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RESEARCH PARTICIPANT INFORMATION AND CONSENT FORM

STUDY TITLE: Effects of E-Cigarette Power and Nicotine Content in Dual Users and
Vapers

VCU INVESTIGATOR: Dr. Caroline Cobb, Assistant Professor of Psychology & Dr.
Andrew Barnes, Associate Professor of Health Behavior and Policy

SPONSOR: National Institutes of Health/Food and Drug Administration

ABOUT THIS CONSENT FORM

You are being invited to participate in a research study that is being conducted by
VCU'’s Drs. Caroline Cobb and Andrew Barnes. It is important that you carefully
think about if being in this study is right for you and your situation.

This consent form is meant to assist you in thinking about whether or not you want to be
in this study. Please ask the investigator or the study staff to explain any
information in this consent document that is not clear to you. You may take home
an unsigned copy of this consent form to think about or discuss with family or friends
before making your decision.

Your participation is voluntary. You may decide to not participate in this study. If you do
participate, you may withdraw from the study at any time. Your decision not to take part
or to withdraw will involve no penalty or loss of benefits to which you are otherwise
entitled.

AN OVERVIEW OF THE STUDY AND KEY INFORMATION

The purpose of the study is to understand how electronic cigarette (e-cigarette) power
level and nicotine content in the e-cigarette liquid influences the likelihood that someone
might use/abuse these products and how you feel. The results of this study will help us
to better understand these factors.

In this study, you will be asked to do the following things:

1. Before you join the study, we will ask you to fill out some forms about yourself,
your medical history, tobacco/alcohol/drug use, and perceptions of tobacco
products, and we will use a urine test(s) to make sure that you qualify to participate
in the study. This will include a test for nicotine to confirm you use tobacco
products and a pregnancy test (for women), as pregnant women are not eligible to
participate in this study. We will also ask to take picture(s) of your e-cigarette
device and liquid at this visit. At this visit we will also ask to see a form of
identification with your date of birth. This is to verify your age.

2. If the urine tests and your answers to our questions indicate you fulfill the entry
criteria, we will ask you to complete two behavioral tasks at the in-person
screening session. One task asks you to decide between receiving hypothetical
amounts of money now or at a later date (money is not actually disbursed for this
task). The other task is meant to measure risk-taking behavior and involves
potential compensation up to $40 depending on task performance. You will also
sample/select the e-cigarette liquid flavor you will use during the study.

3. If eligible, following the in-person screening session, we will ask you to complete
five sessions that differ by the tobacco/nicotine product used, each taking 4
hours, at the Behavioral Health Research Laboratory/Center for the Study of
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Tobacco Products. Each session will begin at approximately the same time each

day, and will be separated by at least 48 hours.

a. The first four sessions will vary in the e-cigarette device power and nicotine
content of the e-cigarette liquid that we provide to you. You will not know the
power or nicotine content of the e-cigarette you are using during these
sessions. This is called blinding and it is done so that a fair evaluation of results
may be made.

b. The fifth session will be the same for all participants. This will be your own
brand session. This will be either your own brand e-cigarette or your own brand
tobacco cigarette. Please note that the study staff will provide your own brand
e-cigarette liquid or tobacco cigarette to you.

4. Before each session, we will ask you to abstain from all tobacco products and all
nicotine-containing products (like the gum or patches) for at least 12 hours. We will
ask you to take a simple breath test to make sure that you have complied with
these restrictions. Our tests are not perfect, but they will be the only measures that
we can accept to make certain that you have complied with the no tobacco/nicotine
restrictions.

5. We also ask that you abstain from all caffeine-containing beverages and all foods
for at least one hour prior to each session.

6. At the beginning of each session, after you provide the breath sample used to
assess compliance, we will begin to monitor your blood pressure using a cuff on
your arm, and your heart rate using sensors attached to your finger.

7. About 30 minutes later you will be asked to sample the session-specific product (2
puffs) followed by an additional 1-hour rest period. The 1-hour rest period will take
place in the session room, this will help you get acclimated to the setting. During
this waiting period you will not be allowed to use your phone, eat food, or drink
outside beverages, however, we will provide you with water to drink and a movie to
watch or book/magazine to read.

8. Following the 1-hour rest period, you will be asked to complete questionnaires that
measure how you feel at several time points, as well as complete three behavioral
tasks: Progressive Ratio Task (PRT), Multiple Choice Procedure (MCP), and Drug
Purchase Task (DPT). Please note that these tasks will be counterbalanced. In
other words, the order you see them may differ session to session.

a. During the PRT, you will be asked to tap a space bar four times to receive one
puff of the session-specific product. To receive each successive puff, you will
have to double the previous work, (i.e., 8, 16, 32, 64 taps...). When you decide
to stop tapping the space bar for at least 5 minutes, the task will end.

b. During the MCP, we will ask if you would prefer 10 puffs of the session-specific
product or to receive various amounts of money. After you make your choices,
one choice is drawn at random and you will be given that choice immediately.

c. During the DPT, we will ask how much of the session-specific product you
would be willing to purchase in one day if the session-specific product cost
varying amounts of money. We also will ask you about how much of the
session-specific product and your own brand product you would buy at the
same time if offered at various prices.
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9. Throughout each session, we will ask you to remain seated in a comfortable

chair while completing questionnaires/tasks or when using the product.

Your participation in this study will last up to 21.5 hours in-person in the laboratory (1.5
hr screening; five 4-hour sessions). About 120 individuals will participate in this study.

This study will not use your samples to sequence all or part of your DNA.

WHAT ALTERNATIVES ARE AVAILABLE?
This is not a therapeutic study. You have the alternative not to participate.

WHAT RISKS AND DISCOMFORTS COULD | EXPERIENCE FROM BEING IN THE

STUDY?

There are both risks and benefits of participating in research studies. We want you to

know about a few key risks right now.

Most Common Risks and Discomforts Benefits to
You &
Others
Physical Risks You will
1. You may experience some mild discomfort during the 12-hour tobacco/nicotine derive no
abstinence period before each session. Side effects from tobacco/nicotine personal
abstinence can include irritability, anxiety, restlessness, excessive hunger, benefit from
difficulty concentrating, and sleep disturbance. Though uncomfortable, these this study,
feelings are not medically dangerous. other than
2. On very rare occasions, you may experience small droplets of liquid during the money
inhalation of the e-cigarette we provide. You may find these droplets to be we pay you.
unexpected and/or unpleasant. This experience has been reported by e- However,
cigarette users, and they report that it is an annoyance that does not appear to your
present any known medical danger. If this occurs, we will immediately replace participation

the e-cigarette device you are using.

The e-cigarette liquid that we give you may contain more nicotine than you
usually use, although some e-cigarette users report using these liquids. Inform
the study staff immediately if you experience any discomfort.

You may also experience side effects from products that contain nicotine such as
acute increases in heart rate and blood pressure, sweating, lightheadedness,
dizziness, nausea, and nervousness. These side effects are unlikely in
individuals who use cigarettes/e-cigarettes regularly.

Some people who use e-cigarettes have reported experiencing seizures. Some
of these individuals reported a prior history of seizures or using other substances
at the same time as their e-cigarette.

In many cases, e-cigarette use has led to respiratory ilinesses such as difficulties
breathing, shortness of breath, cough, and/or chest pain before hospitalization.
In some cases, e-cigarette use has led to death, and the Centers for Disease
Control and Prevention has advised people to stop vaping. In some cases,
symptoms of mild to moderate gastrointestinal illness such as nausea, abdominal
pain, vomiting, diarrhea, or fevers or fatigue have been reported. If you use e-
cigarette products, monitor yourself for all of these symptoms and promptly seek
medical attention if you have concerns about your health.

The researchers will let you know about any significant new findings (such as
additional risks or discomforts) that may make you change your mind about
participating in the study.

will help us in
the future as
we try to
understand
better the
effects of e-
cigarette
power level
and nicotine
content.
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Non-Physical Risks
1.

2. The study questionnaires ask personal questions that are sensitive in nature.

The use of e-cigarettes may include other side effects/risks such as a sore or
scratchy throat and headache.

E-cigarette devices will be reused for participants. New disposable mouthpieces
will be provided to each participant. There is some risk of contamination or
illness, which is minimized by sanitizing the e-cigarette devices in addition to the
use of these mouthpieces.

Participation in research might involve some loss of privacy. There is a small risk
that someone outside the study could see and misuse information about you.

You may refuse to answer any question that makes you feel uncomfortable.

In general, we will not give you any individual results from the study.

Please read, or have someone read to you, the rest of this document. If there is
anything you don’t understand, be sure to ask the study staff.

WILL | BE PAID TO PARTICIPATE IN THE STUDY?

You will be paid in cash for the time and inconvenience involved in participating in this
study. You will be paid $10 for completing the in-person screening to determine your
eligibility to participate. If you are eligible and choose to participate, you will be asked to
complete a behavioral task where you can earn up to $40 (in addition to the $10) at the
in-person screening session. For the study sessions, you will be paid $75 for
completion of the first session, $100 for session 2, $100 for session 3, $100 for session
4, $125 for session 5 for a total of $500. During the Multiple Choice Procedure
conducted each session, you may receive $0 - $10.24 per session depending on your
choices and the choice randomly selected. Additionally, if lab parking is not available for
the in-person screen or study sessions you will be reimbursed for parking expenses
only.

Total payments within one calendar year that exceed $600 will require the University to
annually report these payments to the IRS and you. This may require you to claim the
compensation you receive for participation in this study as taxable income. VCU is
required by federal law to collect your social security number. Your social security
number will be kept confidential and will only be used to process payment.

WHAT HAPPENS IF | AM INJURED OR BECOME SICK BECAUSE | TOOK PART IN
THE STUDY?

If you are injured by, or become ill, from participating in this study, please contact your
study doctor immediately. Medical treatment is available at the Virginia Commonwealth
University Health System (VCU Health System). Your study doctor will arrange for
short-term emergency care at the VCU Health System or for a referral if it is needed.

Fees for such treatment may be billed to you or to appropriate third party insurance.
Your health insurance company may or may not pay for treatment of injuries or illness
as a result of your participation in this study. To help avoid research-related injury or
illness, it is very important to follow all study directions.

CAN | STOP BEING IN THE STUDY?
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You can stop being in this research study at any time. Leaving the study will not affect
your medical care, employment status, or academic standing at VCU or VCU Health.
Tell the study staff if you are thinking about stopping or decide to stop.

If you leave the study before the final regularly scheduled visit, you will be able to keep
any money that you have earned in the study up to that point.

Your participation in this study may be stopped at any time by the investigator without
your consent. The reasons might include:

the investigator thinks it necessary for your health or safety
you are found to not be eligible for the study

the sponsor has stopped the study

you have not followed study instructions

administrative reasons require your withdrawal

HOW WILL INFORMATION ABOUT ME BE PROTECTED?

VCU and the VCU Health System have established secure research databases and
computer systems to store information and to help with monitoring and oversight of
research. Your information may be kept in these databases but are only accessible to
individuals working on this study or authorized individuals who have access for specific
research related tasks.

Identifiable information in these databases are not released outside VCU unless stated
in this consent or required by law. Although results of this research may be presented at
meetings or in publications, identifiable personal information about participants will not
be disclosed.

Personal information about you might be shared with or copied by authorized
representatives from the following organizations for the purposes of managing,
monitoring and overseeing this study:

e The study Sponsor, representatives of the sponsor and other collaborating
organizations

e Representatives of VCU and the VCU Health System

e Officials of the Department of Health and Human Services

In the future, identifiers might be removed from the information/samples you provide in
this study, and after that removal, the information/samples could be used for other
research studies by this study team or another researcher without asking you for
additional consent.

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 information that can identify you. At
most, the Website will include a summary of the results. You can search this Web site at
any time.

Certificate of Confidentiality

To help us protect your privacy, we have obtained a Certificate of Confidentiality from
the National Institutes of Health. With this Certificate, the researchers cannot be forced
to disclose information that may identify you, even by a court subpoena, in any federal,
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state, or local civil, criminal, administrative, legislative, or other proceedings. The
researchers will use the Certificate to resist any demands for information that would
identify you, except as explained below.

The Certificate cannot be used to resist a demand for information from personnel of the
United States Government that is used for auditing or evaluation of federally funded
projects or for information that must be disclosed in order to meet the requirements of
the federal Food and Drug Administration (FDA).

You should understand that a Certificate of Confidentiality does not prevent you or a
member of your family from voluntarily releasing information about yourself or your
involvement in this research. If an insurer, employer, or other person obtains your
written consent to receive research information, then the researchers may not use the
Certificate to withhold that information.

WHO SHOULD | CONTACT IF | HAVE QUESTIONS ABOUT THE STUDY?
If you have any questions, complaints, or concerns about your participation in this
research, contact:

Dr. Caroline Cobb at 804-828-8687 / email: cobbco@vcu.edu or
Dr. Andrew Barnes at 804-827-4361 / email: andrew.barnes@vcuhealth.org

The researcher/study staff named above is the best person(s) to call for questions about
your participation in this study.

The medically responsible investigator is Dr. Thokozeni Lipato
thokozeni.lipato@vcuhealth.org

If you have general questions about your rights as a participant in this or any other
research, you may contact:
Virginia Commonwealth University Office of Research
800 East Leigh Street, Suite 3000
Box 980568
Richmond, VA 23298
Telephone: (804) 827-2157

Contact this number to ask general questions, to obtain information or offer input, and to
express concerns or complaints about research. You may also call this number if you
cannot reach the research team or if you wish to talk to someone else. General
information about participation in research studies can also be found at
http://www.research.vcu.edu/irb/volunteers.htm.

Do not sign this consent form unless you have had a chance to ask questions and have
received satisfactory answers to all of your questions.

STATEMENT OF CONSENT

| have been provided with an opportunity to read this consent form carefully. All of the
questions that | wish to raise concerning this study have been answered. By signing this
consent form | have not waived any of the legal rights or benefits to which | otherwise
would be entitled. My signature indicates that | freely consent to participate in this
research study. | will receive a copy of the consent form for my records.
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Signature Block for Enrolling Adult Participants

Adult Participant Name (Printed)

Adult Participant’s Signature Date

Name of Person Conducting Consent Discussion (Printed)

Signature of Person Conducting Consent Discussion Date
Principal Investigator Signature (if different from above) Date
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