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Introduction
You may be eligible to take part in a research study. This form has important 
information that will help you decide whether or not to join. Ask the study staff to explain 
anything that is unclear to you or to answer any questions you may have. You can also 
talk to others such as your friends, family, or doctors about your possible participation in 
this study. 

If you decide to take part in the study, we will ask you to sign this form. We will give you 
a copy of the form to take home with you. It has information, including our contact 
information on the top of this page, which you should keep. We will also keep a signed 
copy of this form in our research records.  

Purpose and Key Information
We are working in collaboration with etectRx, the manufacturer of a digital pill system 
(MyTPill). 

We all sometimes have trouble remembering to take our medications on time. We are 
doing this study to learn if MyTPill can help people who use methamphetamine, 
cocaine, or opioids, in taking their BIKTARVY, an antiretroviral therapy (ART) for 
controlling HIV, as prescribed. To do this, we plan to compare two methods to help 
people remember to take their medications, MyTPill in comparison to an electronic 
pillbox called Wisepill. Taking your medications on time and as your doctor has 
prescribed them is referred to as “medication adherence.”

Things you should know:

 MyTPill contains three things:
1. BIKTARVY.
2. An ingestible sensor that activates in your stomach.
3. A tiny transmitter that sends a signal through the internet to a computer

when you have taken a medication.
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 Wisepill is a pillbox which sends a signal through the internet to a computer
whenever it is opened.

 If you choose to join this study, we will ask you to use MyTPill or Wisepill for 90
days, then take your BIKTARVY as you normally would for 2 weeks, and finally
use MyTPill or Wisepill (whichever one you had not taken in the first 90 days) for
another 90 days.

 This study will take about 6 months to complete. During that period, we will ask
you to come in for 9 in-person study visits.

 During 8 of the in-person visits, we will ask you to have your blood drawn to
measure ART concentrations in your blood to look at your medication adherence.

 There are some risks to this study. These risks include the questions we ask

(which could be upsetting), swallowing the MyTPill digital pills (which may be

uncomfortable), and loss of privacy.

 We plan to collect some sensitive information during this study, including

information about your substance use and HIV.

 While there are no direct benefits in taking part in this study, it could help you
improve your adherence to your prescribed ART.

 Whether you take part in this study or not is your choice. Participation in this
study is completely voluntary, and you are free to stop at any time.

 If you decide to withdraw from the study; please let us know as soon as possible, 
so that we can arrange for your BIKTARVY prescriptions after you leave the 
study. To do that, we may need to reach out to your primary care provider.

You do not need to join this study to receive your regular ART medication. If you choose 
not to join, you can continue to obtain your medication from your primary physician and 
pharmacy. 

The study involves a device called the ID-Cap System which is cleared for use by the 
FDA, as it has shown to have the same function and safety as a similar device already 
for sale. This is approved for use to monitor ingestion of medications. In this study, we 
will be using this device to monitor your ingestion of the ART medication BIKTARVY.

This study is being conducted at the University of Miami Department of Public Health 
Sciences in collaboration with the Jackson Memorial Hospital HIV Clinic in Miami, 
Florida. It is being paid for by the National Institute on Drug Abuse (NIDA). Gilead 
Sciences, Inc. is providing the BIKTARVY for this study at no cost to the study or study 
participants.

We plan to enroll about 80 people at the Jackson Memorial Hospital HIV clinic. We plan 
to review approximately 80 or more JHS Electronic Medical Records for recruitment 
purposes.

We will assign you to one of the study arms by chance (like the flip of a coin); this is 
called randomization. You will be assigned to one of the following study groups: 
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 Group 1 (MyTPill First): First, you will receive the MyTPill digital pills containing
ART for 90 days. Next, you will take your ART as you normally would for 2 weeks
without any adherence monitoring system. Then, you will use the Wisepill ART
adherence monitoring system for 90 days.

 Group 2 (Wisepill First): First, you will use the Wisepill ART adherence
monitoring system for 90 days. Next, you will take your ART as you normally
would for 2 weeks without any adherence monitoring system. Then, you will use
the MyTPill digital pills containing ART for 90 days.

You will have an equal chance of being placed in each group. You and the researchers 
cannot choose what group you will be in. The medications for the entire 6 month period 
while you are in the study will be provided by Gilead Sciences at no cost to you. You will 
continue to receive care from your primary physician at Jackson Memorial Hospital 
while you are in the research study.

If you are, or have been, a patient at a University of Miami/Jackson Health System 
facility, you will have a University of Miami/Jackson Health System electronic medical 
record to which we will add the research information to improve access to information 
important to your medical care. Your electronic medical record will show that you are in 
a research study and a copy of this signed consent form will be included. To provide as 
complete a record as possible, some or all your study-related research information 
may also be placed in your electronic medical record. This specifically includes 
investigational drugs, devices, biologics, or anything else that may, separately or 
together with other substances or activities, interfere with your clinical treatment or 
place you at greater risk of harm. Other information from the research study may be 
included as well. Including this information in the electronic medical record system is 
intended only to give information to caregivers providing treatment for you while you 
are on this study.

This information will be available to University of Miami/Jackson Health System 
doctors, nurses and other authorized staff who may not be part of the research team 
but who are involved in providing you medical care, or who are otherwise allowed to 
access your information. The confidentiality of the results and other documents in your 
electronic medical record will be governed by laws, such as HIPAA, that concern 
medical records. We suggest that you tell any non-University of Miami/Jackson Health 
System doctors that you are in a research study and that more information may be 
made available to them at your request. The research team may use your information 
to notify you of appointments, send you appointment reminders, or schedule additional 
appointments.

How MyTPill Works
The MyTPill System has three essential tools that work together to ensure that you’ve 
taken your medication as prescribed. 1) The MyTPill digital pill (which contains your 
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ART and an ultrathin flexible sensor); 2) your smartphone; and 3) an electronic reader 
that hangs from a lanyard around your neck. After you swallow the digital pill, the 
capsule dissolves and your stomach acid then activates the digital pill and turns on the 
sensor. The sensor signals the reader which relays the signal through your smartphone 
to a computer. This allows us to know when you took your medication. The ultra-thin, 
flexible sensor is naturally eliminated through your gut. 

Although your smartphone tells us whether you have taken your medications, it requires 
almost no data. Your data plan will not be affected. The reader can also store the data 
until we meet with you.  

How Wisepill Works
The Wisepill is an electronic pillbox. When someone opens the pillbox, Wisepill sends a 
signal through the internet to a computer, telling us that it was opened. Wisepill will also 
store the data until we meet with you on our prescheduled next session. 

Study Contact

During the course of the study, it may be important for us to contact you via text 
message, phone, or email. We may contact you:

 If you have not connected the reader device to your phone over the past week.
 If there is a new software update for the app or hardware update for the reader.
 To ensure the technology is functioning properly.
 To remind you of an upcoming study visit.
 If you ask us to call or contact you.

Please note, our research team will send emails using the University of Miami official 
emails as well as text messages through a secure service.

How is this research funded?
This research is being funded by the National Institute of Drug Abuse (NIDA) which is a 
part of the National Institutes of Health (NIH). Gilead is the company that makes 
BIKTARVY. When you are a part of the study, the medication BIKTARVY will be given 
to you free of cost by Gilead.

What will happen in this research study?
We will ask you to do visits in-person at University of Miami Department of Public Health 
Sciences-Clinical Research Building (CRB) and some visits will be conducted partially 
in-person and partially remotely through the online Zoom application, while two visits will 
take place entirely over Zoom.

Study Eligibility Screening and Consent
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If you are deemed preliminarily eligible and you are interested in participating, you will 
be consented by a study staff member either in-person or virtually. We will answer any 
questions you may have about the study. The consent form will be signed electronically 
and stored on a secure data platform. 

If you choose to participate, we will ask you to sign:
 Informed Consent Form – to document your agreement to take part in the study
 Medical Release Form – so that the study staff can review your medical record to

confirm your eligibility
 Locator Form – to provide us with all your contact information
 Biospecimen Banking Consent – so that the study may keep your biological

samples in storage for future analysis. This part of the study is optional.

After the consent form is signed, we will inform the clinical care team at JHS and your 
medical record will be reviewed to ensure you are fully eligible for the study. If you are, 
we will contact you to schedule Visit 1.

Visit #1 –Randomization and Biospecimen Visit (60 minutes)

During Visit 1, we will collect a urine sample for on-site toxicology (drug testing). We will 
share these results with you. If you are able to become pregnant, we will also do a urine 
pregnancy test. 

We will then randomize you to either WisePill or MyTPill during this visit and then will 
provide you with more in-depth instructions on the next steps of the study.

After the visit:
 Make sure you keep taking your current ART medication daily.
 Always remember to bring your remaining medication to all study visits.

Visit #2 – PART 1: First Technology & In-Person Learning Visit (60 minutes)

This visit will be conducted in person at the University of Miami, Department of 
Public Health Sciences-CRB.

 Obtain your study medication from the pharmacy.
 We will talk about the MyTPill system, its reader, and/or the WisePill (depending

in which group you are assigned to). We will teach you how to operate the reader
and will register you on the interface. We will also install the MyTPill eTectRx
application (app) on your mobile phone. The app, which is used to collect
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information on when you will be taking the MyTPill, requires access to 
information such as your geolocation and IP address. To take part in this study, 
you will need to accept the terms of service and privacy policy of the app when 
you install it on your mobile device.

 We will have you take the first dose of MyTPill or the first dose of medication on
the WisePill to ensure you know how to use each of these devices and/or pills.

 We will provide you with a 90-day supply of ART medication (plus 17 additional
doses for the washout period).

 We will ask you to complete a baseline survey
 We will request you provide a blood sample to complete a Dried Blood Spot

(DBS) card and for future analysis
 We will schedule your next visit in two days to see how things are going with the

study.

Visit #3 – First Technology Online Check-In Visit (30 minutes)

This visit will be conducted entirely remotely. After your first two days or so getting 
familiar with the technology, we will ask you to join a virtual meeting on Zoom. During 
this virtual visit, we will ask about your experience with the technology and if you are 
willing to continue using it for the next three months. If you successfully use the 
technology during this  period and wish to continue, then you will be scheduled for the 
first follow up assessment after three weeks. 

If you could not use the technology or do not want to, we will ask you about it. You will 
then be done with your participation in the study. Please note, if you leave the study, 
you will need to get your BIKTARVY prescription from your regular doctor. 

Visit #3 will be conducted in person if:
a. You are facing significant technology challenges and need in person assistance.
b. We are not able to receive your ingestion data from your phone App.
c. You have a scheduled appointment at the Jackson Memorial Hospital HIV clinic

in the same date of visit 3.
d. You want to return the study equipment because you want to withdraw from the

study.

Visits #4 and #5 – DBS and TLFB Interviews (60 minutes)

We will ask you to come in-person for follow-up visits once a month (2 visits). These 
visits will be conducted in-person at the University of Miami, Department of 
Public Health Sciences-CRB. This is done in order for you to: 1) complete a blood 
draw for a Dried Blood Spot (DBS) card, and 2) to complete a Timeline Follow-Back 
(TLFB) interview.
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We will contact you before each visit to remind you of your visit date and time. If you do 
not think that you will be able to keep the appointment, you can reschedule the visit to 
within 3 days of the scheduled visit date. Please let us know as soon as possible if you 
are no longer able to come in. Please bring your ART to the visit.

During these visits, we will review your last ART dose, confirm you are using the study 
technology correctly, and conduct an interview about your ART medication and use of 
other substances in the past 2 weeks. 

Visit #6 – Return of First Technology & Beginning of Wash-Out Period (60 
minutes)

This visit will be conducted entirely in-person. The visit will occur 4 weeks after visit 
#5. This visit has four purposes: 1) complete a blood draw for a DBS card; 2) complete 
a TLFB interview, a 3-month survey, and a qualitative interview; 3) return the technology 
given to you at your second visit; and 4) begin your washout period of taking BIKTARVY 
just as you normally would before we provided you with the study’s next technology.

We will conduct an audio-recorded qualitative interview for all subjects after they finish 
the first 3 months in the study to ask in depth about their experience using MyTPill or 
Wisepill for 90 days.

Visit #7 – PART 2: End of Washout Period, Switch of Technology & In-Person 
Learning Visit (60 minutes)

This visit will be conducted entirely in person. The visit will occur 2 weeks after visit 
6 (towards the end of the 2-week washout period) during which you will use your 
BIKTARVY as you normally would without the use of any technology monitoring your 
medication uptake (meaning, neither MyTPill nor Wisepill). It will serve as the baseline 
for Part 2 of the study, you will be given a different technology than the one you were 
assigned in Part 1 of the study. We will:

 Ask you to complete a TLFB interview
 Provide blood to fill a DBS card
 Talk to you about your next study technology, either MyTPill or Wisepill, teach

you how to use it, and will answer your questions.
 We will also make sure your contact information is up to date.
 Watch you take your first dose of ART using the study technology.
 Give you a 90 day supply of ART.
 Schedule your next visits.
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After the visit: 

 Please make sure you keep taking your medications daily.
 Research staff will contact you to make sure everything is working properly.
 Always remember to bring your remaining medications to all study visits.

Visit #8 – Second Technology Online Check-In Visit (30 minutes)

Like visit 3, this visit will be conducted entirely remotely. After your first two days or 
so of getting familiar with the technology given to you on visit #7, we will ask you to join 
a virtual meeting on Zoom. During this virtual visit, we will ask about your experience 
with the technology and if you are willing to continue using it for the next three months. 
If you successfully use the technology during this period and wish to continue, then you 
will be scheduled for the first follow up assessment after three weeks. 

If you could not use the technology or do not want to, we will ask you about it. You will 
then be done with your participation in the study. Please note, if you leave the study, 
you will need to get your BIKTARVY prescription from your regular doctor.

Visit #8 will be conducted in person if:
a. You are facing significant technology challenges and need in person assistance.
b. We are not able to receive your ingestion data from your phone App.
c. You have a scheduled appointment at the Jackson Memorial Hospital HIV clinic

in the same date of visit #3.
d. You want to return the study equipment because you want to withdraw from the

study.

Visits #9 and #10 – DBS & TLFB Interviews (60 minutes each):

For visits #9 and #10 of the study, we will ask you to come in for follow-up visits once a 
month on a scheduled date. This portion of the study will be very similar to visits #4 and 
#5 in which you came to: 1) provide blood for a DBS card and 2) complete a TLFB 
interview. These visits will be conducted in-person at the University of Miami, 
Department of Public Health Sciences-CRB. 

Visit #11 – Return of Second Technology & Final Visit:

This visit will be conducted entirely in-person at the University of Miami, 
Department of Health Sciences CRB. At this final visit, we will:

 Conduct an audio-recorded interview to ask about your experience after using
MyTPill or Wisepill for 90 days.

 Take blood to fill a DBS card
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 Complete a TLFB interview
 Complete a 6-month survey
 Collect all of your study equipment and any digital pills that you did not use.
 We will ask you to follow-up with your physician to obtain prescription for

BIKTARVY after the end of the study or if you quit your participation at any time
during the study.

Please also note that we may learn about possible new information during this study. 
Our study doctor, Dr. Allan Rodriguez will tell you about any new information that could 
affect your health and will ask whether you want to continue to be in the study. If you 
decide to terminate your study participation however, you will be informed that any 
collected biological samples will be kept and may be used in current research analyses. 

What if I stop the study early or am removed from the study 
before it is finished?

Taking part in this study is voluntary. You do not have to take part if you do not want to, 
and you can leave the study at any time.  Whatever you decide, you will not be 
penalized or lose benefits. If you get care at University of Miami or Jackson Memorial 
Hospital, you can continue to get your regular medical care at that site. If you choose 
not to participate, it will not affect your care at University of Miami or Jackson Memorial 
Hospital now or in the future. 

The researchers may choose to stop your participation in this study at any time. 
You may be removed from the study if:

 Continuing in the study would be harmful to you.
 You need treatment that is not allowed in the study.
 You fail to follow instructions or miss study visits.
 The study is cancelled.
 There may be other reasons to take you out of the study that we do not know at

this time.

If you withdraw or are removed from the study, any data or samples collected from you 
before your withdrawal will still be used for this study. We will ask you to return for a 
final study visit and conduct an audio recorded interview. You will need to return all 
unused study drug and other study materials at this visit. 

What are the risks of this study? What will the study team do 
protect against these risks?

There may be risks related to this study that we don’t know about or understand at this 
time. If we learn about any new risks or anything else that could impact whether you 
choose to stay in the study, we will share that information with you.
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Everyone in the research study will be watched carefully for the duration of the study for 
side effects. If you experience side effects, they may go away after you stop taking the 
medication. Some side effects can be mild, others can be long lasting and may never go 
away, and some may be life-threatening. We do not expect that lasting or life-
threatening side effects will occur as a result of the study interventions being used. 

Risks of MyTPill

 Privacy: The only information available on a MyTPill is a record showing when
you took your medication. Your name and what medication you are taking is not
shown on the MyTPill or its related apps and web portals. Nobody can tell by
looking at your phone that you are taking an HIV medication. We are making the
digital pills opaque (not see through), so even if someone saw you taking
MyTPill, they would not be able to tell what medication you were taking.

 Exposure to the radiofrequency transmitter: This transmitter in the pill is
made of silver and zinc. It is coated in an epoxy layer to prevent absorption of
metals through your stomach or intestines. Even if you do end up exposed to the
metal transmitter, it contains much less than the U.S. Food and Drug
Administration (FDA) recommended daily intake of these metals, if digested.

 Digital pill staying in the stomach or intestines: There is a small risk that a
digital pill would stay in your stomach or intestines. However, we have had
experiences with hundreds of people taking the digital pill, and no one has yet
reported this happened. In a study where volunteers swallowed the digital pill and
had subsequent abdominal x-rays, the x-rays did not find any signs of retained
digital pills in volunteers’ stomachs or intestines.

 Unknown Risks: There may also be side effects or discomforts that are not yet
known. We do not know if MyTPill is safe for pregnant persons or fetuses. If you
are able to get pregnant, we will confirm that you are not pregnant at the
beginning of the study and will ask that you agree to use a birth control method
while you are participating in the study. You should not join this study if you are
planning to become pregnant in the next 28 weeks.

As with any medication, an allergic reaction can also occur. Allergic reactions can be 
mild or more serious and can even result in death. Common symptoms of an allergic 
reaction include rash, itching, skin problems, swelling of the face and throat, and rarely 
trouble breathing. If you think you are having an allergic reaction, call right away  the 
study coordinator Michael Viamonte, 305-586-4651 (24-Hour Number). If you are 
having trouble breathing, call 911 immediately.

Risks of Blood Draw

- null Study #: 20210757        Effective Date: 8/12/2022

BMJ Publishing Group Limited (BMJ) disclaims all liability and responsibility arising from any reliance
Supplemental material placed on this supplemental material which has been supplied by the author(s) BMJ Open

 doi: 10.1136/bmjopen-2022-062805:e062805. 13 2023;BMJ Open, et al. Bischof JJ



Page 11 of 23

Permission to Take Part in a Human Research Study

Revised: 07/18/2022

You may have a bruise or experience pain where we take the blood samples. There is 
also a small risk of infection, lightheadedness, and/or fainting.

Risks of Surveys and Interviews

The study surveys and interviews may include questions that you might not feel 
comfortable answering. It’s possible that they may make you feel embarrassed or 
anxious. You may choose to skip questions that you do not want to answer. You may 
also experience psychological discomfort in disclosing and learning about your 
adherence data during study visits. We will not share what we learn from the MyTPill or 
Wisepill with your primary care doctor. We will not share anything until you give us 
permission and sign a release of information.

Risk of Loss of Privacy

We are keeping all consent forms you sign as well as other study information locked in 
a secure location. We will label your study file with a code. The key to this code will be 
stored in a folder that can only be accessed by the study team on a secure server. 
Although the risk is low, it is possible that your personal information may be given to 
someone who should not have it. If that happens you could face discrimination, stress, 
and embarrassment. We will only conduct interviews and study visits in private rooms. 

What about Birth Control? 

Contraception Requirements for People Who Can Become Pregnant 

We do not know if MyTPill is safe for pregnant persons or fetuses. If you are pregnant, 
you cannot take part in this study. If you think you may be pregnant, you should not 
volunteer for this study. If you are able to become pregnant, we will perform a urine 
pregnancy test before you begin the study, and you must agree to use birth control 
starting at least one week before starting the study treatment and for at least one week 
after stopping the study treatment.

The followings are acceptable methods of birth control for use during this study: 
Abstinence (not having sexual relations with a person who can create sperm) 
� Intrauterine device (IUD)
� Hormone implant under the skin such as Norplant
� Having sexual relations with a male partner who has had a vasectomy,
� Being a female who has had surgery to prevent becoming pregnant, such as
tubal ligation, injection of hormones
� Being a female (assigned at birth) who has sexual relations with other females
(assigned at birth)
� Taking any oral contraceptive continuously for at least 3 months
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It is also sufficient if you have had a sterilization procedure (such as bilateral tubal 
ligation, total hysterectomy, removal of both ovaries) and if your only sperm producing 
male partner has had a vasectomy.

What happens if I am hurt or become sick because I 
participated in this research study?

If you think you have been injured because of taking part in this research study, call the 
study coordinator, Michael Viamonte, 305-586-4651 (24-Hour Number).

If you are hurt or get sick as a result of being in this study, treatment will in most cases 
be available. If you have insurance, your insurance company may or may not pay for 
these costs. If you do not have insurance, or if your insurance company refuses to pay, 
you will be expected to pay. Funds to compensate you for pain, expenses, lost wages, 
and other damages caused by injury are not available. This policy does not prevent 
you from trying to obtain payment through the legal system.

How might I be helped by participating in this study? 

There is no direct benefit to taking part in this study. It is possible that taking part in this 
study will help you remember to take your ART. 

What kind of information will be collected about me during 
this study?

The following types of data may be collected from you during this study:

 Medical records during screening process (e.g., name, address, email,

medical provider, medication list, date of birth, HIV status, sexual orientation,

gender, non-alcohol substance use information)

 Survey/questionnaire/interview answers

 Blood and urine samples

What happens to the information collected for the research?

We will do our best to protect your personal information (data). Data includes data from 
this research study and from your medical records. We have strict rules to protect your 
data. We will limit access to people who have a need to review your data. We will also 
limit who has access to your name, address, phone number, and other data that can 
identify you. The study doctor and his/her collaborators will consider your data 
confidential to the extent permitted by laws and regulations. 

- null Study #: 20210757        Effective Date: 8/12/2022

BMJ Publishing Group Limited (BMJ) disclaims all liability and responsibility arising from any reliance
Supplemental material placed on this supplemental material which has been supplied by the author(s) BMJ Open

 doi: 10.1136/bmjopen-2022-062805:e062805. 13 2023;BMJ Open, et al. Bischof JJ



Page 13 of 23

Permission to Take Part in a Human Research Study

Revised: 07/18/2022

We cannot promise complete confidentiality. Some groups may have to inspect and 
copy your data, such as the IRB and other UM representatives who are responsible for 
managing and overseeing the study.

We may publish and present what we learn from this study, but none of this information 
will identify you directly. 

We may use the data and samples (blood, urine, tissue, etc.) we collect from you for 
other research in the future. We may also provide the data and samples to another 
researcher for research. We will remove information that can identify you if we use or 
share your data and samples for other research. After we remove the identifiers, we will 
not ask for your consent to use or share your data or samples for other research. .

The following is a list of people who may access your records: 

 Members of the research team
 People in departments or on committees responsible for overseeing the research
 People who do tasks for the study, such as scheduling tests, performing

procedures, and dealing with billing.
 The U.S. Office for Human Research Protections
 The U.S. Food and Drug Administration (FDA)
 Regulatory Authorities from other countries

Collaborating researchers outside of the UM

The University of Ohio will participate in this study through the collaboration of Dr. 
Edward Boyer as principal investigator. Dr. Boyer will assist with data collection in 
Miami as needed, and he will have access to the study data.

What will happen to my samples and information once this 
study is over?

Your information and samples (both identifiable and de-identified) may be used to 
create products or to deliver services, including some that may be sold and/or make 
money for others. If this happens, there are no plans to inform, or to pay you, or to 
give any compensation to you or your family. Any blood obtained for the purposes of 
this study become the exclusive property of the University of Miami/Jackson Health 
System.

University of Miami/Jackson Health System may retain, preserve, or dispose of these 
specimens and may use these specimens for research which may result in 
commercial applications. You will not receive money for donating blood samples, nor 
will you receive money from any future proceeds as a result of any findings from this 
research project.
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The data and biospecimens that we collect from this study will be retained for 10 years 
after we remove the information that could identify you. You may request that we 
destroy your data/specimens that are still linked to your identity at any time. We will not 
be able to destroy or recall information from any test or analysis already conducted or 
take back data or samples that have already been shared. If you want us to destroy 
your samples, please contact the PI: Dr. Adam Carrico.

Will I get my research results?

We do not plan to return your individual research results to you.  We will not share your 
individual research results, including adherence information, with your primary 
physician. Your results are a steppingstone in learning more about health and disease. 
Most of what we learn in this study will not be relevant to your personal health. There is 
a small chance that researchers could find something that might be important to your 
health. If this happens, we may try to contact you to find out if you would like to learn 
more.

How will you protect my privacy?

Your privacy is a top priority. If you agree to take part in this research study, your 
personal information will not be given to anyone unless we receive your permission, or 
the law requires it.

 All the information we collect for this research study will be stored in locked file
cabinets and kept in secure computer files. All study visits and procedures will
occur in private.

 We will also create a unique study code for the research information we collect
about you. We will label your study files with that code, so we do not use your
name. Only the study team will have the key to this code.

 The results of this research may be published in a medical book or journal or be
used for teaching purposes. However, your name or identifying information will
not be used.

The information in your medical record may not be given to anyone outside of University 
of Miami in a way that could identify you without your written consent, except as 
required or permitted by law. Information collected during the study will be stored 
separately in confidential research files maintained by the investigator (Dr. Adam 
Carrico). 

A description of this clinical trial will be available on http://www.ClinicalTrials.gov, as 
required by U.S. Law. This web site will not include any information that can identify 
you. At most, the web site will include a summary of the results. You can search this 
Web site at any time.
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Research with a Certificate of Confidentiality
A Certificate of Confidentiality (CoC) from the National Institutes of Health (NIH) covers 
the information obtained or created for this study. This CoC prevents the study doctor 
and study team from disclosing or using information, documents, or biospecimens that 
may identify you in lawsuits and criminal action.  They cannot provide data in response 
to any federal, state, or local civil, criminal, administrative, legislative, or other action, 
suit, or proceeding. For example, the court cannot use the data collected in this study as 
evidence in a proceeding unless you consent to this use. The study doctor and study 
team cannot share information, documents, or biospecimens protected by this CoC with 
anyone not connected with the research, except:
� To a federal agency sponsoring this research when they need data for auditing or
program evaluations;
� To meet the requirements of the FDA;
� If a federal, state or local law requires disclosure such as a requirement to report
a contagious disease;
� To report the information if you tell us that you want to seriously harm yourself or
others;
� � If you consent to allow us to share information for your medical treatment,
to an insurer or employer to obtain information about you; or
� If an investigator uses the information or specimens for other scientific research,
as allowed by federal regulations protecting research subjects.
� To the UM doctors, nurses and other staff who may not be part of the research
team but who are involved in providing you medical care and other health care
operations.
This CoC also does not prevent you or a family member from voluntarily sharing
information about yourself and this research. If you want your research information
released to any other person not connected with the research, you must provide written
consent to allow the study team to release it.
If you consent to any disclosure for any other purpose, this CoC will not prevent the UM
from disclosing it. If the UM shares information in response to your consent, the CoC
may no longer protect the information.

Will I be paid for taking part in this study?

In return for your time, effort, and travel expenses, if you complete all the visits and 
activities, you could receive up to $525 for your participation in this study. In the table 
below, you will see how much you will receive after completing each visit-activities. After 
you enter the study, the study team will give you a Greenphire ClinCard. This is a debit 
card that you will use while you are in this study. The study team will show you how to 
use the card, and you will be responsible for the card for the duration of the study. As 
you progress through the study, they will load funds on the card according to the 
payment schedule. Greenphire is the company providing the card. Greenphire requires 
the team to enter your name, address, and birth date on a website. If you want to 
receive messages about the study, the study team can also include your cellphone 
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number and/or your email address. Greenphire will use this information only for 
payment, customer service inquiries and messaging purposes. Greenphire will not give 
your information to another company or link it to any of your study data. 

Visit 
Number

In-Person/Online 
Visit

Activity Money

1
CRB/HIV 

Research Clinic
Biospecimen visit (urine collection & pregnancy 
test)

$25

2 CRB
First technology pick-up (My TPill or WisePill), 
first medication pick-up, plasma draw, DBS, 
and complete baseline survey

$50

3 Zoom
Demonstrate the use of the technology and 
verify willingness to continue participation

$25

4 CRB
Blood draw for dried blood spot (DBS) and 
timeline follow-back (TLFB)

$50

5 CRB DBS and TLFB $50

6 CRB
First return of technology (My TPill or WisePill), 
DBS, TLFB, 3-month survey, qualitative 
interview, and washout period begins

$75

7 CRB
Second technology pick-up (My TPill or 
WisePill), second medication pick-up, DBS, 
TLFB

$50

8 Zoom
Demonstrate the use of the technology and 
verify willingness to continue participation

$25

9 CRB DBS and TLFB $50

10 CRB DBS and TLFB $50

11 CRB
Last return of technology (My TPill or WisePill), 
DBS, TLFB, 6-month survey, and qualitative 
interview

$75

TOTAL $525
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What will I have to pay for if I take part in this research 
study?

Study funds will pay for study-related procedures and study visits that are done only for 
research. You will be responsible for payment of any deductibles and co-payments 
required by your insurer for any routine medical care you receive or other billed care. If 
you have any questions about costs to you that may result from taking part in the 
research, please speak with the study staff.  

What if I have Questions? 
If you have questions, concerns, or complaints, or think the research has hurt you, talk 
to the University of Miami Principal Investigator (Dr. Adam Carrico) at (415)-533-8653. 

This research has been reviewed and approved by an Institutional Review Board 
(“IRB”). The Human Subject Research Office (HSRO) provides administrative support to 
the University of Miami’s IRBs. Please call the HSRO at 305-243-3195 if you are a 
participant in any research being conducted by UM, and if:

 Your questions, concerns, or complaints are not being answered by the research
team.

 You cannot reach the research team.
 You want to talk to someone besides the research team.
 You have questions about your rights as a research subject.
 You want to get information or provide input about this research.
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Informed Consent 
Statement of Person Giving Informed Consent and Authorization

 I have read this consent form.
 I have been informed about the purpose of the research study, the procedures

that I will undergo, and the possible risks, discomforts, and benefits I may
experience.

 I have had the opportunity to ask questions and my questions have been
answered.

 I understand that this is a choice and know the alternatives to my participation.

Subject (Signature)  Date

Subject’s Name (Printed)

Person Obtaining Consent (Signature)  Date

Person Obtaining Consent (Printed Name) 
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OPTIONAL CONSENT TO DONATE SPECIMENS FOR FUTURE 

RESEARCH

READ THE FOLLOWING CAREFULLY 

You are being asked to give permission to give blood and research information to a research 

repository. You are being asked because you are living with HIV, and you are enrolled in a 

research study led by Dr. Carrico “MyTPill.”  Before you give your consent to be part of this 

repository, please read the following and ask as many questions as necessary to be sure that you 

understand what your participation will involve.

PURPOSE

A research repository provides a way for researchers to store samples such as blood and research 

information about a person for use in future research studies. In this consent form, tissues of all 

types (i.e., blood) will be referred to as “tissue” and research information will be referred to as 

“data.”  Together, tissues and data stored in a repository are referred to as “materials.”

Materials from a repository can be used in research to help find out more about the causes of 

disease, how to prevent it, and how to treat it. Storing tissue and information about the person 

who provided the tissue and/or data in a repository is one way that researchers plan for new 

research. Your blood, along with your research information from this study may be helpful for 

future research. 

No additional blood draws will be necessary. The blood samples you have already provided 

during the study will be kept in the research repository.

The research repository is maintained by Dr. Carrico in a secure location in the University of 

Miami Clinical Research Building located at 1120 NW 14th St., 7th Floor; Miami, FL 33136.  The 

study doctor (Adam Carrico) is responsible for the repository.  

Other researchers requesting access to the stored samples or information from the samples must 

have the approval from Dr. Carrico and the IRB (Institutional Review Board). Your sample will 

not contain any identifying information. If you decide to be a part of this future research, your 

information will be kept indefinitely or until you no longer want to be included. 

You do not have to say yes to this future research to be in this study.

RISKS AND DISCOMFORTS

Blood Draws: The risks of drawing blood include temporary discomfort from the needle stick, 

bruising, and rarely infection. Temporary damage to your veins (i.e., blood clots) may form, but 

this does not happen often. If you feel faint, you should lie down right away to avoid falling 

down. You should notify one of the study staff if you do not feel well.
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BENEFITS

Research is designed to benefit society by gaining new knowledge.  You will not benefit directly 

from participating in this research repository. The use of your tissue/data in future research could 

help us learn more about human health and how to improve it. We hope the information learned 

from research using the research repository materials will benefit other people in the future.

ALTERNATIVES

You have the option not to participate in this repository. This portion of the study is optional.  

You do not need to take part in the registry for you to be in the “MyTPill” study. You can decide 

to stop participating in this research repository at any time.  Not participating in this research 

repository will not affect your medical care.

COSTS

You will not have to pay any money to take part in this research repository or for the storage and 

use of the tissue/data for research purposes.

INCENTIVES/PAYMENTS TO PARTICIPANTS

Other than the incentives you receive for your regularly scheduled study visits, you will not be 

paid for taking part in this repository.  

Your signature below documents your permission for the research team to store remaining blood 

samples for potential future research: 

Signature of participant Date

Printed name of participant

Signature of person obtaining consent Date

Printed name of person obtaining consent
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UNIVERSITY OF MIAMI/JACKSON HEALTH SYSTEMS

RESEARCH AUTHORIZATION 

What is the purpose of this part of the form? 

State and federal privacy laws protect the use and disclosure of your Protected Health Information 

“PHI”. Under these laws, your health care providers generally cannot disclose your health 

information for the research listed above unless you give your permission. You will use this form 

to give your permission.  By signing this form, you authorize the University of Miami, Jackson 

Health Systems, the Principal Investigator and his/her/their/its collaborators and staff to obtain, 

use and disclose your health information, as described below. These people and institutions are 

called “Providers” in this form. 

What Protected Health Information will be used or shared? 

You are authorizing the use and sharing of all of the information collected or created during this 

research as described in the first part of this document, including information in your medical 

records that is relevant to this research study.  Information that may be relevant includes:

 Your past medical history,

 Medical information from your primary care physician,

 All other medical information relating to your participation in the study listed at the top of this

document

Who may receive my Protected Health Information?

The Providers may use and share your health information with:

 The Principal Investigator and his/her research staff

 Representatives of government agencies that have oversight of the study or who the law permits

to access the information such as the U.S. Food and Drug Administration, the Department of

Health and Human Services, and the Florida Department of Health

 Groups that collaborate and sponsor research (Cooperative Groups)

 Institutional Review Boards (groups of people who oversee research)

 Other persons who watch over the safety, effectiveness, and conduct of research

 The Sponsor of the research, its agents, monitors, and contractors

 Other participating researchers; and

 Independent data and safety monitoring boards

Authorized staff such as doctors and nurses who are taking care of your but are not involved in 

this research may be aware that you are participating in a research study and may have access to 

research information about you. If the study is related to your medical care, any study-related 

information may be placed in your permanent hospital, clinic, or physician’s office records.

Why will my Protected Health Information be used and disclosed?
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 Researchers (those individuals in charge of the study) and research team members will use your

information to conduct the research study described in this informed consent document and other

activities related to the research, such as evaluating the safety of the study.

 The research sponsor and its authorized representatives, business partners, clinical research

organizations and affiliates will use your information for the purposes described in this informed

consent document and for other activities related to the research, such as assessing the safety or

effectiveness of the drug, device or treatment being studied, improving designs of future studies

or obtaining approval for new drugs, devices or health care products.

 The University of Miami’s clinical trial organizations and Jackson Health System will use your

information to review and support clinical trials at the University and Jackson Health System.

 Other University of Miami and Jackson Health System offices involved in regulatory

compliance, including the Institutional Review Board (IRB), Offices of General Counsel,

Compliance, and JHS Clinical Trials Office may use your information to ensure the research is

performed correctly.

 U.S. government agencies, such as the Food and Drug Administration and the Office for Human

Research Protections, government agencies from other countries, and others who are authorized

by law may use your information to review or oversee this research or to see if a new drug,

device or other health care product should be approved for marketing.

What other information should I know? 
1. Once your information has been disclosed to a third party, the federal privacy law may no

longer protect the information from further disclosure.

2. You do not have to sign this Authorization, but if you do not sign it, you may not participate in

the research and receive the research treatment; however, your right to other medical treatment

will not be affected.

3. You may change your mind and revoke (take back) this Authorization at any time and for any

reason. To revoke this Authorization, you must write to the study doctor or to the Human

Subjects Research Office at 1400 NW 10th AVE, Suite 1200A, Miami FL  33136.

4. If you revoke this Authorization, you will not be able to continue taking part in the research.

Also, even if you revoke this authorization, the institutions and people listed above will

continue to use and disclose the personal information they have already collected if the

information is needed to protect the reliability of the research.

5. While the research is in progress, you will not be allowed to see your health information that is

created or collected by the institutions and people listed above. After the research is finished,

you may see your health information.

6. This Authorization does not have an expiration date.  There is no set date at which your

information will be destroyed or no longer used because the research will need to analyze the

information for many years and it is not possible to know when they will complete the analysis.

7. You will be given a copy of this authorization after you sign it.
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Signature of participant 

Printed name of participant

Date
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