Appendix E. Information Sheets and Consent Forms

A consent form is signed by all participanting clients before they begin any study-related activities. These forms describe the research purposes and procedures, risks, and incentives. Three different forms are provided:

· Focus Group Information Sheet

· Intervention Program Information Sheet

· Baseline Control Group Information Sheet

Focus Group Information Sheet
Evaluating HIV Prevention Interventions for High Risk API MSM

University of California, San Francisco
A.  Study Aim/Purpose

Tooru Nemoto, Ph.D., Center for AIDS Prevention Studies (CAPS) at the University of California, San Francisco (UCSF), is conducting a research study to identify the culturally specific protective factors against HIV transmission and infection among Asian and Pacific Islander (API) who have sex with men (MSM), targeting two high risk groups;  Youths (age 18 to 24 years) and HIV positives.  This project is collaborated with the Asian Pacific Islander Wellness Center (APIWC).  I am asked to participate in the focus group of this study since I identify myself as Asian or Pacific Islander and am eligible to participate in the study.  

B.  Procedure

If I agree to participate in the focus group, the procedure is as follows:

1.  I will be given the schedule (date, time, and location) of the meeting, held one time only for 3.5 hours.  The meeting will include two 15-minute break periods.

2.
At the beginning of the group meeting, I will be asked to participate in discussions coordinated by the Dr. Tooru Nemoto, Daniel Bao (APIWC), Project Directors, and Research Assistants.  

3.
If I wish not tell my real name and remain anonymous, I will give a fictional name, and it will be used during the meeting. 

4.
The entire focus group will be tape-recorded.

C.  RISKS/DISCOMFORT

1.
Some of the discussions at the focus group might make me uncomfortable or upset.  I am free to decline to participate in any discussions or leave the meeting at any time.  

2. 
Confidentiality:  Participation in this study will involve a loss of privacy.  My participation in the meeting will be kept as confidential as possible.  Dr. Nemoto, Mr. Bao, Project Directors, and Research Assistants will not disclose my decisions on the participation in the focus group to anyone else.  However, my participation in the meeting may be known by MSM friends and the staff at APIWC.  Moreover, Dr. Nemoto and project staff cannot guarantee that other participants will keep the discussions private. 

3. 
At the beginning of the meeting, Research Assistants and Project Director will discuss the rules of the focus group meeting.  The meetings will be facilitated by using a discussion guide.  A discussion guide includes topic regarding the current issues and concerns about HIV/STDs, current HIV risk and protective behaviors and their sociocultural contexts, and suggestions for HIV Prevention programs for the target population.  

4.
Confidentiality of Records:  The recorded tape of the meetings will be securely stored in a locked file cabinet and be accessible only by Dr. Nemoto and Mr. Bao, Project Directors.  The audio tapes will be transcribed by the research assistants.  The first names of participants in the transcriptions will be replaced by code numbers.  The list to identify the code numbers with first names will be stored in a locked file cabinet and available only to the P.I. and Project Director.   No individual identities will be used in any reports or publications that may result from the study.

 D.  BENEFITS

There will be no direct benefit to me from participating in the focus group.  However, the discussions I participate in will help in identifying  culturally specific protective factors against HIV transmission and infection among API MSM and developing effective HIV prevention programs.  

E.  COST

There will be no cost to me as a result of taking a part in the study, except contributing my time to participating in the meeting.  

F.  PAYMENT

After the completion of the meeting, I will be paid $60 cash. If I am late more than 30 minutes for the scheduled meeting, I will be encouraged to participate in the meeting, but I will not be paid for the participation. 

G.  QUESTIONS


I have talked to Dr. Tooru Nemoto, Project Manager, or Research Assistants about the focus group in advance and have all questions answered.  If I have further questions, I may contact him/her at (415) 476-5935.  

If I have any questions or concerns about participation in the focus group, I should first talk to Dr. Nemoto, Principal Investigator.  If for some reason I do not wish to do so, I may contact the Committee on Human Research, where the protection of volunteers in research projects is handled.  I may reach the committee office between 8:00 am and 5:00 pm, Monday through Friday, by calling (415) 476-1814, or writing to:  Committee on Human Research, Box 0962, University of California, San Francisco, San Francisco, CA  94143.   

H.  CONSENT

I will be given a copy of this information sheet for my record.

PARTICIPATION IN RESEARCH IS VOLUNTARY.  I am free to decline to be in this study, or withdraw from it at any time.  

If I wish to participate, I should sign below.

Date                                                      Participant’s Signature

Date                                                     Person Obtaining Consent

Intervention Program Information Sheet

Evaluating HIV Prevention Interventions for High Risk API MSM

University of California, San Francisco
A. Study Aim/Purpose

Tooru Nemoto, Ph.D., of the Center for AIDS Prevention Studies (CAPS) at the University of California, San Francisco (UCSF), is conducting a research study to identify the culturally specific protective factors against HIV transmission and infection among Asian and Pacific Islander (API) men who have sex with men (MSM). It is also designed to evaluate the effectiveness of HIV prevention programs targeting two high-risk groups of API MSM: youth (age 18 to 24 years) and HIV positive people. This project is a collaboration with the Asian and Pacific Islander Wellness Center (APIWC). I am asked to participate in the intervention study because I identify myself as Asian or Pacific Islander and am eligible to participate in the study.

B. Procedure

If I agree to participate in the study, the procedure is as follows:

1. I will complete the contact card.

2. I will choose a Weekend Group in which to participate: one coming up immediately, or one three months later. The Weekend Group consists of 16 hours of activities and exercises focusing on HIV and safer sex, identity and awareness as an Asian MSM, AIDS knowledge, and personal commitments to practicing safer sex. They last from Friday evening to Sunday afternoon.

3a.
Immediate Weekend Group Intervention: If I choose to be in this group, I will be given further explanation about the objectives of the study, procedures of the Weekend Group program, rights and requirements, and schedule of the Weekend Group activities. Transportation, lodging, and food will be paid for by the study.


At the beginning of the program on Friday night, I will be asked to fill out a pre-intervention questionnaire, which will take about 45 minutes to complete. It will include questions about my sexual and drug use behaviors, cultural ideas, and personal background. I will be asked to participate in group activities and exercises, which will be coordinated by the Research Assistants and Project Directors. I will participate in the program for a total of 16 hours (4 hours Friday, 8 hours Saturday, 4 hours Sunday). After lunch on Sunday, I will be asked to fill out a post-intervention questionnaire, which is similar to the pre-intervention one.


Three months after the last day of the Weekend Group, I will be contacted by a Research Assistant to complete a follow-up questionnaire. The content of the questionnaire is similar to that of the pre-intervention one. After completing the follow-up questionnaire, I will be paid $30.

3b.
Delayed Weekend Group Intervention: If I choose to be in this group, I will complete a baseline survey, which will take about 45 minutes to complete. It will include questions about my sexual and drug use behaviors, cultural ideas, and personal background.


Three months after I complete the baseline survey, I will be contacted by a Research Assistant and will be given further explanation about the objectives of the study, procedures of the Weekend Group program, rights and requirements, and schedule of the Weekend Group sessions. Transportation, lodging, and food will be paid for by the study.


At the beginning of the program (Friday night), I will be asked to fill out the pre-intervention questionnaire, which will take about 45 minutes to complete. It will include questions about my sexual and drug use behaviors, cultural ideas, and personal background. I will be asked to participate in group activities and exercises, which will be coordinated by the Research Assistants and Project Directors. I will participate in the program for a total of 16 hours (4 hours Friday, 8 hours Saturday, 4 hours Sunday). After lunch on Sunday, I will be asked to fill out a post-intervention questionnaire, which is similar to the pre-intervention one.


Three months after the last day of the Weekend Group program, I will be contacted by a Research Assistant to complete a follow-up questionnaire. The content of the questionnaire is similar to that of the post-intervention ones. After completing the follow-up questionnaire, I will be paid $30.

C. RISKS/DISCOMFORT

Participation in research will involve a loss of privacy. However, my records will be handled as confidentially as possible. There is no way that staff of APIWC, other than the Project Directors and Research Assistants for the study, can identify those who participate in the study, unless I reveal my participation to others. However, there is a chance that other people, including clients and staff of APIWC, can identify me as a participant at the study sites. The researchers will ask all participants not to tell anyone outside the group what any particular person said in the group. However, the researchers cannot guarantee that everyone in the group will keep discussions private.

The intervention includes up to 4 questionnaires, and these records will be handled as confidentially as possible. Completed questionnaires will be identified by ID numbers, which will be used throughout the study. The logbook, which can identify the ID numbers with the names of participants, will be maintained by and accessible only to the Principal Investigators, Project Directors, and Research Assistants. The confidentiality of data and the privacy of participants during the interview will be maintained as strictly as possible. 

Due to the frank nature of topics discussed during the Weekend Group Program, there is a chance that participation in the intervention programs may be upsetting. I can discontinue participation in the study at any time. If I am assigned to a weekend group and wish to drop out of the study, I will be provided with transportation to return home.

When I participate in the Weekend Group, I may feel uncomfortable participating in group activities and discussions. Discussion of drug use, sexual behaviors, and possibly illegal activities may upset or embarrass me. The intervention programs will be conducted by well-trained Research Assistants and experienced intervention staff of APIWC to minimize the discomfort of participants. Particularly, extra care and attention will be paid to those participants who are HIV positive. The Director for the HIV/AIDS treatment service programs at APIWC will supervise the study as the Project Director. The Project Director has ample experience in providing assistance and care to HIV positive clients of APIWC. 

D. BENEFITS

There will be no direct benefit to me from participating in the study. However, the study will benefit API-focused AIDS service agencies to improve their HIV prevention programs targeting API men who have sex with men.

E. COST

There will be no cost to me as a result of taking a part in the study, except contributing my time to participating in the study. 

F. PAYMENT

Because the transportation, lodging, and food will be provided for participants, I will be paid $30 only for completing the 3-month follow-up questionnaire.
G. QUESTIONS


I have talked to Dr. Tooru Nemoto, Daniel Bao, Project Directors, or Research Assistants about the study in advance and have had all my questions answered. If I have further questions, I may contact Dr. Nemoto at (415) 597-9391.

If I have any questions or concerns about participating in the study, I should first talk to Dr. Nemoto, Principal Investigator. If for some reason I do not wish to do so, I may contact the Committee on Human Research, where the protection of volunteers in research projects is handled. I may reach the committee office between 8:00 AM and 5:00 PM, Monday through Friday, by calling (415) 476-1814, or writing to: Committee on Human Research, Box 0962, University of California at San Francisco, San Francisco, CA, 94143.

H. CONSENT

I will be given a copy of this information sheet for my records.

PARTICIPATION IN RESEARCH IS VOLUNTARY. I am free to decline to be in this study, or withdraw from it at any time. 

If I wish to participate, I should sign below.

Date                           Participant’s Signature

Date                           Person Obtaining Consent

Baseline Control Group Information Sheet

Evaluating HIV Prevention Interventions for High Risk API MSM

University of California, San Francisco
A. Study Aim/Purpose

Tooru Nemoto, Ph.D., of the Center for AIDS Prevention Studies (CAPS) at the University of California, San Francisco (UCSF), is conducting a research study to identify the culturally specific protective factors against HIV transmission and infection among Asian and Pacific Islander (API) men who have sex with men (MSM). It is also designed to evaluate the effectiveness of HIV prevention programs targeting two high-risk groups of API MSM: youth (age 18 to 24 years) and HIV positive people. This project is a collaboration with the Asian and Pacific Islander Wellness Center (APIWC). I am asked to participate in the intervention study because I identify myself as Asian or Pacific Islander and am eligible to participate in the study.

B. Procedure

If I agree to participate in the study, I will self-administer a questionnaire, which will take about 45 minutes to complete. I am under no obligation to participate in any programs at APIWC, but if I wish, I can receive further information about APIWC and its programs.

C. RISKS/DISCOMFORT

Participation in research will involve a loss of privacy. However, my records will be handled as confidentially as possible. There is no way that staff of APIWC, other than the Project Directors and Research Assistants for the study, can identify those who participate in the study, unless I reveal my participation to others. However, there is a chance that other people, including clients and staff of APIWC, can identify me as a participant at the study sites. The researchers will ask all participants not to tell anyone outside the group what any particular person said in the group. However, the researchers cannot guarantee that everyone in the group will keep discussions private.

I will self-administer the questionnaire. Due to the personal nature of the subject matter, there is a chance that participation may be upsetting to me. I can discontinue participation in the questionnaire at any time, and I have the right to decline to answer individual questions. I will be asked about my drug use and sexual behaviors and possibly illegal activities that may upset or embarrass me.

D. BENEFITS

There will be no direct benefit to me from participating in the study. However, the study will benefit API-focused AIDS service agencies to improve their HIV prevention programs targeting API men who have sex with men.

E. COST

There will be no cost to me as a result of taking a part in the study, except contributing my time to participating in the study. 

F. PAYMENT

I will be paid $30 for completing the survey questionnaire.

G. QUESTIONS

I have talked to Dr. Tooru Nemoto, Daniel Bao, Project Directors, or Research Assistants about the study in advance and have had all my questions answered. If I have further questions, I may contact Dr. Nemoto at (415) 597-9391.

If I have any questions or concerns about participating in the study, I should first talk to Dr. Nemoto, Principal Investigator. If for some reason I do not wish to do so, I may contact the Committee on Human Research, where the protection of volunteers in research projects is handled. I may reach the committee office between 8:00 AM and 5:00 PM, Monday through Friday, by calling (415) 476-1814, or writing to: Committee on Human Research, Box 0962, University of California at San Francisco, San Francisco, CA, 94143.

H. CONSENT

I will be given a copy of this information sheet for my records.

PARTICIPATION IN RESEARCH IS VOLUNTARY. I am free to decline to be in this study, or withdraw from it at any time. 

If I wish to participate, I should sign below.

Date                           Participant’s Signature

Date                           Person Obtaining Consent
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