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The Consent Process
Before you can participate in the study, we need your permission.
We are going to describe how the study works in detail, so you can decide whether or not you’d like to join. Along the way, there will be 5
quiz questions to make sure you understand the most important points. If you get a question wrong, review the information again then give
it another try! When you get it right, you can move on to the next section.

What is this study about?
PrEP is medication approved by the U.S. Food and Drug Administration (FDA) to prevent HIV. It can decrease the chances that a person
who is at risk of HIV will become HIV positive. In this study, we want to learn if an online program called PrEPTECH can help people start
and keep taking PrEP, speciﬁcally a medication called Truvada.

1. What is this study about?
Learning whether PrEP prevents HIV
Learning whether PrEPTECH helps people start PrEP
Learning whether PrEP causes side effects in young people
Learning whether PrEP is more helpful for teens or adults
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Study Timeline
What will happen during this study? (Everyone does these steps.)
1. You will read this consent information and decide if you want to take part in this study.
2. Next you will complete a brief online survey about what you think about PrEP, your sexual history, and questions about yourself. You will>
receive a $40 gift card for your time.
3. Then you will read about PrEP and take a quiz to make sure you know about PrEP.
4. After that you will learn what group you have been assigned for the study. You will be randomly put into one of two groups: Either you will>
be in the PrEPTECH Group (gets help starting PrEP) or you will be in the Control Group (gets resources to learn about PrEP but no help>
starting PrEP).

You can’t choose which group you’ll be in. This will be determined by chance.
Here’s a quick explanation of the differences between the two groups:

PrEPTECH Group

Control Group

Takes 3 online surveys

Takes 3 online surveys

Gets a gift card for each completed survey

Gets a gift card for each completed survey

Receives:

Gets access to a list of online and in-person
resources on PrEP and sexual health

Free at-home lab testing to make sure
PrEP is right for you
Access to an online study platform and
a study doctor
A free 30-day supply of PrEP mailed
directly to you
Help figuring out how to pay for PrEP
after that

If you are in the PrEPTECH Group,
this is what will happen
1. Lab testing at home: PrEPTECH will send you an at-home testing
kit to an address of your choosing. You will provide swabs from your
butt and throat, and you will also prick your ﬁnger for blood tests.
Your specimens will be tested for: Hepatitis B (a disease of the liver),
creatinine (a sign of how well your kidneys are working), HIV, and
three sexually transmitted infections or STIs (syphilis, gonorrhea,
and chlamydia).

2. Get your results and exchange information with a study doctor
online: Within 1-2 weeks, your test results will be available. If you are
eligible to receive PrEP, you will answer a set of questions from Dr.
Jeffrey Klausner, the study doctor, about your health using a secure
internet form. You will also have the opportunity to ask the study
doctor any questions that you have about PrEP. If the study doctor
has any concerns or thinks you two need to talk over the phone for
any reason, you’ll set up a telephone appointment. If you are eligible,
the study doctor will order you a 30-day supply of PrEP medication.

3. Start PrEP: Once you get a prescription, a 30-day supply of the
medication Truvada will be delivered to your chosen address, and
you will begin taking it daily. The study coordinator will help you
ﬁgure out how to pay for PrEP after that.
4. You will receive reminders on your phone:
PrEP reminders: You can customize daily reminders to take your
PrEP medication
Study reminders: We will send a few reminders to check in with the
study doctor (30 days and 90 days after starting PrEP), get a
second round of testing (90 days after starting PrEP) and to ﬁll out
paid online surveys (at 90 and 180 days after starting the study).

5. Check in with the study doctor after 30 days of taking PrEP: At this
point, you will check in with the study doctor about how you feel on
PrEP. Again, you will be answering a set of questions from the study
doctor and have the chance to pose any questions you might have
about PrEP. The doctor will review your answers and respond. If the
study doctor has any concerns or thinks you two should talk, you’ll
set up a telephone appointment.

6. Repeat labs: 3 months (or 90 days) after you start the study, you
will take be asked to repeat your lab tests a 2nd time, but only for
STIs & HIV. Again, you will collect swabs from your butt and your
throat, and prick your ﬁnger.

7. Check in with the study doctor again: 3 months (or 90 days) after
you start the study, you will again check in with the study doctor. As
before, you will report on how you are doing and ask any questions
you may have through an online form. The study doctor will respond
and have a telephone conversation with you if needed.

8. Take another survey, get $50: 3 months (or 90 days) after you
start the study, you will also be asked to complete another brief
online survey. Once you submit your answers, you will be sent a $50
gift card for your time.

9. Take the ﬁnal survey, get $60: 3 months later (180 days after you>
started the study) you will be asked to complete a brief survey again.>
Once you submit your answers, you will be sent a $60 gift card for>
your time.

10. Switch to community care: After the study is over, 6 months (180
days) after you began, you will stop getting PrEP care through
PrEPTECH. The study coordinator will help you identify a health care
provider in your community who can prescribe you PrEP after the
study ends, if you want to continue taking PrEP.

If you are in the Control Group,
this is what will happen
1. You will be provided links to high-quality resources on PrEP and
sexual health. These online resources will include information about
how PrEP works and how to access PrEP in your community.
However, you will not have access to the study doctor and will not
receive a lab-testing kit, a PrEP prescription or free medication.

2. Take another survey, get $50: 3 months (or 90 days) after you
start the study, you will also be asked to complete another brief
online survey. Once you submit your answers, you will be sent a $50
gift card for your time.

3. Take the ﬁnal survey, get $60: 3 months later (180 days after you>
started the study) you will be asked to complete a brief online survey>
again. Once you submit your answers, you will be sent a $60 gift>card
for your time.

2. Which of these steps will ALL participants do?
Answer three online surveys
Speak with a doctor about starting PrEP through the PrEPTECH website
Receive a free 30-day supply of PrEP mailed to an address they choose
Take lab tests to determine their eligibility for PrEP
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Will being in this study help me?
Being in this study could help you get PrEP or learn about it. If you are in the PrEPTECH group, PrEP medication that can protect you from
getting HIV will be provided to you for 1 month. Learning about PrEP and sexual health can also protect your health.
Information from this study will also help researchers understand how people can use an online program to get and stay on PrEP.

What is my alternative to being in this study?
You do not have to be in this study to receive a PrEP prescription. This study does not provide treatment that you could not get from your
own doctor or other health care provider. Your alternative is not to be in the study.

What are the risks to me if I am in this study?
The study will give participants in the PrEPTECH group free PrEP medication. Taking PrEP has physical risks.
Physical risks (mild):
There is a small chance (1 in 20 or less) that taking Truvada (the type of PrEP used in this study) will give you:
Headache
Stomach pain
Weight loss
Physical risks (more serious):
Drugs like Truvada can very rarely causes kidney and bone disease.
Drugs like Truvada have rarely caused serious liver disease.
Taking PrEP while HIV positive could cause HIV drug resistance, meaning that it may make some HIV medications
less effective. For this reason, your HIV status will be checked regularly if you are prescribed PrEP through the study.
In people with hepatitis B, stopping Truvada can cause a severe, dangerous reaction. For that reason, you will be tested
for active hepatitis B before you are provided with PrEP.
It is also possible that taking PrEP may change how your other medications, vaccines, or supplements work. Tell the
study doctor about anything you take and all treatments you are receiving before you take PrEP.
Other rare side effects have been known to occur. If you receive PrEP medication, we encourage you to read the package
insert that is mailed with your medication, which will include information about known side effects.
Other notes on physical risks:
You cannot contract HIV by taking PrEP.
Keep in mind that PrEP protects against HIV when taken consistently. It does not protect against other sexually
transmitted infections (STIs) like chlamydia, gonorrhea, and syphilis.
If you do start taking PrEP as part of this study, it is important to tell any other health care providers who treat you about this
as it may affect your other care. A note to share with your doctors and other healthcare providers will be provided to you and
available on the PrEPTECH website.

Psychological and Privacy Risks
Feeling upset
The questions we ask in the online surveys and things you may discuss during study doctor appointments might
make you feel uncomfortable or upset. We will talk about sexual health, sex, PrEP, and HIV. You can skip any
question you don’t want to answer.

Privacy
There is a risk that others might see your information. Someone who has access to your phone and the app might
learn information about your participation in the research. Keep your phone secure. Always use the study’s web site
in a private place, so others don’t see you using it.

Confidentiality
Study staff will take care to ensure your information is not released. Still, there is a risk that despite the measures we take to protect your
identity, someone may learn that you are taking part in this study or see some or all of your study information.

If there is an unexpected side effect:
If the study researchers learn that a study participant is experiencing unexpected side effects, we will immediately schedule an
appointment with the study doctor and based on state laws and reporting protocols, that information may be reported within 15 days to
Gilead Sciences, the maker of Truvada. The study researchers are not ﬁnancially responsible for any harm due to Truvada.

3. Which of these is NOT a risk of being in the study?
PrEP medication can very rarely cause kidney and bone disease
There is a chance that taking Truvada (a type of PrEP) will give you headache, stomach
problems, or other minor side effects
You might feel uncomfortable with some of the questions about sex, HIV, and your health
You could contract HIV from the PrEP medication
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What information will be collected about me?
The study will collect, use, and share information you give us. The information collected will include:
Who you are (name and contact information)
Your identity (for example, your race, gender and age)
Your sexual activities and risk for HIV
Your use of PrEP
Your opinions (for example, about PrEP and the PrEPTECH web site)
Medical information (results of your lab tests and what prescriptions the study doctor gives you)
How much and how often you use the PrEPTECH features
You can stop us from using your information at any time by sending an email or text message to us. If you do this, you will not be able to
continue in the study, but we will still be able to use the information we already collected from you.

How will the information I share be protected?
The information you give on the survey will be conﬁdential and secure. We will follow strict guidelines for protecting your
information. Though we are not required to do so, we have made sure that all our systems follow the HIPAA law, a national set of
rules for maintaining patient privacy. Passwords and encryption will protect the data you give us.

Would the study team ever release information about me to anyone else?
In general, no. We will not share information to anyone except the people who work on the study that need to see it. However, there are a
few special situations that might require us to release your information.
The laws of Florida and California say that if you test positive for HIV, gonorrhea, hepatitis B, or syphilis in the
course of study, the study doctor will be required to report this to your local county health department.
We may also have to share your information if we think you are in danger of hurting yourself or others, if the study
doctor learns of child, elder, or dependent adult abuse or neglect, or if the government requires us to release
Though we will be very careful with any identifying information and safeguard it as best we can, there is still
a small possibility the information could be accidentally released.
As we mentioned before, if you are in the PrEPTECH group your PrEP medication will be free during the study. If you want to continue
taking PrEP after the study is over, the study coordinator will help you ﬁgure out your options.

Disclosure to Parents
If you use a parent’s insurance policy to pay for PrEP there is a strong chance that a parent will learn of your use of PrEP because
insurance companies usually send information about any medical services the health insurance policy was used for to the person who
holds that insurance. In some cases, you can stop a health insurance company from sharing information about your PrEP use with
parents:
In California, a law gives you the right to request that your insurance company only disclose sensitive health
information about your care to you.
In Florida, you can ask your insurance company to withhold information about your use of PrEP from
parents, but the company is not required to grant your request.
Participants who are assigned to the PrEPTECH group and want to use a parent’s health insurance to pay for PrEP will receive help
understanding what options they have for preventing their parents from being informed about their use of PrEP, if that’s a concern.

What can I do to keep study information private?
Do not use shared devices. If you use a smartphone, computer, or tablet that you share with others to access PrEPTECH, someone else
may learn that you are part of the study. If you must use a shared device, consider clearing the browser history or browsing in “stealth
mode” to protect your privacy a bit more.
Password protect your devices. Requiring a password to log in to your computers, phones, and tablets can help protect your privacy.
Set up your phone so messages don’t display unless you enter a password. We will send you reminders about the study. To avoid having
others see them, adjust your phone settings so that the text messages aren’t displayed until you login to the phone.
Use the study web site in a private place. Avoid using the study website in places where someone might look over your shoulder and see
that you are doing.
If you have trouble taking any of these steps, we’re here to help. Please feel free to reach out to the study team to see what’s up. You can
call or text (510) 628-6434 or email preptech@etr.org to get help.
Remember that none of these security measures are perfect. If you aren’t certain you can protect your own privacy or if having someone
learn you are part of the study would be a big problem, taking part in this study might not be a good idea.

Payment and Costs
Being in the study is free. If you participate in the study, you will receive payment in electronic gift cards at three different points in the
study. You will be entitled to $40 for completing the 1st survey, $50 for completing the 2nd survey, and $60 for completing the 3rd survey,
for a total of $150.
If you are in the PrEPTECH group:
• All your appointments with the study doctor will be free.
• All your lab work will be free.
• Truvada (the PrEP medication) will be free for 30 days
After that, PrEP may no longer be free to you.

4. What costs, payments or free benefits will the study have?
I will be charged $150 for enrolling in the study
I will be given a gift card for each survey completed during the study
I will be given a year’s worth of PrEP for free
I will have access to a mental health app
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Do I have to be in this study?
Nope! The study is completely voluntary, and you can change your mind about being in the study at any time. If you want to stop being in
the study, tell the study coordinator. If you leave, you won’t lose any beneﬁts except those that come from being in the study. The study
team can remove you from the study at any time, even if you want to stay in the study if:

●
●
●

They believe leaving the study is best for you.
You do not follow directions about the study.
The entire study is stopped for any reason.

If you leave the study, the study team will still be able to use your information that they have already collected, but it will be de-identiﬁed,
meaning that your name and other speciﬁc details about you would be removed so that it would not be possible to link the information you
provided to you.

Who can I talk to about this study?
Emergencies
In the event of an emergency, dial 911 immediately!
If you need emergency care, be sure to tell the emergency care provider if you are taking PrEP. Once the emergency is handled, contact the
study coordinator at preptech@etr.org or (510) 628-6434 as soon as possible, to let us know.

Non-Emergency Medical Matters
If you have a non-emergency medical concern or questions about PrEP, you are welcome to call the study doctor. Call or text Dr. Jeffrey
Klausner on his personal cell phone at (415) 876-8901. Contacting him to ask questions is free.

Questions About The Informed Consent Form
Please let us know if this informed consent form isn’t clear, you don’t understand any part of it, or you have any questions about it. Contact
the study coordinator at preptech@etr.org or (510) 628-6434. We will be happy to discuss the study and answer any questions.

All Other Study Concerns Or Questions
If you have any concerns or complaints or feel confused about something at any point, feel free to contact the study coordinator. You can
reach the study coordinator at preptech@etr.org or (510) 628-6434. If you have a concern you don’t feel comfortable telling the study
coordinator, you can contact the researcher in charge of the study Dr. Rebecca Braun at rebecca.braun@etr.org.

Key Contacts
Dr. Rebecca Braun (principal investigator): rebecca.braun@etr.org or (510) 858-0989
Dr. Jeffrey Klausner (study doctor): (415) 876-8901
PrEPTECH study coordinator: preptech@etr.org or (510) 628-6434

5. Is participating in the study required?
The study is voluntary, and you can stop being part of the study at any time
The study is voluntary, but you must stay in the study once you have started it
The study is voluntary, but you may lose services at local community centers if you leave early
The study is required for everyone who was deemed eligible
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