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University of California, San Diego

Consent to Act as a Research Subject

MOBILE ASSESSMENT AND MONITORING OF DAILY EXPERIENCES


Elizabeth Pasipanodya, Ph.D., David Moore, Ph.D., and other researchers at the HIV Neurobehavioral Research Program (HNRP) are conducting a 4-week research study to look at how daily experiences and behaviors, measured using cellphone-based surveys and electronic GPS devices, are related to daily well-being among adults living with HIV who also recreationally use methamphetamine. Research in this area may be helpful in developing smartphone-based “coaches” that can support overall well-being, including consistent medication-taking among people living with HIV. Up to 50 individuals shall participate in this study.  This research is funded by the University of California, San Diego. 
You have been asked to participate because you are living with HIV-infection, are currently taking anti-HIV medications/antiretroviral therapy (ART), and because you use methamphetamine. If you agree to be in this study, you will be agreeing to participate in the following: 
a) a baseline visit (3 hours) 

b) daily survey and location tracking (4 weeks)

c) a final visit (1 hour), 4 weeks after the first visit and at the end of the daily survey period.
All study visits will take place at the HIV Neurobehavioral Research Program (HNRP – 220 Dickinson St. Suite B, San Diego, CA 92103.).
Baseline Visit (up to 3 hours)
At the initial visit, you will complete questionnaires, talk about medication-taking in a one-on-one/individual interview, and be shown how to complete the daily surveys and use the GPS-tracking devices. 
During this visit, we will ask you to do the following: 

1. Complete a brief background questionnaire to obtain information about your demographic status (age, education, and employment), HIV history, current medications, and mood. You will be also asked about your current and past substance and alcohol use history, including the quantity, frequency, and duration of any use of cannabis, alcohol, cocaine, methamphetamine, or opiates. Furthermore, you will be asked questions about your psychiatric history, including questions that ask about any current depression. Additionally, you will be asked to complete some questionnaires related to medication adherence and well-being. 
Completion of questionnaires should take about 1 hour.
2. Participate in an individual interview during which you will have a conversation with Dr. Pasipanodya about your overall well-being, including about your supports and barriers to taking anti-HIV medication and to sobriety from illicit substances. 
The individual interview will be audiotaped in order to ensure the accuracy of the conversation and you will be asked to sign a separate audiotape consent document. In the individual interview, as in all parts of the study, you are free to not answer any questions that you do not wish to provide a response to. However, if you do not wish to be audiotaped, you should not participate in the interview portion of the study. Once the audio recording has been transcribed, without any of your identifying information, the audio recording shall be destroyed. 
The individual interview should take about 1 hour to complete.

3. Finally, you will receive brief training on how to complete the daily smartphone-based surveys, decide the times that you would like to complete these surveys, and be shown the electronic GPS-tracking device that you will wear every day during the daily survey period. 
If you do not have a smartphone, or if you do not have internet/data on your phone, a study cell phone shall be provided for you to use during the study. You will not be responsible if you lose or break any of the study devices and we will cover costs associated with use of study cellphones. 
Daily Survey and Location Tracking Period (4 weeks)
After the first visit, you will begin the daily survey period. Over this 4-week period, you will receive brief surveys to complete twice a day. Surveys shall be delivered to your cellphone via a text message link which, when followed, directs to an internet survey. These links shall be sent out to you daily at the morning and evening times that you select and you will be required to enter your unique study id to complete daily surveys. These daily surveys will be collected using a HIPAA-enabled online survey website and your responses will not be stored on the phone. The responses that you enter will be securely transmitted as encrypted data via the SSL/https protocol and stored on a secure server without any information that can be used to identify you. Therefore, if you lose the phone or if someone else where to have access to it, they would not be able to see your survey responses.
The morning survey shall take about 3 minutes to complete and shall include questions on sleep quality, sleep duration, and mood. The evening survey shall take 5 minutes to complete and shall briefly assess your mood, substance use, daily events, and ART adherence. Please do not respond to the surveys while driving, riding a bicycle, operating machinery, or during any other times when it would be unsafe to have divided attention. You are strongly encouraged to use a password/lock screen on your phone to help protect your privacy (if you use a study phone, it will be password-protected/use a lock screen). If you do not currently have a password/lock screen, or do not know how to set one up on your phone, the researcher working with you today can help you set one up. 
In addition to the daily surveys, you will also wear an electronic GPS device, on a belt around your waist, for 4 weeks. You may wear the GPS device over or under your clothing, as you find comfortable. The GPS device will need to be charged while you are sleeping so that it can collect information about your movements as you go about your day. The GPS device will collect information about how much the you are moving, as well as your geographical location. 
Your location and movements will not be individually visualized or mapped. Additionally, information collected from all participants in this study shall only be reported in group/aggregate and at a level of detail no finer than a census tract in order to maintain your privacy. 
The GPS data is stored unencrypted on the device and it cannot be downloaded and interpreted without specialized software housed at the HNRP. Once you return the GPS device at the end of the study, both your survey responses and movement data shall be stored in secure servers located at UCSD and your information shall only be used for academic, and not commercial purposes, that are in line with the study aims. We anticipate that your participation in this part of the study presents no greater risk than the risk of everyday use of the Internet or of devices that have GPS or location services turned on. 

You are encouraged to keep the GPS device on/near your person at all times (except while bathing or swimming) during the study period and to keep both the GPS device and your phone charged. If you go anywhere where you do not want to be tracked, you can turn off the GPS device. However, please remember to turn it back on to resume locating tracking. 
You will receive a phone call from Dr. Pasipanodya within a week of starting the daily surveys inquiring about your experiences with the survey portion of the study. Dr. Pasipanodya will be able to assist you with any problems related to the daily surveys or the GPS device. 
Final Visit (1 hour)
You will be asked to return for a final visit after the end of the 4-week daily survey period. During this visit, you will complete feedback questionnaires, return any loaned study phones, and return the GPS devices. This visit shall be about an hour long.
PARTICIPATION IN OTHER STUDIES

By signing this consent, you agree that data collected in other studies in which you may be enrolled at the HNRP (e.g., cognitive tests, questionnaires, and lab results) may be used in this study. The results of your interviews, exams and/or other tests will be available to HNRP investigators conducting IRB approved research. This information may be used for analysis and to determine if you are eligible for other related studies that Drs. Pasipanodya and Moore or their associates are conducting. If you are eligible, you may be informed about these studies. Whether or not you choose to become involved in those studies will not affect your continued involvement in this study. If you decide to enroll in other studies, you will sign a separate consent form. Note that if you choose to participate in other studies conducted by Drs. Pasipanodya and Moore or their associates, data collected during those assessments or procedures may be shared with this study. In this case, you will be compensated only once for each procedure you complete on any given day. Additional procedures requiring separate visits may involve additional compensation.

· YES, you would like to be considered for other studies.

· NO, you do not want to be considered for other studies.

METHODS FOR CONTACTING AND LOCATING YOU

You will be asked to provide information that will help us locate you in the future to follow-up up with you about this study or inquire about your interest in other studies.  This information may include your contact information and information about others who might be able to locate you in the future.  You can choose which information to provide.  We will use the information provided by you as well as publicly available methods (e.g. internet search) to locate you as needed.  All contact information we collect will remain confidential. 

COMPENSATION

You will be compensated as follows:

· $35 in total for the first visit, which includes the completion of questionnaires and orientation to the daily surveys ($15) as well as the individual interview ($20).  

(You will receive you will receive a payment of $10 if you start but do not complete the questionnaires, 
$15 if you complete the questionnaires but do not start the interview,  $25 if (after the questionnaires) you 
start but do not complete the interview, and $35 if you complete both the questionnaires and the 
interview).

· $1 for each completed survey (morning and evening, completed over the 4-week daily survey period) for a possible total of $56

· $15 for completion of the final visit feedback questionnaires 


(You will receive you will receive a payment of $10 if you start but do not complete the questionnaires). 

· $15 for return of the GPS device and any loaned study cellphone. 

Thus, you may earn up to $121 if you complete all parts of the study.

There is no cost to you for participation in this study.

RISKS AND DISCOMFORTS

Participation in this study may involve some added risks or discomforts.  These may include:

1. Fatigue, boredom, or irritation during the questionnaire sessions, and/or mental effort or emotional stress in answering some questions. You can withdraw your participation at any time without jeopardy.
2. Although you are encouraged to password-protect the phones that you will use to complete the daily surveys, it is possible that other people with access to devices connected to your phone (e.g., laptop, tablet, etc.) may become aware of your participation in this study if your connected devices are not password-protected. Therefore, you are strongly encouraged to password-protect those devices as well to prevent unintentional disclosure of your participation in this study, should someone read your text messages. 
3. The responses that you provide us in questionnaires or daily surveys may contain information about the use of illegal drugs and GPS information collected may include places where substances were bought or used. Given this, your survey responses and GPS information are collected separately and will be stored without identifying information at the HNRP. Furthermore, your information (including GPS data) is protected from disclosure to legal demands by a Certificate of Confidentiality issued to us by the Department of Health and Human Services (HHS). While information derived from this research will be kept confidential to extent provided by law, there is a small possibility that your information may become known outside of the research setting. If this information were to be disclosed, it could potentially damage your insurability, financial standing, and/or employability and could result in criminal or civil liability. To our knowledge, this kind of disclosure of research information has never occurred in over 25 years of research at UCSD’s HNRP. 
4. If you are injured as a result of participation in this research, the University of California will provide any medical care you need to treat those injuries. The University will not provide any other form of compensation to you if you are injured. You may call the Human Research Protections Program at (858) 246-4777 for more information about this, to inquire about your rights as a research subject, or to report research-related problems.

BENEFITS

There may or may not be any direct benefit to you from these procedures. The investigator, however, may learn more about the use of novel technology in assessing daily behaviors.

UNFORESEEABLE RISKS

Participation in this study may involve risks that are currently unforeseeable. However, if any new risks become known in the future you will be informed of them.
ALTERNATIVES TO PARTICIPATING IN THIS STUDY

The alternative to participating in this study is to choose not to participate.

NEW FINDINGS

You will be told of any new, relevant information that comes out before participation in the interview that might lead you to change your mind about staying in the study. You will be told when study results may be available and how you can find out about them.

WITHDRAWAL/REMOVAL FROM THE STUDY

Participation in this research study is entirely voluntary. You may refuse or withdraw participation in this study at any time without affecting your medical care at this institution or any loss of benefits to which you are otherwise entitled. Likewise, your participation may be discontinued without your consent, if you fail to comply with the study procedures, if the study is cancelled by the investigators or the sponsor, the University of California - San Diego, or if, in the investigator's clinical judgment, discontinuance is in your best interest.

If you choose to withdraw from this study during a study visit or at any time that you are physically at the HNRP, you may tell anyone on the study team of your intention to do so. If you choose to withdraw at any other time, Dr. Pasipanodya should be notified with a phone call of your desire to withdraw (619-543-5800).

CONFIDENTIALITY

We will do everything we can to keep others from learning about your participation in the research. Despite careful safeguards, information regarding your history, drug use, or medical diagnosis may become known outside of the research setting. Although such an event is very unlikely, accidental disclosure of your history or medical information could be potentially damaging to your insurability, employability, and/or ability to travel. To further help us protect your privacy and your data stored at the HNRP, the investigators have obtained a Confidentiality Certificate from the Department of Health and Human Services (DHHS). With this Certificate, the investigators cannot be forced (for example, by court subpoena) to disclose information stored at the HNRP (including the GPS data) 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 and the UCSD Human Research Protections Program 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, employer or other outside party, learns about your participation, and obtains your or your legal guardian's consent to receive research information, then Drs. Pasipanodya and Moore 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.

Drs. Pasipanodya and Moore are not prevented from taking steps, including reporting to authorities, to prevent serious harm to yourself or others. If they determine reporting to authorities is necessary because of imminent serious danger to yourself or others, then they would only disclose information in your records to the extent necessary to prevent such imminent danger.

Information from this study is available only to study investigators and authorized personnel, including the UCSD Institutional Review Board. To guard your privacy, only a special code number will appear on questionnaires, and all records, forms, and information will be kept in locked file rooms and cabinets. 
CONSENT

Dr. Pasipanodya and/or __________________________ has explained the study to you and answered your questions. If you have other questions, or wish to report a research-related problem, you may call Dr. Pasipanodya at 619-543-5085. Please note: this number will only be staffed during regular business hours (M-F, 8:00 AM – 5:00 PM).

You have received a copy of this consent document to keep and the “Experimental Subject's Bill of Rights”.
You agree to participate.
_______________________________________    
Subject’s Name (Printed)

_______________________________________    
________________________

Subject's Signature





Date

_______________________________________    
________________________
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