Appendix D. Consent Forms
This appendix contains the forms used to record the informed consent given by participants before signing on for the experimental HIV prevention intervention. Different forms were used for males and females, although the content is virtually identical. Recruiters carefully reviewed the forms with potential participants, describing the purpose and structure of the study, the workshop content, risks and benefits of participation (including incentives), the study’s confidentiality measures, and their rights as participants.
University of California, Los Angeles

Office for Protection of Research Subjects

GENERAL CAMPUS HUMAN SUBJECTS PROTECTION COMMITTEE

CONSENT TO PARTICIPATE IN RESEARCH

HIV Prevention for Adolescent Mothers and Their Male Partners

Male Participants

You are asked to participate in a research study conducted by Deborah Koniak-Griffin, RN, EdD, FAAN from the School of Nursing at the University of California, Los Angeles. You were selected as a possible participant in this study because you are an adolescent father and you have a female partner who may be willing to participate in this study.

· PURPOSE OF THE STUDY

The purpose of this study is to see whether an HIV education program for couples can decrease risky sexual behaviors that can lead to infection with HIV and other sexually transmitted infections. This program has been successfully used with a number of teenagers in the United States. This particular prevention program has been adapted specifically to help pregnant teens and young mothers and their male partners stay healthy.

· PROCEDURES

If you volunteer to participate in this study, we would ask you to do the following things:

You will be involved in twelve (12) hours of classroom instruction on issues such as risky sexual behavior and HIV transmission. Activities will include class discussions, viewing of videotapes, and role-playing. Instruction will be provided by a trained health case professional.

Class Schedule

Session 1 
Building knowledge about HIV/AIDS (Duration 2 hours)
Activities in this session will include an orientation, discussion of HIV transmission specifically sexual and mother-to-child transmission, and discussion of responsible fathering behaviors.

Session 2 
Understanding teens’ risk for HIV infection (Duration 2 hours)
Activities in this session will consist of a high, low and no risk game, a decision-making exercise, planning for a healthy future exercise, and an AIDS basketball game.

Session 3 
Attitudes and Beliefs about Safer Sex (Duration 2 hours)
Activities will include viewing of videos, discussion of safer sex methods, and writing a letter to your baby.

Session 4 
Communication Skills (Duration 2 hours) 

Activities in this session will consist of a discussion of communication with sexual partners, including negotiation skills, sexual coercion, and conflict resolution and a role-playing activity to practice negotiation skills.

Session 5 
Building Condom Use Skills (Duration 2 hours)
Activities will include teaching condom use skills and practicing ways to talk to your partner about condom use and safer sex.

Session 6 
Gender, Power, & Sexual Relations (Duration 2 hours)
Activities in this session will consist of role-plays to give participants the chance to experience the perspective of their sex partners, discussion of cultural messages around sex and safer sex behaviors, and discussion of power and traditional gender beliefs.

Questionnaires

You will be asked to complete several questionnaires to help us to evaluate the effects of the program. These questionnaires will include some personal questions about your health, sex life, possible drug and alcohol use and other sensitive issues (for example: history of sexually transmitted infections, suicide attempts, and childhood abuse).To protect your privacy, you will be assigned an identification number, Your name will not appear on any of the questionnaires, only your number.

You will be asked to fill out these questionnaires on three occasions (before the instruction, right after instruction and at 3-month follow-up). Completing each of the questionnaires will take 1 to 1½ hours.

You will also be asked to provide information by which program staff can re-contact you for follow-up evaluations and for possible further studies. This information will include your and your child(ren)’s social security numbers, your driver’s license number, and the name and phone numbers of any service providers with whom you may be working (for example: Cal Learn case manager). In the event that we cannot locate you, these service providers might be contacted for purposes of obtaining your address and phone number.

· POTENTIAL RISKS AND DISCOMFORTS

There are no medical risks involved in this interview. The potential risk of experiencing psychological discomfort while answering sensitive and personal questions will be minimized to the greatest extent as all answers will be confidential and your name will not appear on any questionnaires.

· POTENTIAL BENEFITS TO SUBJECTS AND/OR SOCIETY

Your will learn about HIV prevention and communicating with your partner about sexual issues. Additionally, participants may experience the satisfaction of helping researchers to gain information about ways to help teenage fathers and their female partners in the prevention of HIV and other sexually transmitted infections. 

· PAYMENT FOR PARTICIPATION

You will receive $15 per class attended (total=$90) and $25 for completing each of the three questionnaires. Those attending all classes and completing the questionnaires at all data points will receive a total of $165.

· CONFIDENTIALITY

Your answers will not be shared with anyone else. Confidentiality will be maintained by means of storing all data files in locked file cabinets inside the locked (off master key) research office.

This research is covered by a Certificate of Confidentiality issued by the Department of Health and Human Services (DHHS). This Certificate will protect the investigators from being forced to release any research data in which you are identified, even under a court order or subpoena. This protection, however, does not prohibit the investigators from voluntarily reporting information about suspected or known sexual or physical abuse of a minor or a subject’s threatened violence to self or others. If any member of the program staff has or is given such information, this information will be reported to the appropriate agency.

· PARTICIPATION AND WITHDRAWAL

You can choose whether to be in this study or not. If you volunteer to be in this study, you may withdraw at any time without consequences of any kind. You may also refuse to answer any questions you don’t want to answer and still remain in the study. The investigators may withdraw you from this research if circumstances arise which warrant doing so. For example, if your partner refuses to participate in the study, you will not be able to participate in the classes for couples. If your partner withdraws from the study after the intervention begins, you may remain in the study.

· IDENTIFICATION OF INVESTIGATORS

If you have any questions about the research, please feel free to contact Dr. Deborah Koniak-Griffin or Dr. Janna Lesser at (310) 206-0724 in the UCLA School of Nursing, Factor Building Room 6-956, Box 956919 Los Angeles, CA 90095-6919.

· RIGHTS OF RESEARCH SUBECTS

You may withdraw your consent at any time and discontinue participation without penalty. You are not waiving any legal claims, rights or remedies because of your participation in this research study. If you have questions regarding your rights as a research subject, contact he Office for Protection of Research Subjects, 2107 Ueberroth Building, UCLA, Box 951694, Los Angeles, CA 90095-1694, (310) 825-8714.

SIGNATURE OF RESEARCH SUBJECT

I understand the procedures described above. My questions have been answered to my satisfaction, and I agree to participate in the study. I have been given a copy of this form.

_____________________________________________

Name of Subject

_____________________________________________

__________________

Signature of Subject










Date

SIGNATURE OF WITNESS

In my judgement the subject is voluntarily and knowingly giving informed consent and possesses the legal capacity to give informed consent to participate in this research study.

_____________________________________________

__________________

Signature of Witness









Date

University of California, Los Angeles

Office for Protection of Research Subjects

GENERAL CAMPUS HUMAN SUBJECTS PROTECTION COMMITTEE

CONSENT TO PARTICIPATE IN RESEARCH

HIV Prevention for Adolescent Mothers and Their Male Partners

Female Participants

You are asked to participate in a research study conducted by Deborah Koniak-Griffin, RN, EdD, FAAN from the School of Nursing at the University of California, Los Angeles. You were selected as a possible participant in this study because you are a pregnant teen and/or young mother and you have a male partner who may be willing to participate in this study.

· PURPOSE OF THE STUDY

The purpose of this study is to see whether an HIV education program for couples can decrease risky sexual behaviors that can lead to infection with HIV and other sexually transmitted infections. This program has been successfully used with a number of teenagers in the United States. This particular prevention program has been adapted specifically to help pregnant teens and young mothers and their male partners stay healthy.

· PROCEDURES

If you volunteer to participate in this study, we would ask you to do the following things:

You will be involved in twelve (12) hours of classroom instruction on issues such as risky sexual behavior and HIV transmission. Activities will include class discussions, viewing of videotapes, and role-playing. Instruction will be provided by a trained health case professional.

Class Schedule

Session 1 
Building knowledge about HIV/AIDS (Duration 2 hours)
Activities in this session will include an orientation, discussion of HIV transmission specifically sexual and mother-to-child transmission, and discussion of responsible fathering behaviors.

Session 2 
Understanding teens’ risk for HIV infection (Duration 2 hours)
Activities in this session will consist of a high, low and no risk game, a decision-making exercise, planning for a healthy future exercise, and an AIDS basketball game.

Session 3 
Attitudes and Beliefs about Safer Sex (Duration 2 hours)
Activities will include viewing of videos, discussion of safer sex methods, and writing a letter to your baby.

Session 4 
Communication Skills (Duration 2 hours) 

Activities in this session will consist of a discussion of communication with sexual partners, including negotiation skills, sexual coercion, and conflict resolution and a role-playing activity to practice negotiation skills.

Session 5 
Building Condom Use Skills (Duration 2 hours)
Activities will include teaching condom use skills and practicing ways to talk to your partner about condom use and safer sex.

Session 6 
Gender, Power, & Sexual Relations (Duration 2 hours)
Activities in this session will consist of role-plays to give participants the chance to experience the perspective of their sex partners, discussion of cultural messages around sex and safer sex behaviors, and discussion of power and traditional gender beliefs.

Questionnaires

You will be asked to complete several questionnaires to help us to evaluate the effects of the program. These questionnaires will include some personal questions about your health, sex life, possible drug and alcohol use and other sensitive issues (for example: history of sexually transmitted infections, suicide attempts, and childhood abuse).To protect your privacy, you will be assigned an identification number, Your name will not appear on any of the questionnaires, only your number.

You will be asked to fill out these questionnaires on three occasions (before the instruction, right after instruction and at 3-month follow-up). Completing each of the questionnaires will take 1 to 1 ½ hours.

You will also be asked to provide information by which program staff can re-contact you for follow-up evaluations and for possible further studies. This information will include your and your child(ren)’s social security numbers, your driver’s license number, and the name and phone numbers of any service providers with whom you may be working (for example: Cal Learn case manager). In the event that we cannot locate you, these service providers might be contacted for purposes of obtaining your address and phone number.

· POTENTIAL RISKS AND DISCOMFORTS

There are no medical risks involved in this interview. The potential risk of experiencing psychological discomfort while answering sensitive and personal questions will be minimized to the greatest extent as all answers will be confidential and your name will not appear on any questionnaires.

· POTENTIAL BENEFITS TO SUBJECTS AND/OR SOCIETY

Your will learn about HIV prevention and communicating with your partner about sexual issues. Additionally, participants may experience the satisfaction of helping researchers to gain information about ways to help teenage mothers and their male partners in the prevention of HIV and other sexually transmitted infections. 

· PAYMENT FOR PARTICIPATION

You will receive $15 per class attended (total=$90) and $25 for completing each of the three questionnaires. Those attending all classes and completing the questionnaires at all data points will receive a total of $165.

· CONFIDENTIALITY

Your answers will not be shared with anyone else. Confidentiality will be maintained by means of storing all data files in locked file cabinets inside the locked (off master key) research office.

This research is covered by a Certificate of Confidentiality issued by the Department of Health and Human Services (DHHS). This Certificate will protect the investigators from being forced to release any research data in which you are identified, even under a court order or subpoena. This protection, however, does not prohibit the investigators from voluntarily reporting information about suspected or known sexual or physical abuse of a minor or a subject’s threatened violence to self or others. If any member of the program staff has or is given such information, this information will be reported to the appropriate agency.

· PARTICIPATION AND WITHDRAWAL

You can choose whether to be in this study or not. If you volunteer to be in this study, you may withdraw at any time without consequences of any kind. You may also refuse to answer any questions you don’t want to answer and still remain in the study. The investigators may withdraw you from this research if circumstances arise which warrant doing so. For example, if your partner refuses to participate in the study, you will not be able to participate in the classes for couples. If your partner withdraws from the study after the intervention begins, you may remain in the study.

· IDENTIFICATION OF INVESTIGATORS

If you have any questions about the research, please feel free to contact Dr. Deborah Koniak-Griffin or Dr. Janna Lesser at (310) 206-0724 in the UCLA School of Nursing, Factor Building Room 6-956, Box 956919 Los Angeles, CA 90095-6919.

· RIGHTS OF RESEARCH SUBECTS

You may withdraw your consent at any time and discontinue participation without penalty. You are not waiving any legal claims, rights or remedies because of your participation in this research study. If you have questions regarding your rights as a research subject, contact he Office for Protection of Research Subjects, 2107 Ueberroth Building, UCLA, Box 951694, Los Angeles, CA 90095-1694, (310) 825-8714.

SIGNATURE OF RESEARCH SUBJECT

I understand the procedures described above. My questions have been answered to my satisfaction, and I agree to participate in the study. I have been given a copy of this form.

_____________________________________________

Name of Subject

_____________________________________________

__________________

Signature of Subject










Date

SIGNATURE OF WITNESS

In my judgement the subject is voluntarily and knowingly giving informed consent and possesses the legal capacity to give informed consent to participate in this research study.

_____________________________________________

__________________

Signature of Witness









Date
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