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 Developing a Patient Navigation Intervention for PrEP Continuum of Care among Young 

Latino MSM – Phase 2 

 

WHO SHOULD I CONTACT IF I HAVE QUESTIONS? 

  

[Contact Information of Principal Investigator and Co-Principal Investigator] 

  

WHAT IS THE PURPOSE OF THIS RESEARCH?  

  

This study involves research. The purpose of this study is to find out what helps young adult 

Latino men who have sex with men access HIV prevention care. Using ideas of men in the 

community, we have created new ways to help men learn about sexual health and HIV 

prevention. You are being asked to take part in this study because you are a Latino sexual 

minority man. 

  

We are asking 115 men to take part in this study. The study has two phases. Approximately 60 

participants will be included at in this phase of the study. 

 

If you take part in this study, you will be randomly assigned to one of the conditions (1 out of 2 

chance of being assigned to a particular condition): 1) Usual Care OR 2) the Peer Navigation 

Intervention. Then you will be asked to do the following: 

● If you are in the Usual Care group, you will review written information regarding PrEP 

and health services at Family Health Centers of San Diego 

● If you are in the Peer Navigation group, you will be given the services of a peer 

navigator. The peer navigator will help you access HIV prevention care. 

 

The reasons you may want to participate in this study are that you may learn about sexual 

health and medications. Also, the information that is gained from the study may help other 

people get better health care and know more about medications. In other words, your 

participation may help people in the community improve their health. 

 

The reasons you may not want to participate in this study are that you might reflect on 

unpleasant memories while completing a questionnaire or participating in an interview. If you 

feel uncomfortable you may decline to answer any questions, or you may discontinue your 

participation in this study. 

HOW LONG WILL I BE IN THIS RESEARCH? 

  

Your participation will last six months. You will come to one of our interview sites (Hillcrest 

Family Health Center, a different Family Health Center, SDSU, or another private location) or 

participate in an online meeting for multiple study intervention sessions lasting approximately 30 

to 60 minutes each.  We may also ask you to track your use of medication using an electronic 

pill bottle cap.  This could last up to six months. Three months after your first visit, you will be 

asked to complete an online follow-up survey. You may be asked to complete the online survey 

at a computer at one of our interview sites or remotely, such as from your home. You will also 
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be asked to complete an online survey in about six months. In addition, at the end of the study, 

we will collect information from your healthcare provider(s) through your electronic health 

record(s). You may also be asked to take part in a brief interview at the visit six months from 

now.  

 

WHAT WILL HAPPEN IN THIS RESEARCH?  

  

To find out if you are eligible to take part in this study, you will be asked your age, the city or 

town where you live, your sexual orientation, ethnicity, sexual behaviors, and whether you can 

come to meetings in person or have access to the internet. If you are 18 to 29 years of age, live 

in San Diego County, are Latino, and are willing to receive a medication related healthcare, you 

will be asked to take part in the study. If you are not eligible to participate, the information 

obtained during the screening will not be included in the study data and the screening 

questionnaire will be shredded to protect your privacy.  

During the study, you will be asked to complete three surveys. You will need to complete the 

first survey today. You will be asked to fill out the survey yourself and a member of the study 

staff can help you with it.  We may also ask you to track your use of medication using an 

electronic pill bottle cap.  This could last up to six months. Three months after your first visit, you 

will be asked to complete an online follow-up survey. This will happen again in about 6 months. 

In addition, at the end of the study, we will also collect information from your healthcare 

provider(s) through your electronic health record(s). This will happen in six months. You may 

also be asked to take part in a brief interview six months from now. 

 

Also, if you are assigned to get peer navigation, a peer navigator may call you to talk about HIV 

prevention and may meet with you in person. These intervention sessions will last 

approximately 30 to 60 minutes each. We will ask if we can audio record these sessions. 

 

We are doing an experiment to find out whether peer navigation will be more effective in helping 

men learn about sexual health as compared to written information. It is not known right now 

which way works better to help at-risk individuals learn about sexual health. 

 

 

Table of Study Visits. 

  Visit 1 

Day 1 (Today) 

Three Months from 

Now 

Six Months from Now 

Survey X X  X 

Brief interview   X 
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Total time Up to 2 hours 1 hour 1 hour 

 

 

 

WHAT ARE THE RISKS OR DISCOMFORTS INVOLVED IN THE RESEARCH? 

 

This research is considered to be minimal risk. That means that the risks associated with this 

study are the same as what you face every day. The main risk is that the information that you 

provide to us may be shared with other people. We will do our best to keep the information that 

you share with us private. We will not use your name in our research but will assign a number to 

the surveys and medical record data that we collect. We will lock up all of the paper and 

computer files. Only the study staff will be allowed to access the study records. If you do not feel 

comfortable while you are taking part in the study, you can stop being part of the study at any 

time. Because of the personal nature of the questions to be asked, you might reflect on 

unpleasant memories while completing a questionnaire or participating in an interview. Another 

potential risk is possible discomfort about intervention sessions being audio recorded. If you feel 

uncomfortable you may decline to answer any questions which make you feel uncomfortable, or 

you may discontinue your participation in this study. There may be new findings developed 

during this research which may relate to your willingness to continue to participate in this study. 

These new findings will be shared with you. 

 

If any injury arises as a direct result of participation in this study, we will assist you in obtaining 

appropriate attention. If you need treatment or hospitalization because of being in this study, 

you are responsible for payment of the cost for that care. If you have insurance, you may bill 

your insurance company. You will have to pay any costs not covered by your insurance. San 

Diego State University and San Diego State University Foundation will not pay for any care, lost 

wages, or provide other financial compensation. However, if you feel you have a claim that you 

wish to file against the State or the Foundation, please contact Graduate and Research Affairs - 

Division of Research Administration at (619) 594-6622 to obtain the appropriate claim forms. 

 

ARE THERE ANY BENEFITS TO PARTICIPATION? 

  

The information that you are provided may help you learn more about sexual health and HIV 

prevention. A peer navigator may help you get information and medical care that you need. 

We cannot guarantee, however, that you will receive any benefits from taking part in this study. 

The information that is gained from the study may help other people get better health care and 

know more about HIV prevention. In other words, your participation may help people in the 

community improve their health. 

 

ARE THERE ANY ALTERNATIVES TO PARTICIPATION? 

  

An alternative is to not participate. 
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WILL MY INFORMATION BE PRIVATE?  

  

Confidentiality will be maintained to the extent allowed by law. As soon as the research team 

identifies a person who may be interested in participating, the person will be given a three digit 

study number starting at “001”. The study number will be used on all data collection forms and 
computer files instead of the participant's name. However, the study team members are 

required by California law to report suspected child or elder abuse to the appropriate authorities. 

  

Research files (surveys, audio recordings, and medical record data) will be kept at San Diego 

State University.  These will be kept in a locked filing cabinet and on a computer that has a 

password protecting it.  All audio recordings of sessions will be uploaded to the study computer 

immediately after the session.  After the file is uploaded to the password protected study 

computer, then it will be deleted from the audio recorder. The computers where study data will 

be stored may be connected to the internet. After three years, the computer files will be erased, 

and the paper surveys and medical record forms will be shredded. 

 

The results of your participation in this study may be used for publication or for scientific 

purposes, but the results will not include any information that could identify you. 

 

The researcher may remove information that can identify you from the information that you 

provide in this research. This information could be used for future research studies or given to 

another researcher for another study. In this case, you will not be asked to consent to the future 

research. 

 

We will do everything we can to keep others from learning about your participation in the 

research. To further help us protect your privacy, the investigators have obtained a 

Confidentiality Certificate from the Department of Health and Human Services. 

 

The investigators can use this certificate to refuse to disclose information (for example if there 

were a court subpoena) that may identify you in any federal, state, or local civil, criminal, 

administrative, legislative, or other proceedings.  

 

Disclosure will be necessary, however, upon request of DHHS for the purpose of audit or 

evaluation. 

 

You should understand that a Confidentiality Certificate does not prevent you or a member of 

your family from voluntarily releasing information about yourself or your involvement in this 

research. Note however, that if an insurer or employer, learns about your participation, and 

obtains your consent to receive research information, then the investigator may not use the 

Certificate of Confidentiality to withhold this information.  This means that you and your family 

must also actively protect your own privacy.   
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Finally, you should understand that the investigator is not prevented from taking steps, including 

reporting to authorities, to prevent serious harm to yourself or others. The Certificate of 

Confidentiality will not be used to prevent disclosure to local authorities of child abuse and 

neglect, or harm to self or others. 

 

DO I HAVE TO PARTICIPATE? 

 

We will ask you to take part in the study for the next six months. The information that you give to 

us will be combined with other people’s information. All of this information will be destroyed 
three years after the study is finished.  

 

You do not have to participate in this research study. If you choose not to participate there is no 

penalty or loss of benefits to which you are otherwise entitled. Additionally, you may choose to 

stop participating at any time without penalty or loss of benefits to which you are otherwise 

entitled. 

  

Participation in this study is voluntary. Your choice of whether or not to participate will not 
influence your future relations with San Diego State University, San Diego State University 
Foundation, Hillcrest Family Health Center, or Family Health Centers of San Diego. The 
information that you provide in surveys or in the interviews will not be shared with health care 
providers at Hillcrest Family Health Center or Family Health Centers of San Diego. You will still 
be provided the same health care at Hillcrest Family Health Center and Family Health Centers 
of San Diego if you decide not to participate. If you decide to participate, you are free to 
withdraw your consent and to stop your participation at any time without penalty or loss of 
benefits to which you are allowed.  
  

WILL I BE TOLD ABOUT THE STUDY RESULTS? 

 

We will not contact you with results of this study after this study is completed. However, you are 

welcome to contact us if you are interested in the results of the study. 

  

There may be new findings developed during this research which may relate to your willingness 

to continue to participate in this study. These new findings will be shared with you. 

  

WILL IT COST ME ANYTHING TO PARTICIPATE? 

 

It will not cost you anything to be part of the study. Your participation will last at least 120 

minutes. If you decide to meet in a place in which you must pay for parking, you may incur 

parking fees. However, we can reschedule the interview to take place at a location in which 

there is no charge for parking.  

 

WILL I BE PAID FOR MY PARTICIPATION IN THE RESEARCH? 

 

You will receive a $50 gift card after completing this visit that includes answering questions and 

learning about sexual health.  You will receive a $50 gift card for completing a follow-up visit 
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either in person or online three months after you enroll in the study. During this 3-month visit 

you will also complete a survey. You will receive a $50 gift card for completing a follow-up visit 

either in person or online six months after you enroll in the study. During this 6-month visit you 

will complete a survey and possibly an interview. The total amount that can be earned for 

participating in this study is $150 and does not differ between the Usual Care and Peer 

Navigation groups. 

 

WHAT IF I HAVE QUESTIONS REGARDING THIS STUDY?: 

 

If you have any questions about the research now, please ask. If you have questions later about 

the research, you may contact [Principal Investigator’s contact information]. If you have any 

questions about your rights as a participant in this study, or in the event of a research related 

injury, you may contact the Division of Research Affairs at San Diego State University 

(telephone: 619-594-6622; email: irb@mail.sdsu.edu). At any time during the research you can 

contact the IRB for questions about research rights, to discuss problems, concerns, or 

suggestions, or to offer input. 

 

Consent to Participate: 

 

The San Diego State University Institutional Review Board has approved this consent form, as 

signified by the Board's stamp. The consent form must be reviewed annually and expires on the 

date indicated on the stamp. 

 

Your signature below indicates that you have read the information in this document and have 

had a chance to ask any questions you have about the study. Your signature also indicates that 

you agree to be in the study and have been told that you can change your mind and withdraw 

your consent to participate at any time. In addition, by signing this form you are allowing the 

researchers to use and/or disclose your protected health information. The investigator or a 

member of his/her research team has provided you with a copy of this consent form with 

information about who to contact in the event you have questions. 

 

              

Name of Participant (please print)                                                                              Date     

  

  

  

Signature of Participant          Date   

  

 

  

Signature of Investigator                                                                                        Date 
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