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CONSENT FORM TO BE PART OF A RESEARCH STUDY

Title of Research: The Heart-brain Connection, Neuroinflammation, and Cognitive 
Dysfunction in Older Adults

UAB IRB Protocol #: IRB-300008136

Principal Investigator: Amy Amara, MD, PhD

Sponsor: UAB Center for Exercise Medicine (UCEM), UAB Hypertension Research 
Center (HRC), and UAB McKnight Brain Institute (MBI)/McKnight Brain 
Research Foundation

General Information You are being asked to take part in a research study. This research study is 
voluntary, meaning you do not have to take part in it. The procedures, risks, and 
benefits are fully described further in the consent form.

Purpose The purpose of the study is to determine the relationship between 
thinking/memory and brain function, heart rate changes, fitness, and sleep. 

Duration & Visits You will be in this study for approximately 2 weeks completing a minimum of 5 
visits, one of which includes an overnight sleep study.  

Overview of Procedures This study will include several visits where we will perform a physical exam, 
neurological exam, review of your medical history, overnight oxygen monitoring at 
your home via a finger sensor, a MRI scan of your head, memory/thinking 
questionnaires, a fitness test, and an overnight sleep study at UAB.

Risks The most common risks include discomfort while in the MRI scanner, discomfort, 
injury and/or fatigue from the fitness test, discomfort and fatigue from the sleep 
test, and mental fatigue from completing questionnaires/assessments. There is 
always a minor risk for loss of confidentiality. 

Benefits You may not benefit from this study. However, investigators hope that this study 
will provide information that will lead to improved cognition in older adults.

Alternatives Your alternative is to not participate in this study.     

Purpose of the Research Study
We are asking you to take part in a research study because you are an adult who is at least 60 years or older. 
The purpose of this study is to identify relationships between memory and thinking performance and 1) brain 
function, 2) heart rate changes, 3) aerobic capacity (how your body uses oxygen during exercise), and 4) sleep. 
This study will enroll 25 individuals. 

Study Participation & Procedures
If you agree to join the study, we will complete a screening visit to ensure that you are able to continue in the 
study. In order to qualify for this study, you must be free of neurological health problems, including 
Parkinson’s disease, untreated sleep apnea or narcolepsy.  At the screening visit, you will complete the 
following:

 Answer questions about your medical history, physical activity habits, and your memory 

 Undergo a physical exam and a neurological exam

 Complete one night of monitoring at home with an oxygen monitor that is worn on your finger to 
assess for risk of sleep apnea. If you have had a sleep study within the past year that shows no sleep 
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apnea, the night with the at-home oxygen monitoring can be waived. 

If your at-home oxygen monitoring is abnormal, you may be referred for a standard of care sleep study to 
assess for sleep apnea. If the sleep study determines that you do not have sleep apnea, you may continue in 
the study.  If you do have sleep apnea and are on appropriate treatment for at least 6 weeks, you may enter 
the study.  

If you continue to meet eligibility, you will be asked to complete additional assessments over 1-2 weeks to 
include a cognitive assessment visit, a sleep study visit, a MRI visit, and a fitness assessment visit. At each visit, 
we will also check your blood pressure. 

Procedures will include the below:  
 Cognitive Assessment visit: This assessment measures different aspects of cognition (memory, 

attention, language, etc). This will last 1-2 hours.  Additional questionnaires that evaluate your daily 
activities, sleeping problems, and mood will be administered and take an additional 30-45 minutes to 
complete.  A measure of your level of alertness will be evaluated with the psychomotor vigilance task 
(PVT). The PVT is a hand-held device that flashes a red light every few seconds. Each time the light 
flashes, you will press a button on the device to indicate that you saw the light. This procedure will 
take approximately 10 minutes.  The additional questionnaires and the PVT may be done at this visit or 
on a separate visit at your convenience.  

 Sleep study at the UAB Sleep Wake Disorders Center at UAB Highlands Hospital: You will arrive at the 
sleep lab at approximately 8pm and stay until the next morning at approximately 7am. At the start of 
the sleep study, a resting electrocardiogram (ECG) will be performed for 10 minutes prior to your going 
to sleep.  During the sleep study, you will be monitored by continuous video monitoring, and by 
electroencephalogram (EEG), electrocardiogram (ECG), and electromyogram (EMG).  EEG measures 
the electrical activity of your brain waves, ECG measures the electrical activity of the heart, and EMG 
measures muscle activity on the surface of your skin.  Your breathing will be monitored by belts that 
you wear around your chest and belly, by airflow monitors under your nose, and by your oxygen level. 
There is also a microphone to detect snoring. The institution may require a negative COVID-19 test 
result prior to your sleep study.  Please discuss this with the study doctor. This procedure will last 
overnight, for approximately 11 hours.  

 Brain MRI scan: You will have a MRI scan of your brain the morning after your sleep study.  During the 
scan, we collect heart rate, respiratory rate, and blood pressure. The scan will last approximately 1 
hour.

 Fitness assessment visit: Your assessment will be done at the UAB Center for Exercise Medicine and will 
include riding on a stationary bike for measurement of your aerobic capacity or fitness. You will wear a 
mask on your face to measure oxygen and gas exchange. During this test, your blood pressure and ECG 
will be measured. A staff member will help you become familiar with the stationary bike. You will be 
asked to sit on the bike at rest for 2 minutes, pedal at a certain rate for 8-12 minutes, and rest for an 
additional 8 minutes. While you are pedaling, the resistance will be slowly increased over the 8-12 
minutes. If you develop pain, severe fatigue, or EKG or blood pressure abnormalities, the test will be 
stopped. 

Your de-identified private information (private information with all identifiers removed) may be used for 
future research studies or distributed to another researcher for future research studies without additional 
informed consent. This is only when there are no identifiers associated with the data.
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Incidental Findings:
We are performing imaging solely for the research purposes described above. It is not a clinical scan intended 
for diagnostic or therapeutic purposes. Under no circumstance will the investigator, research staff, or imaging 
staff interpret the scan as normal or abnormal. They are unable to make any medical comments about your 
scan. The scan will not be looked at or read for any healthcare treatment or diagnostic purpose. If you want 
your scan to be reviewed by a physician so the physician can look for medical issues, you can request a copy of 
your scan. We will provide an electronic copy at no charge.

Risks and Discomforts
Imaging
The MRI Scanner contains a very strong magnet. Therefore, you may not be able to have the MRI if you have 
any type of metal implanted in your body, such as any pacing device (such as a heart pacemaker), any metal in 
your eyes, ears (cochlear), or certain types of heart valves or brain aneurysm clips. Someone will ask you 
questions about this before you have the MRI. There is not much room inside the MRI scanner. You may be 
uncomfortable if you do not like to be in close spaces ("claustrophobia"). During the procedure, you will be able 
to talk with the MRI staff through a speaker system, and in the event of an emergency, you can tell them to stop 
the scan. The MRI scanner produces a loud hammering noise, which has produced hearing loss in a very small 
number of patients. You will be given headphones to reduce this risk. 

Sleep Study
Polysomnography is a low risk, non-invasive procedure. There is some potential risk for discomfort, fatigue, 
and skin irritation due to monitoring equipment and sleeping in an unfamiliar place.

Questionnaires and Cognitive Assessments
You may experience mental fatigue while completing the questionnaires and assessments. Breaks will be 
offered as needed to reduce this risk. 

Fitness Assessment
You may experience some discomfort, injury and/or fatigue from exertion during the fitness test to measure 
your aerobic capacity. Exertion during intense exercise may cause you to feel "light-headed" and, although 
rare, this can lead to fainting. To reduce this risk, you should plenty of water prior to this test. Some muscle 
soreness or stiffness may occur after this session. Heart complications or blood vessel problems such as a tear 
in the lining of the large blood vessel (aorta) that exits the heart are extremely rare but possible during intense 
exercise. If you have a diseased or enlarged heart or blood vessels, or if you have high blood pressure that is 
not controlled by medication, if you are at increased risk of a problem during fitness testing and will not be 
allowed to participate in the study. The mask used during this procedure may also be uncomfortable.

Loss of Confidentiality
There is a potential risk of loss of confidentiality. To protect you from this risk, all of your health and
personal information will be coded and kept in a password-protected, encrypted database. Because
your time in the sleep lab will be video recorded, it is possible that you could be identified from these
recordings.  However, precautions are in place to minimize any loss of confidentiality.

Benefits
You may not benefit from this study.  However, investigators hope that this study will provide information that 
could lead to improved understanding of cognition in older adults in the future.

Alternatives
Your alternative is to not participate in this study.
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Confidentiality and Authorization to Use and Disclose Information for Research Purposes
Federal regulations give you certain rights related to your health information. These include the right to know 
who will be able to get the information and why they may be able to get it. The study doctor must get your 
authorization (permission) to use or give out any health information that might identify you.

What protected health information may be used and/or given to others?
All medical information, including but not limited to information and/or records of any diagnosis or treatment 
of disease or condition, which may include sexually transmitted diseases (e.g., HIV, etc.) or communicable 
diseases, drug/alcohol dependency, etc.; all personal identifiers, including but not limited to your name, social 
security number, medical record number, date of birth, dates of service, etc.; any past, present, and future 
history, examinations, laboratory results, imaging studies and reports and treatments of any kind, including but 
not limited to drug/alcohol treatment, psychiatric/psychological treatment; financial/billing information, 
including but not limited to copies of your medical bills; any other information related to or collected for use in 
the research study, regardless of whether the information was collected for research or non-research (e.g., 
treatment) purposes; records about any study drug you received or about study devices used; and consent 
forms from past studies that might be in your medical record.

Your consent form will be placed in your medical record at UAB Health System. This may include either a paper 
medical record or electronic medical record (EMR). An EMR is an electronic version of a paper medical record 
of your care within this health system. Your EMR may indicate that you are on a clinical trial and provide the 
name and contact information for the principal investigator.

If you are receiving care or have received care within this health system (outpatient or inpatient), results of 
research tests or procedures (i.e. laboratory tests, imaging studies and clinical procedures) may be placed in 
your existing medical record.

If you have never received care within this health system (outpatient or inpatient), a medical record will be 
created for you to maintain results of research tests or procedures.

All information within your medical record can be viewed by individuals authorized to access the record.

Who may use and give out this information?
Information about your health may be used and given to others by the study doctor and staff. They might see 
the research information during and after the study.

Who might get this information?
All individuals/entities listed in the informed consent document(s), including but not limited to, the physicians, 
nurses and staff and others performing services related to the research (whether at UAB or elsewhere). Your 
information may also be given to the sponsor of this research. “Sponsor” includes any persons or companies 
that are working for or with the sponsor, or are owned by the sponsor, or are providing support to the sponsor 
(e.g., contract research organization).

Information about you and your health which might identify you may be given to:
 the Office for Human Research Protections (OHRP)
 Department of Health and Human Services (DHHS) agencies
 Governmental agencies in other countries
 Governmental agencies to whom certain diseases (reportable diseases) must be reported



Page 5 of 7
FOR206 Version Date: 12/1/21

 the University of Alabama at Birmingham - the physicians, nurses and staff working on the research study 
(whether at UAB or elsewhere); other operating units of UAB, UAB Hospital, UAB Highlands Hospital, as 
necessary for their operations; the UAB IRB and its staff

 McKnight Brain Research Foundation

Why will this information be used and/or given to others?
Information about you and your health that might identify you may be given to others to carry out the 
research study. The sponsor will analyze and evaluate the results of the study. In addition, people from the 
sponsor and its consultants will be visiting the research site. They will follow how the study is done, and they 
will be reviewing your information for this purpose.

What if I decide not to give permission to use and give out my health information?
By signing this consent form, you are giving permission to use and give out the health information listed above 
for the purposes described above. If you refuse to give permission, you will not be able to be in this research.

May I review or copy the information obtained from me or created about me?
You have the right to review and copy your health information. However, if you decide to be in this study and 
sign this permission form, you will not be allowed to look at or copy your information until after the research is 
completed.

May I withdraw or revoke (cancel) my permission?
Yes, but this permission will not stop automatically. The use of your personal health information will continue 
until you cancel your permission.

You may withdraw or take away your permission to use and disclose your health information at any time. You 
do this by sending written notice to the study doctor. If you withdraw your permission, you will not be able to 
continue being in this study.

When you withdraw your permission, no new health information which might identify you will be gathered 
after that date. Information that has already been gathered may still be used and given to others. This would 
be done if it were necessary for the research to be reliable.

Is my health information protected after it has been given to others?
If you give permission to give your identifiable health information to a person or business, the information may 
no longer be protected. There is a risk that your information will be released to others. Including others 
outside of UAB, without your permission.

Voluntary Participation and Withdrawal
Whether or not you take part in this study is your choice. There will be no penalty if you decide not to be in it. 
If you decide not to be in the study, you will not lose any benefits you are otherwise owed.

You are free to withdraw from this study at any time. Your choice to leave the study will not affect your 
relationship with this institution. 

You may be removed from the study without your consent if the sponsor ends the study, if the study doctor 
decides it is not in the best interest of your health, or if you are not following the study rules.

If you are a UAB student or employee, taking part in this research is not a part of your UAB class work or 
duties. You can refuse to enroll, or withdraw after enrolling at any time before the study is over, with no effect 
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on your class standing, grades, or job at UAB. You will not be offered or receive any special consideration if you 
take part in this research.

Cost of Participation
There will be no cost to you for taking part in this study. However, you may incur costs related to the necessary 
travel for participation. All procedures related to this study will be provided to you at no cost during the study 
period.

Payment for Participation
You will be paid $100 for your participation. Payments will be made within 30 days of completion of the study. 
If you are unable to complete all parts of the study, you will be paid $25 each for completion of the cognitive 
assessment, MRI, sleep study, and fitness test. Ask the study staff about the method of payment that will be 
used for this study (e.g., check, gift card, direct deposit). 

Payment for Research-Related Injuries
UAB and the McKnight Brain Research Foundation have not provided for any payment if you are harmed as a 
result of taking part in this study. If such harm occurs, treatment will be provided. However, this treatment will 
not be provided free of charge.

New Findings
You will be told by the study doctor or the study staff if new information becomes available that might affect 
your choice to stay in the study.

Optional
Re-Contact for future research study participation 
We would like your permission to contact you about future research opportunities that are not related to 
this study.  

Initial your choice below:

___ I agree to be contacted about future research opportunities. 

___ I do not agree to be contacted about future research opportunities. 

Questions
If you have any questions, concerns, or complaints about the research or a research-related injury including 
available treatments, please contact the study doctor. You may contact Dr. Amara at 205-934-0683 or after 
hours by paging her at 205-934-3411 (pager 8014).

If you have questions about your rights as a research participant, or concerns or complaints about the 
research, you may contact the UAB Office of the IRB (OIRB) at (205) 934-3789 or toll free at 1-855-860-3789. 
Regular hours for the OIRB are 8:00 a.m. to 5:00 p.m. CT, Monday through Friday.

Legal Rights
You are not waiving any of your legal rights by signing this consent form.
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Signatures
Your signature below indicates that you have read (or been read) the information provided above and agree to 
participate in this study. You will receive a copy of this signed consent form.

Signature of Participant Date

Signature of Person Obtaining Informed Consent Date


