other personally identifying information.

4.
You may schedule an appointment to receive the result of your HIV antibody test in approximately 1 week. The result will be given by the same professional who administered the test and will include a post-test counseling session that includes information on the meaning of the result and, if appropriate, how to access services for follow-up care. 

Risks/Discomforts

There are minimal risks from participating in this study:

1.
Some questions in the interview will be of a sensitive nature and may cause anxiety. The time required to complete the interview may be difficult for you.

2.
If you choose to know your HIV test result and it is positive, you may become worried or depressed. 

3.
If you choose not to know your test result and it is positive, you may miss an opportunity to seek further medical care that could improve your health. In addition, you could unknowingly transmit HIV to a sexual or drug-sharing partner.

4.
You understand that almost all HIV tests are accurate. However, as with any laboratory test, there can be inaccurate test results. It is possible to test positive even though you are not infected with HIV. This can be due to medical conditions or other causes that have nothing to do with HIV/AIDS. It is also possible to test negative even though you are infected with HIV. For example, if the infection is recent, your body may not have had enough time to develop the antibodies that are necessary for the test to be positive. Also, some persons in the advanced stages of AIDS will test negative even though they are still infected with HIV. It is also possible to have an HIV test result that is neither positive or negative. This can occur if the infection is very recent or it may be due to a number of other factors unrelated to HIV infection. When this occurs, it is sometimes necessary to do additional tests for HIV.

5.
There is a small possibility that the information you provide in the interview or your HIV test result could become known by somebody who is not authorized to have it. However, steps will be taken to prevent this from happening. Your responses in the interview will be recorded on a questionnaire that will not be linked to your name. In addition, the results of your HIV test will not be linked to your name unless you choose to know your result. In this case, your interviewer will be the only other person who knows your test result. 

6.
If you are diagnosed with AIDS, your name may be reported to the health department for statistical purposes. However, if diagnosed with AIDS, your name will not be reported to the health department as part of your participation in this study unless you request that it be reported. In addition, under no circumstances will your name be reported to immigration authorities as part of your participation in this study.

Benefits

You will not receive any direct benefits from participating in this study. However, information gained from the study will be used to develop more effective HIV prevention services for transgender persons.

Confidentiality Statement

Any information that is obtained in connection with this study and that can be identified with you will remain confidential.

Alternative Treatments

You may choose not to participate in the study.
Reimbursement

You will be reimbursed $15 for out-of-pocket expenses as a result of participation in this study.

Questions

This study has been explained to you and your questions have been answered by your interviewer. If you have any other questions about this study, you may call Dr. Paul Simon or Dr. Cathy Reback. If you have questions regarding your rights as a research subject, you may contact the Institutional Review Board Office at (213) 223-2340 or Trailer 25, 1200 North State Street, Los Angeles, California 90033.

Consent

You have been given a copy of this consent form 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.

CALIFORNIA LAW REQUIRES THAT YOU MUST BE INFORMED ABOUT:

1.
The nature and purpose of the study.

2.
The procedures in the study and any drug or device to be used.

3.
Discomforts and risks to be expected from the study.

4.
Benefits to be expected from the study.

5.
Alternative procedures, drugs or devices that might be helpful and their risks and benefits.

6.
Availability of medical treatment should complications occur.

7.
The opportunity to ask questions about the study or the procedure.

8.
The opportunity to withdraw at any time without affecting your future care at this institution.

9.
A copy of the written consent form for the study.

10.
The opportunity to consent freely to the study without the use of coercion.

11.
Statement regarding liability for research-related injury, if applicable.

Your signature indicates that you have read and understand this form and agree to participate in this study.

Signature of Participant


Date

Signature of Witness


Date

Signature of Investigator


Date

Page E-1
Dissemination Project
Module 2, Appendix E
Page E-3

