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MEDICAL UNIVERSITY OF SOUTH CAROLINA 
 

CONSENT TO BE A RESEARCH PARTICIPANT 
 

STUDY TITLE: Targeting Foundational Memory Processes in Nicotine Addiction: A 
Translational Clinical Neuroscience Study of a Retrieval-Extinction Intervention to Reduce 
Craving and Smoking Behavior 
 
This study uses an electronic informed consent process.  Please notify the study staff if you 
prefer a paper-based informed consent process. 
 
This study is being conducted for research purposes, and your participation in this study is 
voluntary, which means you may stop taking part in this study at any time.  The purpose of this 
study is to see whether certain behavioral cues and tasks can help people quit smoking.  This 
will be done in 12 total visits over a 6-month period.  This study involves looking at smoking 
cues, as well as urine and breath tests; there will also be collection of saliva samples, your heart 
rate will be measured, and there is an option to also do a brain scan.  The risks of this study 
include nicotine withdrawal symptoms, uncomfortable interviews, risks from the optional brain 
scan, and possible loss of confidentiality.  The benefits of this trial include helping future 
smoking research and the possibility for participants to quit smoking.  Alternatives include not 
participating in this research study or using other already approved smoking treatment options.  
 
A.  PURPOSE AND BACKGROUND: 
 
You are being asked to volunteer for a research study. The Medical University of South Carolina 
and the National Institutes of Health sponsor this research. The study examines the use of 
smoking cues to change your interest in smoking; this may lead to an effective treatment for 
smokers. You are being asked to participate in this study because you are between the ages of 
25 and 65 years old and currently smoke cigarettes. The investigator in charge of this study is 
Dr. Michael Saladin. This study is being conducted at the Medical University of South Carolina 
and will involve approximately 166 volunteers.  
 
The purpose of this consent form is to give you the information you will need to help you decide 
about participating in the study. Please read the form carefully. You may ask questions about 
the purpose of the research, what we would ask you to do, the possible risks and benefits, your 
rights as a volunteer, and anything else about the research or this form that is not clear.  When 
we have answered all your questions, you can decide if you want to be in the study or not.  This 
process is called ‘informed consent’.  We will email you a copy of this form for your records.   
 
B.  PROCEDURES:  
 
 If you agree to participate and are consented remotely, you will also be asked to completed a 
consent form and questionaires remotely. Subsequent research visits which require you to be 
seen in person will be scheduled and are described below". 
 
You will be evaluated via telephone first to see if you meet the study requirements for 
participation. If you meet study requirements, you will either be consented in person or, if you 
have internet access, the study team may discuss the consent form with 
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you by phone and send you the form by email to review and sign electronically. If you sign the 
consent form electronically, you will then be prompted to complete some additional study 
documents online, including questionnaires. If you do not have internet access, after your phone 
evaluation, the study team will schedule an in-person visit to discuss the consent form and 
complete additional study documents.  All participants will be asked to come in person to 
complete a urine sample, breath test, psychiatric interview, and an EKG measurement. You will 
then be scheduled for an initial (baseline) laboratory visit. It will be required that you refrain from 
smoking starting the night before this initial evaluation up until the visit’s completion (which we 
will confirm by both your self-report and by breath assessment at the onset of the evaluation). 
Both visits may be done in one day if there is availability. Additionally, abstinence from 
alcohol/other drug use will be assessed with breath and urine samples. Failure to meet 
abstinence requirements will result in rescheduling. Research personnel will ask you questions 
about your psychiatric, substance use, and medical history. If you are found to be eligible to 
participate, you will be randomly assigned (like rolling a die) to one of two groups that 
determines the images, video and physical objects/stimuli you experience in your lab sessions. 
From those groups you may be randomized again to either a) receive a functional magnetic 
resonance imaging (fMRI) scan or b) not to receive an fMRI. The fMRI is a simple and brief and 
is designed to assess blood flow in the brain while you are resting and viewing pictures. You will 
then complete a brief cue reactivity (CR) laboratory session in which your responses to smoking 
cues will be assessed. During this lab session, the following will occur: 
 
You will first be seated comfortably in front of a computer for 10 minutes, after which we will 
monitor your heart rate (HR; the number of times your heart beats per minute) and skin 
conductance (SC; like sweating palms) for 50 seconds via sensors (small wires attached to 
tape) that will be placed on your body in places, such as along your rib cage and on your 
fingers. Immediately after, your blood pressure (BP), craving, and mood will be measured via 
questionnaires.  
 
If you are randomized to the fMRI group, you will then be escorted to the fMRI suite.  You will 
first become familiar with the scanning process by laying in a mock (imitation) scanner and 
doing mock (practice) tasks.  After practicing, you will then be administered the fMRI 
procedures.  Magnetic resonance imaging (MRI) uses a magnet and radio waves to make 
medical images of the body. You will be placed on a narrow bed and then slid into a small 
tunnel approximately 6 feet in length and 25 inches in diameter. You will hear a loud machine-
like noise. Once you are in the fMRI machine, we will collect a structural image of your brain.  
You will then be asked to sit quietly with your eyes closed for several minutes.  
 
Then, you will be scanned while you perform an eight and half minute task that involves viewing 
alternating blocks of neutral cues (40 sec), fixation and ratings (30 sec), and smoking cues (40 
sec).  
 
If you are not randomized to the fMRI group, you will remain in the CR laboratory.  
Both groups, regardless of location, will perform the same task. You will perform an eight and 
half minute task that involves viewing alternating blocks of neutral cues (40 sec), fixation and 
ratings (30 sec), and smoking cues (40 sec). Those in the fMRI group will be scanned during the 
task.  
 
Sensors will then be removed and you will receive the scheduled compensation. You will 
schedule your next visit with the study coordinator, and you will be reminded that your quit 
attempt will begin the night before and that it will be the first of four daily 
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visits (one each day for four days in a row) for which you will be compensated for not smoking 
(abstinence requirements for the 4 days will be the same as those for the initial CR laboratory 
visit). 
 
You must begin abstinence from smoking (and any drugs/alcohol) the night before the start of 
your four days of lab sessions. Abstinence will be confirmed with urine and breath samples. You 
will receive monetary compensation for successful abstinence. The first three of the four 
sessions will involve “treatment.” At the beginning of the session, we ask that you place your cell 
phone in a box labeled “Phone Box” placed next to you to ensure that no distractions occur 
during the session. Those sessions will run as follows: 
 
You will first watch a 5-min video containing either smoking content or non-smoking, neutral 
content. Continuous HR and SC will be collected (as previously described above) during the 
video, with BP, mood, and rating measurements collected after the video.  
 
Then, over the course of an hour, you will be exposed to a sequence of smoking-related 
pictures, videos, and objects four times. HR and SC will be collected at the beginning of every 
sequence, and the other assessments will be completed following each sequence.  
 
The fourth session, 24 hours later, will be considered the first of seven “test” sessions and will 
involve a cue reactivity (CR) assessment identical to the one done on your first visit (described 
above), except that there will also be 5 minutes of smoking-related pictures shown, during which 
HR, SC, BP, craving, and mood will be assessed. Individuals who participated in the initial fMRI 
will undergo a second, identical fMRI scan after the CR assessment. Individuals who did not 
participate in the fMRI will undergo the same CR assessment in the CR laboratory. Please be 
aware that you will be repeatedly reminded that you are being compensated/paid to refrain from 
smoking and other substance use during both treatment sessions and the first test session. 
 
You will have six additional test sessions, two weeks, four weeks, 6 weeks, 2 months, 3 months, 
and 6 months later, nearly identical to the first one described above.  
 
Although strongly encouraged, smoking abstinence will not be a requirement for participation in 
these sessions (nor will you be given a monetary reward for abstinence). However, abstaining 
from other substance use (alcohol and other drugs) prior to these test sessions will still be 
necessary (failure to comply with that requirement may result in rescheduling).  
 
Also, you will be given a smoking diary at the end of each test session (except the last at 6 
months) in which to record the occurrence of (i) daily smoking behavior and (ii) daily craving. 
Study personnel will collect these diaries at the beginning of the following test session.  
 
You will be required to provide a breath and saliva sample at all six follow-up test sessions. 
These samples will provide additional information about your smoking behavior.  
 
At the end of the final test session, study personnel will address any questions that you may 
have as a study participant and provide recommendations for additional cessation treatment. 
 
C.  DURATION: 
 
Participation in the study will take about 6 months. You will be seen for 12 outpatient sessions 
including the clinical assessment, initial CR assessment visit, the three 
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treatment sessions, and seven testing sessions. All of your visits will be approximately 1-2 hours 
in duration. However, if you test positive for smoking or alcohol/drug use on your initial visit or 
on your first treatment session, that visit will need to be rescheduled, which may increase the 
time it takes to complete the study.  
 
D.  RISKS/DISCOMFORTS: 
 
Interviews: The interviews that you will undergo during the course of the study involve no 
specific risks or discomforts beyond those of a standard clinical interview situation, such as 
feeling upset at the review of your psychiatric status, boredom, or fatigue. If a question makes 
you uncomfortable you may refuse to answer it without fear of penalty (i.e. loss of compensation 
or study dismissal). 
 
Exposure to smoking cues: Exposure to cues may produce some craving for nicotine or other 
discomforts. However, this discomfort is usually brief and you will be in the safety of a smoke-
free laboratory environment. Although previous studies do not show an increased risk of 
smoking craving or relapse after cue exposure, this possibility cannot be completely ruled out. 
 
fMRI Machine: There have been no ill effects reported from exposure to the magnetism or radio 
waves used in this test. A known risk is that the magnet could attract certain kinds of 
metal. Therefore, we will carefully ask you about metal within your body (this includes certain 
dyes found in tattoos).  If there is any question about potentially hazardous metal within your 
body, you will be excluded from participation in the fMRI component of this research study. We 
will also keep the examining room locked so that no one carrying metal objects can enter while 
you are in the scanner.  Please inform the study staff if you have a history of claustrophobia 
(extreme anxiety in close spaces). This may also be a contraindication to participation in the 
study. 
 
Confidentiality: There is a risk of loss of confidentiality of your personal information as a result of 
participation in this study.  Please refer to the confidentiality section for a detailed description of 
confidentiality protections for all participants.  
 
Pregnancy: Because of the potential risks associated with fMRI screenings while pregnant, 
pregnancy at the general clinical assessment or either of the fMRI sessions will be cause to be 
dismissed from the study.  All women participating in this study must notify the staff immediately 
if they become pregnant during the study.  
 
Unknown Risks: The experimental treatments may have unknown side effects. The researchers 
will let you know if they learn anything that might make you change your mind about 
participating in the fMRI component of this study. 
 
Confidentiality:   
 
All study records will be placed in a locked, secure, limited access location. Your participation in 
the study and the information you provide will be treated with the highest level of confidentiality. 
The information we collect will contain your code number and not your name to protect your 
confidentiality. Codes linking numbers and names will be kept in a locked secure location and 
will not be accessible to anyone outside the research team.  
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E. MEDICAL RECORDS 
 
If you are an MUSC patient you have an MUSC medical record.  If you have never been an 
MUSC patient, an MUSC medical record will be created for the purposes of this study. Results 
of research tests or procedures will be included in your MUSC medical record. All information 
within your medical record can be viewed by individuals authorized to access the record We will 
make every effort to keep confidential all research information in the medical record that 
identifies you to the extent allowed by law. 
 
F. CERTIFICATE OF CONFIDENTIALITY 

This research is covered by a Certificate of Confidentiality from the Federal government. This 
means that the researchers may not disclose information or biospecimens that may identify you, 
even by a court subpoena, in any federal, state, or local civil, criminal, administrative, legislative, 
or other proceedings, nor can the information or biospecimens be used as evidence, unless you 
have consented to this disclosure. Information or biospecimens protected by this Certificate 
cannot be disclosed to anyone else who is not connected with the research except 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. 

A Certificate of Confidentiality does not prevent you from voluntarily releasing information about 
yourself or your involvement in this research. If you are an MUSC patient you have an MUSC 
medical record. If you have never been an MUSC patient, a MUSC medical record will be 
created for the purposes of this study. Results of research tests or procedures will be included 
in your MUSC medical record. All information within your medical record can be viewed by 
individuals authorized to access the record. We will make every effort to keep confidential all 
research information in the medical record that identify you to the extent allowed by law; 
however, there is the possibility that your research information will be disclosed. 

The Certificate of Confidentiality will not be used to prevent disclosure as required by federal, 
state, or local law. Examples of required disclosure include: child abuse and neglect, or harm to 
self or others 

Finally, a Certificate may not be used to withhold information from the Federal government 
needed for auditing or evaluating Federally funded projects or information needed by the FDA. 

G.  BENEFITS:  
 
Many persons report that one benefit of their participation in a study on smoking addiction is that 
they feel like they are making a contribution to increasing knowledge about how to overcome 
dependence problems. Others have reported that they learn a lot about how they react to things 
that remind them of their smoking and that this knowledge is useful to them (i.e., they think 
differently about their smoking after study participation and/or they reduce their smoking 
behaviors). Required abstinence from smoking during certain portions of the study as well as 
treatment referral information provided by study staff may serve to motivate participants in future 
attempts to abstain from cigarette use. Some people may feel that there is no direct benefit 
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(other than compensation) to their participation in this study. Your participation will contribute to 
a research study that may prove beneficial to you and others in the future. 
 
H.  COSTS:  
 
You will not be charged for any of the study treatments or procedures. The costs of all tests 
associated with this study will be covered by the study. 
 
The researchers would like to send you text messages to remind you of your scheduled 
appointments.  If you choose to receive text messages to remind you of your scheduled 
appointments, your normal message and data rates may apply.  Please initial by your choice 
below for paper consents, or scroll down to the bottom of the screen and select your choice 
electronically: 
 
_____ Yes, I agree to be contacted by text message 
 
_____ No, I do not agree to be contacted by text message 
 
I.  PAYMENT TO PARTICIPANTS: 
  
You will be paid for your participation as follows: 
 
$30.00 for completing the screening assessment. 
$60.00 for completing the baseline cue reactivity assessment/fMRI.   
$75.00 for completing the first of three treatment sessions. 
$100.00 for completing the second treatment session.  
$125.00 for completing the third treatment session.  
$150.00 for completing the first test/fMRI session.  
$100.00 for completion of each of the test sessions (2 weeks, 4 weeks, 6 weeks, 2 months, 3 
months, and 6 months following the first test session, respectively).  
 
Therefore, the maximum compensation for participation in this research study is $1,140. 
Payment for study visits will be made using a pre-paid debit card, called a ClinCard. It works like 
a bank debit card and you may use the card to purchase goods or services everywhere Debit 
MasterCard is accepted. You will be given a ClinCard at the beginning of the study. Each time 
you receive payment for participation in this study, the money will be added to the card, as 
outlined in the payment schedule above. Details of the debit card system are explained on an 
additional sheet. If the study staff has discovered that the information you have provided to us is 
unreliable/inaccurate, any member of the research team will have the right to withhold payment 
from you even if you have participated in a portion of the study visit. 
 
If you test positive for nicotine or alcohol/drug use on your second/third treatment session or first 
test session, you will lose compensation associated with that visit. However, if you remain 
abstinent from smoking, alcohol/drug use on all subsequent sessions (excluding the follow-ups), 
you will earn the lost compensation back.  You can only earn back a maximum of one day of 
compensation during treatment.  
 
Payments that you receive from MUSC for participating in a research study are considered 
taxable income per IRS regulations.  Payment types may include but are not limited to checks, 
cash, gift certificates/cards, personal property, and other items of value.  If 
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the total amount of payment you receive from MUSC reaches or exceeds $600.00 in a calendar 
year, you will be issued a Form 1099 and the IRS will be notified of the amount you received. 
NO information about your participation in this study, other than the amount of compensation 
you received, will be revealed to the IRS.  
 
J.  ALTERNATIVES: 
 
The study examines the use of smoking cues to change your interest in smoking; this may lead 
to an effective treatment for smokers. Participants who wish to receive additional information on 
nicotine dependence will receive a clinical referral. Participation in this study is voluntary, and 
you may refuse to participate or discontinue participation at any time.  If you choose not to 
participate, it will not affect your relationship with any current treatment provider you may have or 
your right to health care or other services to which you are otherwise entitled.   
 
K. DATA SHARING: 
 
Information about you (including your identifiable private information and/or any identifiable 
biospecimens) may have all of your identifiers removed and used for future research studies or 
distributed to other researchers for future research without additional informed consent from you 
or your legally authorized representative. 
 
K. Disclosure of Results 
 
You will not be allowed to see or copy the information described on this Authorization as long as 
the research study is in progress.  When the study is complete, you have a right to see and 
obtain a copy of the information.   
 
Your health information will be used or disclosed when required by law.  Your health information 
may be shared with a public health authority that is authorized by law to collect or receive such 
information for the purpose of preventing or controlling disease, injury or disability and for 
conducting public health surveillance, investigations or interventions.  No publication or public 
presentation about the research study will reveal your identity without another signed 
authorization from you 
 
L. AUTHORIZATION TO USE AND DISCLOSE (RELEASE) MEDICAL INFORMATION 
 
As part of this research study, your study doctor and his/her research team will keep records of 
your participation in this study. 
 
The health information MUSC may use or disclose (release) for this research study includes 
information in your medical record, results of physical exams, medical history, lab tests or 
certain health information indicating or relating to your condition.   
 
The health information listed above may be used by and/or disclosed (released) to the following, 
as applicable: 

 The sponsor of the study including its agents such as data repositories or contract 
research organizations monitoring the study; 

 Other institutions and investigators participating in the study; 
 Data Safety Monitoring Boards; 
 Accrediting agencies; 
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 Clinical staff not involved in the study whom may become involved if it is relevant; 
 Health insurer or payer in order to secure payment for covered treatment; 
 Parents of minor children if less than 16 years old.  Parents of children 16 years old or 

older require authorization from the child; or 
 Federal and state agencies and MUSC committees having authority over the study such 

as: 
o The Institutional Review Board (IRB) overseeing this study; 
o Committees with quality improvement responsibilities; 
o Office of Human Research Protections; 
o Food and Drug Administration; 
o National Institutes of Health; or 
o Other governmental offices, such as a public health agency or as required by 

law. 
 
Those persons who receive your health information may not be required by Federal privacy 
laws (such as the Privacy Rule) to protect it and may share your information with others without 
your permission, if permitted by laws governing them.   You do not have to sign this consent 
form.  If you choose not to sign, it will not affect your treatment, payment or enrollment in any 
health plan or affect your eligibility for benefits.  However, you will not be allowed to be a 
participant in this research study. 
 
You will be given a copy of this consent form.  Your authorization will expire at the conclusion of 
this study or, if you are participating in a study designed for the development of a drug or 
device, your authorization will remain in effect until the drug or device is approved by the FDA or 
until the company’s application to study the drug/device is withdrawn.   You have the right to 
withdraw your agreement at any time.  You can do this by giving written notice to your study 
doctor.  If you withdraw your agreement, you will not be allowed to continue participation in this 
research study.  However, the information that has already been collected will still be used and 
released as described above.  You have the right to review your health information that is 
created during your participation in this study.  After the study is completed, you may request 
this information. 
 
Your health information will be used or disclosed when required by law.  Your health information 
may be shared with a public health authority that is authorized by law to collect or receive such 
information for the purpose of preventing or controlling disease, injury or disability and for 
conducting public health surveillance, investigations or interventions.  No publication or public 
presentation about the research study will reveal your identity without another signed 
authorization from you.   
 
If you have questions or concerns about this Authorization or your privacy rights, please contact 
MUSC’s Privacy Officer at (843) 792-8740.   
 
Regulations require that you be given a copy of the MUSC Notice of Privacy Practices (NPP) 
describing the practices of MUSC regarding your health information. One can be found at the 
end of this form. 
 
M. SIGNIFICANT NEW FINDINGS: 
 
If there are significant new findings during the course of the study, you will be notified.  
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N. STUDENT PARTICIPATION: 
 
Your participation or discontinuance will not constitute an element of your academic 
performance, nor will it be a part of your academic record at this institution.  
 
O. EMPLOYEE PARTICIPATION: 
 
Your participation or discontinuance will not constitute an element of your job performance or 
evaluation, nor will it be a part of your personnel record at this institution.  
 
P. CLINICAL TRIALS.GOV 
 
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 Web site 
will include a summary of the results. You can search this Web site at any time. 
 
Q. FUTURE CONTACT: 
 
The researcher in charge of this study might like to contact you in the future about other 
research opportunities.  Please initial by your choice below for paper consents, or scroll down to 
the bottom of the screen and select your choice electronically:  
 
_____ Yes, I agree to be contacted.  
 
_____ No, I do not agree to be contacted.  
 
R. RESULTS OF THE RESEARCH: 
 
If for any reason, you would like your study records released to anyone other than the 
investigators, you will be asked to sign an additional release of information form.  You will also 
be asked to sign a Health Insurance Portability and Accountability Act (HIPAA) Authorization to 
use or disclose your protected health information for research purposes.  
 
The results of this research will be used for the purposes described in this study. This 
information may be published, but you will not be identified. Information that is obtained 
concerning this research that can be identified with you will remain confidential to the extent 
possible within State and Federal law. The investigators associated with this study, employees 
of the sponsors, and the MUSC Institutional Review Board for Human Research will have 
access to identifying information. 
 
In the event of a study-related injury, you should immediately go to the emergency room of the 
Medical University Hospital, or in case of an emergency go to the nearest hospital, and tell the 
physician on call that you are in a research study. They will call your study contact who will 
make arrangements for your treatment. If the study sponsor does not pay for your treatment, the 
Medical University Hospital and the physicians who render treatment to you will bill your 
insurance company. If your insurance company denies coverage or insurance is not available, 
you will be responsible for payment for all services rendered to you. 
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Your participation in this study is voluntary. You may refuse to take part in or stop taking part in 
this study at any time. You should call the investigator in charge of this study if you decide to do 
this. Your decision not to take part in the study will not affect your current or future medical care 
or any benefits to which you are entitled. 
 
The investigators and/or the sponsor may stop your participation in this study at any time if they 
decide it is in your best interest. They may also do this if you do not follow the study staff’s 
instructions. 
 
Volunteers Statement 
 
I have been given a chance to ask questions about this research study. These questions have 
been answered to my satisfaction. If I have any more questions about my participation in this 
study or study-related injury, I may contact Dr. Michael Saladin at (843) 792-5306. I may contact 
the Medical University of SC Hospital Medical Director (843) 792-9537 concerning medical 
treatment. 
 
If I have any questions, problems, or concerns, desire further information or wish to offer input, I 
may contact the Medical University of SC Institutional Review Board for Human Research IRB 
Manager or the Office of Research Integrity Director at (843) 792-4148.  This includes any 
questions about my rights as a research participant in this study. 
 
I agree to participate in this study. I have been given or emailed a copy of this form for my own 
records. 
 
If you wish to participate, please sign below for paper consents or scroll to the bottom of the 
screen to provide an electronic signature.  Please provide your email address to receive a copy 
of this form. 
 
 
 
      _______________________________ 
Signature of Person Obtaining Consent Date    Name of Participant  
 
 
                                                                                      
Signature of Participant                                  Date 
 
 
________________________________________ 
Participant Email Address 
 
 
  



Page 12 of 13 
Version 11: 11/30/2021 

IRB Number: «ID» 
Date Approved «ApprovalDate» 

 
 

 



Page 13 of 13 
Version 11: 11/30/2021 

IRB Number: «ID» 
Date Approved «ApprovalDate» 

 
 

 


