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Consent to Participate in the Smoking Study

You are invited to participate in a research study conducted by Dr. Elliot Berkman’s
Social and Affective Neuroscience Laboratory in the Department of Psychology at the
University of Oregon. The goal of this research is to investigate different ways to help
people quit smoking. We are also interested in the brain changes that might happen as
part of these smoking cessation programs, and how different people respond to them.
This study is funded by the National Institutes of Health.

Key Information for You to Consider

e Voluntary Consent. You are being asked to volunteer for a research study. Itis up to
you whether you choose to participate or not. There will be no penalty or loss of
benefits to which you are otherwise entitled if you choose not to participate or
discontinue participation.

e Purpose. The purpose of this research is to investigate different ways to help people
quit smoking, and to learn more about the brain changes that may occur as part of the
smoking cessation process.

e Duration. It is expected that your participation will last 3 months plus a 3-month follow-
up phone call.

e Procedures and Activities. You will be asked to attend a 90 minute remote pre-scan
session, a 30 minute in-lab pre-scan session, and participate in two 3-hour MRI scans at
UO. In the 8 weeks between the scans, you will engage in an experimental training
program where you will receive text messages that are intended to help you quit
smoking and complete several online modules at home.

e Risks. Some of the foreseeable risks or discomforts of your participation include
incidents involving the MRI or emotional distress from the failure to quit smoking. We
have strict safety protocols in place to account for these risks.

e Benefits. There are no direct benefits, but the trainings may help you reduce or quit
your smoking habits; however we cannot guarantee you will benefit. You will also be
contributing to the initial steps of creating an effective, individualized intervention for
persistent smokers trying to quit.

e Alternatives. Participation is voluntary, and the only alternative is to not participate.

You have been invited to participate in this project because you meet the age, smoking
habit, and MRI safety standards, and you have reported wanting to quit smoking. Your
participation in this study is entirely voluntary. Please read the information below and
ask questions about anything you do not understand before deciding whether or not to
participate. You will be given a copy of this consent document.

What is the purpose of this study?

We are hoping to learn more about how people can quit smoking, and we are also
interested in the brain processes that are involved in changing these habits. We believe
that new knowledge gathered from participants in this study will provide us with
information that can be used to create effective interventions to help people quit



smoking. By being in this study, you will help us learn about the parts of the brain that
are involved in the quitting process and how they are related to your smoking habits.

What does participating in the study involve?
All procedures will take place in the Lewis Integrative Sciences Building on the
University of Oregon campus. Brain imaging will take place at the Lewis Center for
Neuroimaging (on the 15t floor), and all other in-lab sessions will take place in the Social
and Affective Neuroscience (SAN) laboratory (on the 2" floor). This study will take
place over the course of approximately six months. If you participate in our study, we'll
ask you to complete the following activities, which are described in more detail later:
e Pre-scan preparatory session: 90 minute remote Zoom appointment plus a 30
minute in-person appointment at the Lewis Integrative Sciences Building (LISB)
e Baseline session: 3 hours at the Lewis Center for Neuroimaging
e Training sessions: 8 weeks of daily text messages, weekly phone calls, and
online modules to be completed at home
e Endpoint session: 3 hours at the Lewis Center for Neuroimaging
e Follow-up call: 30 minutes via phone, 3-months after the endpoint session

Pre-scan preparatory session — remote (90 minutes)

During this first session, you will go over the consent form with a researcher. Should
you agree to participate, you will be asked to complete several questionnaires about
yourself and your habits. If, at any time, you do not want to continue answering
questions, you are free to stop without penalty. We will also ask you to provide the
name and contact information for someone who will always know where you are in case
we lose touch with you. We will contact these people only if we are unable to reach you
for one week or more; we will not contact them for any other reason and will discard
their contact information at the end of the study or sooner at your request. At this
remote appointment, you will also work with a researcher to set a quit date.

Pre-scan preparatory session — in-lab (30 minutes)

Following the completion of the remote appointment, you will be asked to come into the
lab to provide us with one biological smoking measure, exhaled carbon monoxide. We
will also run you through the mock scanner to prepare you for your MRI scan. You will
receive $40 for the combined pre-scan sessions.

You will be asked to answer some questions via online modules, called Daily Diaries,
between your preparatory session and your first scan appointment. You can earn up to
$25 for completing all modules within the appropriate time frame.

Baseline session (3 hours)

The main part of the baseline session is a brain scan. We will first take a picture of the
shape of your brain (“structural”), then we will measure the activity in your brain as you
complete a series of tasks (“functional”), which are each described in the following
section.



This study uses the standard procedures for the Siemens Prisma MRI at the Lewis
Center for Neuroimaging (LCNI). Magnetic resonance imagining (MRI) and magnetic
resonance spectroscopy (MRS) are approved by the US Food and Drug Administration
(FDA) to look at structure and function of your brain and body. MRIs uses a very strong
magnetic field and radio frequency pulses to create digital pictures. There is no ionizing
radiation (like X-rays) or injections into your body with this MRI.

Scans are done for research purposes only and cannot rule-out or confirm a diagnosis.
Your scan will not be reviewed by a medical doctor as a standard part of this research
study. However, if a member of the LCNI staff observes something unexpected in a
scan, the scan will be sent anonymously to a radiologist. If the radiologist suggests that
you follow-up with your regular doctor, we will discuss what the radiologist said in detail
with you. You will be able to take all your images from this study to your doctor, and the
LCNI director can point out the area of possible concern, if needed.

During the MR, you will be asked to perform several computer tasks relating to smoking
and the process of quitting. These involve evaluating the helpfulness of a variety of pro-
quitting messages and practicing thinking in certain ways about smoking and its effects.

You will receive $80 for completing the baseline session.

Training program (8 weeks)

The training program will take place over the course of 8 weeks and is comprised of four
main components. You will be randomly assigned to one of three conditions. There is
an equal chance of you being assigned to each condition. The training in all three
conditions follows the same format but might influence your smoking in different ways.
Starting the day before your quit date, you will begin to receive automated text
messages from us, encouraging you to think about smoking and quitting in certain
ways. The second component of the training is a series of at-home, online modules that
you can complete on a computer, smart phone, or tablet, at your convenience. The third
component of the trainings includes the regular use of nicotine replacement therapy
(NRT), such as nicotine gum or patches. We will provide you with brand name NRTs,
such as Nicolette gum or NicoDerm patches. The fourth component of the training
program consists of weekly check-ins conducted via a short phone call.

During the course of the training series, we will be in regular contact to check in and to
track the trajectory of your smoking habits. You will receive daily text messages to track
the number of cigarettes you smoke per day and a weekly phone call to check in and
monitor your use of the NRT. You will also be asked to complete another round of Daily
Diaries. You will not be expected to come in to the laboratory at any point during the
training program.

You can earn up to $165 for completing the training program, based on how many of
the activities you complete and whether you complete them on schedule.

Endpoint session (3 hours)



Just like in the baseline session, the endpoint session will primarily consist of the
neuroimaging scan. We will also have you complete the biological smoking measures
taken at the pre-scan preparatory session and fill out some questionnaires. All
procedures during the endpoint session are very similar, if not identical, to those at the
baseline and pre-scan sessions.

You will receive $80 for completing the endpoint session.

You will be asked to complete another series of Daily Diaries between your endpoint
session and your follow-up call. You can earn up to $25 for completing all diaries within
the appropriate time frame.

Follow-up call (30 minutes)

We will schedule a call for three months after the completion of the training program.
During this call, you will be asked various questions regarding your smoking habits. At
the end of this call, you will be debriefed on the study.

What is the payment for participation?

You will receive $40 for completion of the pre-scan preparatory sessions, $80 at the end
of the baseline and endpoint session, and you have the opportunity to earn up to $165
during the training program. You can also earn up to $25 for each round of Daily Diaries
that fall outside of the training program. In total, you can receive up to $415 for
completing this study. You will also receive a travel stipend of $0.75/mile based on the
distance between the address you provide us with and the Lewis Integrative Sciences
Building on UO’s campus.

In the event that you choose to withdraw from the study (or that we, the researchers,
must end the study before intended), you will receive payment for each session you
participated in. Should you choose to terminate one of the 3-hour sessions early, you
will be paid in accordance with the proportion of the session completed.

Please be aware that compensation for participation in research may be considered
taxable income. The University requires tracking for compensation that is paid to you;
this may include your name and contact information. This information is stored
confidentially and separate from research data. If you receive $600 or more in a
calendar year, you may be contacted to provide additional information (e.g. Social
Security Number) for tax reporting purposes.

What are potential discomforts and risks of participating?

The LCNI has multiple safety features to reduce the potential for harm. The strong
magnetic field of the scanner presents a risk if some types of metallic magnetic objects
are brought into the room. There is a risk these objects may be attracted to the MRI
machine or they may lead to heating and burns to you. This can also occur if your body
or our equipment are not positioned properly inside the scanner. We will minimize this
risk by carefully positioning you with special insulating pads. LCNI staff will conduct a
thorough screening for any potential problems to make sure we have accounted for all



MRI-related concerns. Depending on what you are wearing, you may be asked to
remove some clothing and put on ‘scrubs.’

The MRI scanner makes loud thumping, pounding, and whining sounds during scans,
which may be discomforting to some people. You will be provided with hearing
protection to reduce the noise from the scanner. You may become anxious and/or tired
from lying in the MRI machine. Some individuals who are claustrophobic (scared of
small spaces) may find the scanner too confining. To get an idea of what the experience
of being scanned will be like, you may ask to do a ‘practice’ session in our mock-
scanner before your session. You may ask to stop the practice or real MRI scans at any
time. You will be given an emergency squeeze ball during the real MRI and instructed in
its use. You may squeeze the ball at any time to stop the scan and be removed from the
scanner.

Although there are no known risks to having an MRI when you are pregnancy, it is a
time when the heart and brain are still developing. Therefore, if you think you may be
pregnant, we will encourage you to choose not to participate until you are finished with
your pregnancy.

Some of the questionnaires and tasks deal with health, smoking habits, and smoking
risks, which may cause anxiety and discomfort for some people. You may also feel
stimulated, anxious, nervous, or bored during the training. If this occurs, you are
encouraged to take a break and/or ask questions. Under no circumstances will you be
pressured to respond to any question.

We recognize that certain mental health issues are commonly associated with
persistent smoking, and that some of these may become worse if you fail to quit. The
strategies you will engage with over the course of the study are experimental. The
primary goal of this research is to investigate the effect of the trainings on underlying
brain patterns; though there is a possibility that they may help you quit, we cannot
guarantee results.

It is possible that engaging in our training program may involve risks which are currently
unforeseeable. Should any arise throughout the duration of the study, you will be
notified as soon as possible.

What steps are taken to lessen potential discomforts and risks?

Throughout your involvement in the study, we will monitor certain aspects of your
overall well-being. This is done in an attempt to track potential mental health risks that
commonly occur alongside persistent smoking. Our staff are all trained in these
measures and accompanying safety protocols, in case of emergent psychological
distress. This psychological information collected will only be used for risk management
and will not affect your participation in the study.



At all times, these researchers will strive to treat you with courtesy, respect, kindness,
sensitivity, and flexibility. Any questions or concerns that you express will be answered
to the best of the researcher’s ability in a timely and courteous manner.

In order to mitigate the risk of exposure to the novel coronavirus, we have implemented
a series of safety protocols that include, but are not limited to, mandatory masks for
researchers, 6-feet social distancing whenever possible, and strict disinfecting
protocols. Due to the increased risk of serious illness for persistent smokers, we are
currently requiring unvaccinated participants to continue to be masked at all times while
indoors.

What are the anticipated benefits of participating in this study?

There are no guaranteed direct benefits to participating in the study. You may find that
the trainings help you quit or reduce your smoking patterns. You might also enjoy
learning about your brain and enjoy the laboratory sessions. In a broader sense, by
becoming involved in this project, you will be contributing to the advancement of
scientific research about behavior change and human neuroscience.

What are the anticipated benefits of this study to society?

The information from this study will help us to learn more about the typical patterns of
brain activity related to self-control and addiction. This will provide us with a basis from
which to examine the brain systems related to self-control and how these systems
respond to training. Such information may ultimately be used for designing more
effective programs for those trying to quit smoking. It may also lead to the design of
helpful, individually tailored interventions for persistent smokers trying to quit.

What are the alternatives to participating?

Since we are currently testing the interventions, they are not availability outside this
study. The only alternative to participating in the study is to choose not to participate.
Please be aware that your relationship with the University of Oregon will not be affected
if you choose not to participate.

What is my financial obligation for care? Will | be compensated for injury?

Neither you nor your insurance company will be billed for any costs associated with your
participation in this research. We take your safety very seriously and rigorously follow
high safety standards. It is highly unlikely that you would be injured in the course of this
research study, but if you were to be physically injured because of this project, you
and/or your insurance company would be responsible for your doctor bills.

How will the researchers protect my privacy and confidentiality?

Only the researchers in the Social and Affective Neuroscience Laboratory will know that
you are participating in this study. On rare occasions, individuals and organizations that
conduct or monitor this research may be permitted access to and inspect the research
records. This may include access to your private information. These individuals and
organizations include: the study sponsor (NIH) and the Institutional Review Board (IRB)
that reviewed this research. No information about your identity will be disclosed to



others without your written permission, except if necessary, to protect your rights or
welfare (for example, if you were to be injured and needed emergency care) or if
required by law. When the results of this research are published or discussed in
conferences, absolutely no information will be included that would reveal your identity.

All data collected from you as a part of this project will be labeled with an anonymous
code number. Imaging data are kept on a secure computer by the LCNI. There is no
identifying information kept within LCNI imaging data.

This research is covered by a Certificate of Confidentiality from the National Institutes of
Health. The researchers with this Certificate may not disclose or use information and
documents that may identify you in any federal, state, or local civil, criminal,
administrative, legislative, or other action, suit, or proceeding, or be used as evidence,
for example, if there is a court subpoena, unless you have consented for this use.
Information and documents protected by this Certificate cannot be disclosed to anyone
else who is not connected with the research except, if there is a federal, state, or local
law that requires disclosure (such as to report child abuse or communicable diseases
but not for federal, state, or local civil, criminal, administrative, legislative, or other
proceedings); if you have consented to the disclosure, including for your medical
treatment; or if it is used for other scientific research, as allowed by federal regulations
protecting research subjects.

The Certificate cannot be used to refuse a request for information from personnel of the
United States federal or state government agency sponsoring the project that is needed
for auditing or program evaluation by National Institutes of Health which is funding this
project. You should understand that a Certificate of Confidentiality does not prevent you
from voluntarily releasing information about yourself or your involvement in this
research. If you want your research information released to an insurer, medical care
provider, or any other person not connected with the research, you must provide
consent to allow the researchers to release it.

How might my data be shared?

Scientific advances can often be achieved more quickly when scientists share
information with one another. By agreeing to share your data, you will be making a free
and generous gift for research that might help others. It is possible that some of the
research conducted using your data could eventually lead to the development of new
methods for studying the brain, new diagnostic tests, and so forth.

Your data from this study might be used for other, future research projects in addition to
the study you are currently participating in. Data from this study may also be submitted
to other online repositories (websites). However, your data will always be deidentified so
that any personally identifying information (e.g., name, birthdate, date of lab visit,
physical appearance, contact information, etc.) will be removed. To the best of our
ability, your data will not contain information that can directly identify you.



Please initial here if you would like to agree to provide your deidentified data
for future research. By initialing, you agree that these data may be shared with other
investigators at other institutions from around the world. The details, results, and
implications of these studies are unknown.

A description of this study will be available on http://www.ClinicalTrials.gov, as required
by U.S. law. This website will not include information that can identify you. At most, the
website will include a summary of the results. You can search this website at any time.

What if | want to withdraw from the study?

Your participation in this research is entirely voluntary. If you choose not to participate,
that will not affect your relationship with the University of Oregon. Even if you decide to
participate, you are free to discontinue participation at any time without penalty. You
may not, however, withdraw data that was collected prior to your withdrawal. There are
no known risks associated with early withdrawal from the training program.

Can the researcher withdraw me from the study?

Circumstances may arise which might cause the researcher to end your participation in
sessions before the completion of the study. This decision may be made to protect your
health and safety, or because we determine based on past sessions that you are not
eligible to continue in future sessions. For example, if you become distressed during the
baseline session (e.g. during the MRI scan), we may choose not to continue with further
testing sessions for your own benefit. If such a decision is made, it will be explained
clearly to you.

Will | be informed of new findings?

During the course of the study, you will be informed of any significant new findings
(either good or bad), such as changes in the risks or benefits resulting from participation
in this research that might cause you to change your mind about continuing to
participate in the study. If significant new information is provided to you, we will ask for a
renewal of your consent, reflecting the new information.

Who is conducting this research?

This research is being conducted by Elliot Berkman, a professor in the Department of
Psychology at the University of Oregon. The research is funded by the National
Institutes of Health. If you have any questions about the research, or if you experience
an injury or negative reaction related to this research, please contact him at:

Elliot Berkman, Ph.D.
Office: (541) 346-4909
berkman@uoregon.edu

What are the rights of participants in this research?

You may withdraw your consent at any time and end participation without penalty. You
are not waiving any legal claims, rights or remedies because of your participation in this
research study. An Institutional Review Board (IRB) is overseeing this research. An IRB


http://www.clinicaltrials.gov/
mailto:berkman@uoregon.edu

is a group of people who perform independent review of research studies to ensure the
rights and welfare of participants are protected. UO Research Compliance Services is
the office that supports the IRB. If you have questions regarding your rights as research
participants, you may contact Research Compliance Services at:

Research Compliance Services
5237 University of Oregon

Eugene, OR, 97403

(541) 346-2510
ResearchCompliance@uoregon.edu.

STATEMENT OF CONSENT

| have had the opportunity to read and consider the information in this form. | have
asked any questions necessary to make a decision about my participation. | understand
that | can ask additional questions throughout my participation.

| understand that by signing below, | volunteer to participate in this research. |
understand that | am not waiving any legal rights. | have been provided with a copy of
this consent form. | understand that if my ability to consent or assent for myself
changes, either | or my legal representative may be asked to re-consent prior to my
continued participation in this study.

| consent to participate in this study.

Name of Adult Participant Signature of Adult Participant Date

Researcher Signature (to be completed at time of informed consent)

| have explained the research to the participant and answered all of their questions. |
believe that they understand the information described in this consent form and freely
consent to participate.

Name of Research Team Member Signature of Research Team Member Date
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