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INFORMED CONSENT DOCUMENT 
 

Project Title: P-DROWS-E / Prognosticating Delirium Recovery Outcomes Using Wakefulness 

and Sleep Electroencephalography 

 

Principal Investigator: Ben J.A. Palanca, MD, PhD, MSc 

 

Research Team Contact: Thomas Nguyen, Nguyen.t@wustl.edu, 314-273-2454 
 
This consent form describes the research study and helps you decide if you want to participate.  It 
provides important information about what you will be asked to do during the study, about the risks and 
benefits of the study, and about your rights and responsibilities as a research participant. By signing this 
form, you are agreeing to participate in this study. 

• You should read and understand the information in this document including the procedures, 
risks and potential benefits.  

• If you have questions about anything in this form, you should ask the research team for more 
information before you agree to participate.   

• You may also wish to talk to your family or friends about your participation in this study. 

• Do not agree to participate in this study unless the research team has answered your 
questions and you decide that you want to be part of this study.  

 
WHAT IS THE PURPOSE OF THIS STUDY? 

This is a research study.  We invite you to participate in this research study because you are going to 
undergo a cardiac surgical procedure. We want to understand your sleep and brain function before, 
during, and after surgery. 
 
Postoperative delirium is a condition in which patients develop temporary difficulties in maintaining 
attention and thinking clearly. These new problems can appear after surgery and change throughout the 
day. This confusion can last several days. 
 
The overall purpose of this study is to measure brain activity during sleep and wakefulness to learn 
about their relationships to delirium after surgery. While you may not feel like your normal self during 
the study, you are in the best position to help us learn how to improve the recovery of brain function and 
sleep in others having surgery. We need to learn from those who have and have not become confused 
after their surgical procedure. 
 
WHAT WILL HAPPEN DURING THIS STUDY? 

Your participation in this study involves the study of your brain activity at three periods: (1) 1-2 days 
within the weeks before you undergo surgery, (2) during surgery, and (3) for up to 7 days after you have 
had surgery. We may also contact you after hospital discharge to study your thinking abilities. This 
research study will take place at home and at the Washington University School of Medicine campus.  
 
Recording Before Surgery: The research team will show you how to wear a lightweight headband for the 
study. This device, the DREEM is used to assess sleep quality at home. It will allow us to record brain 
electrical activity from your scalp, using electroencephalography, or EEG. EEG is currently used to 
study brain function in the operating room and for assisting in the diagnosis of sleep problems.  
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First, we will show you the DREEM, and how to wear it. After we show you an instruction card, we will 
determine the best fit for wearing the device. We will then have you wear the DREEM so that we may 
obtain baseline data. We will then ask you to stay awake with your eyes closed and open. We may ask 
you to do some simple tasks, such as wiggling your toes or tapping your fingers. The research team will 
also ask you some questions about any pain you are experiencing and how you are thinking and feeling. 
You will also be asked to complete a short cognitive assessment and fill out surveys regarding your 
quality of sleep and sleep habits, how sleepy you feel during various activities, your mood, and some 
basic demographic information. We will then send you home with the DREEM to wear while you sleep 
for 1-2 nights before you have surgery. We will call you before and after every day of recording to assist 
you in this process.  
 
We will ask you to bring the DREEM back on the day of surgery. Alternatively, if you are in the 
hospital on the night before surgery, we will help you wear it and discuss with your nurses and doctors 
how it will not impede their care for you. 
 
Alternate Operations Due to COVID-19: The research team will send a lightweight headband to your 
home. We will email or text you a link to an instructional video to show you how to use the device and a 
link to complete our surveys electronically. Before going to sleep, you will be asked to stay awake with 
your eyes open for 4 minutes followed by eyes closed for 4 minutes while wearing the headband. We 
will contact you before and after each day of recording to assist you in this process. Depending on your 
convenience, we will ask you to bring the DREEM back on the day of surgery or ship the device back to 
us using a prepaid shipping package.  
 
Recording During Surgery: Before you go into surgery, a member of the research team will help you 
wear the DREEM. We may ask you to remain awake with your eyes open and closed for a few minutes 
before you wear it throughout your surgery. We will be in contact with your nurses and physicians to 
ensure that the device will not interfere with your care.  
 
Alternate Operations Due to COVID-19: On the day of surgery, we may also you to complete a short 
cognitive assessment before surgery due to limited in-person interaction at baseline.  
 
Recording After Surgery: After your surgery is completed, the research team will check on the device 
and have you continue wearing the DREEM throughout the day and night. This will continue up to the 
first seven days after surgery. The team will ask you more questions about any pain you are 
experiencing and how you are thinking and feeling.   We will again ask you to do simple tasks or to 
otherwise lay still with your eyes closed. Our interaction with you on these days will mainly be around 7 
AM, 1 PM, and 7 PM, and should take roughly 10-30 minutes. At this time, we can also adjust the 
device to improve your comfort if needed.  
 
Outpatient Follow-Up: After you have left the hospital, we may contact you at certain time points to 
assess your thinking. This will be performed by phone or in the hospital. We would do our best to 
coordinate with your clinical follow-up appointments. During these 15-20 minute follow-ups, we will 
ask you to answer a series of questions. We will audio-record these interactions to better interpret your 
responses. If the follow-up is in person, you may be asked to wear the DREEM device during the 
session. 
 

At the above time points and after the study, we will want to check on your satisfaction and determine 
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ways to improve comfort and tolerability, to aid future patients in the study. Additionally, we may 
continually monitor your electronic medical record during your enrollment to help coordinate timing of 
study procedures.  We will also collect information from your electronic medical record pertaining to 
your surgery, recovery progress, and indicators of mental status including delirium. We would continue 
accessing these data after you have been discharged from the hospital.  
 
Will you save my samples or research data to use in future research studies?  

As part of this study, we are obtaining cognitive assessments and EEG data from you. We would like to 
use these data for studies going on right now as well as studies that are conducted in the future. These 
studies may provide additional information that will be helpful in understanding brain recovery after 
surgery or other diseases or conditions, including research to develop investigational tests, treatments, 
drugs or devices that are not yet approved by the U.S. Food and Drug Administration. It is unlikely that 
what we learn from these studies will have a direct benefit to you. There are no plans to provide 
financial compensation to you should this occur.  By allowing us to use your EEG data, you give up any 
property rights you may have in the EEG data. 
 
We will share your data with other researchers. These researchers may be at Washington University, at 
other research centers and institutions, or industry sponsors of research.  We may also share your 
research data with large data repositories (a repository is a database of information) for broad sharing 
with the research community.  If your individual research data is placed in one of these repositories only 
qualified researchers, who have received prior approval from individuals that monitor the use of the 
data, will be able to look at your information.   
 
Your data will be stored without your name or any other kind of link that would enable us to identify 
which sample(s) or data are yours. Therefore, it will be available for use in future research studies 
indefinitely and cannot be removed. 
 
Video Recording/Photographs/Audio Recording 

Part of the study involves videotaping and/or photographing the DREEM headband while it is on your 
head. Video clips and/or photographs of our recording sessions will be used to gauge your brain state, 
allow for prompt intervention in the case of any safety concerns, and for demonstration purposes for 
potential participants.  
 
We will also use the photographs and/or video clippings in future abstract/manuscript submissions or 
academic conferences. It is customary to include photographs or video clips when presenting findings 
using new brain monitoring technologies. No identifiers or personal health information will be 
associated with the photographic or video materials used in publications, beyond the images. Reasonable 
efforts will be made to conceal your identity if the pictures or images are used. Your eyes will be 
covered in photographs to hide your identity.  
 
Video will be stored electronically with an assigned code instead of your name and will be accessible 
only to the research staff on this project. Videos and photos used for education will be kept for 7 years. 
For academic presentations, we will keep the videos/photos indefinitely. Alternatively, they may be 
destroyed upon the participant’s written request. 
 
Additionally, audio recordings may be requested for the cognitive task performance portion of the study. 
These recordings will only contain responses to task items and no identifying information aside from 
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coded subject identifiers. These recordings will be used to further evaluate and verify your cognitive 
performance during certain tasks. 
 
I give you permission to make video recordings/photographs/audio recordings of me during this study. 
 
_____ Yes        _____ No 

Initials  Initials 

 
 

HOW MANY PEOPLE WILL PARTICIPATE? 

Approximately 220 people will take part in this study conducted by investigators at Washington 
University.   
 

HOW LONG WILL I BE IN THIS STUDY? 

Your direct participation in the study will take up to 10 days, with one – two days of recording before 
surgery and seven days of recording during and after surgery. We will contact you within a week after 
your enrollment in the study in person or by telephone to obtain feedback from your experience in the 
study. We would like to determine whether you had any problems during your involvement. We will 
also maintain phone contact in the months after your inpatient stay to coordinate and collect data on 
your thinking abilities. 
 
WHAT ARE THE RISKS OF THIS STUDY? 

You may experience one or more of the risks indicated below from being in this study. In addition to 
these, there may be other unknown risks, or risks that we did not anticipate, associated with being in this 
study.  
 
DREEM EEG [Electroencephalography]: Skin irritation may occur from wearing these electrodes. 
Some discomfort may occur when we change the electrodes, particularly those over your hair.  
 
Questionnaires: There are no risks associated with the questionnaires. 
 
Breach of Confidentiality:  One risk of participating in this study is that confidential information about 
you may be accidentally disclosed.  We will use our best efforts to keep the information about you 
secure.  Please see the section in this consent form titled “How will you keep my information 
confidential?” for more information. 
 
WHAT ARE THE BENEFITS OF THIS STUDY? 

You will not benefit from being in this study. However, we hope that, in the future, other people might 
benefit from this study because the results may increase our understanding of the changes in brain 
function after surgery. 
 

WILL IT COST ME ANYTHING TO BE IN THIS STUDY? 

You will not have any costs for being in this research study. 
 
You and/or your medical/hospital insurance provider will remain responsible for your regular medical 
care expenses. 
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WILL I BE PAID FOR PARTICIPATING? 
You will be paid for being in this research study. You will need to provide your social security number 
(SSN) in order for us to pay you. You may choose to participate without being paid if you do not wish to 
provide your social security number (SSN) for this purpose.  You may also need to provide your address 
if a check will be mailed to you. If your social security number is obtained for payment purposes only, it 
will not be retained for research purposes.    
 
You will be compensated a maximum of $300 for study involvement, depending on when you enter the 
study in relation to your surgery. You will receive $50 for each preoperative (before surgery) recording 
(up to $100 total for two days) for helping us record data while you sleep at home and for bringing the 
device back to us. You will receive $25 for each postoperative study day, including the day of surgery and 
up to seven days after surgery (maximum $200 for eight days).  Cab fare will be arranged and paid for 
ahead of any study-related outpatient visits by study staff to cover the cost of transportation for study 
procedures.  If otherwise requested by the patient, parking vouchers will also be assigned to participants 
to cover the cost of parking for the duration of any required study-related visits. 

 
WHO IS FUNDING THIS STUDY? 
The National Institutes of Health (NIH) is funding this research study.  This means that Washington 
University is receiving payments from NIH to support the activities that are required to conduct the 
study.  No one on the research team will receive a direct payment or increase in salary from NIH for 
conducting this study. 
 
WHAT IF I AM INJURED AS A RESULT OF THIS STUDY? 

Washington University investigators and staff will try to reduce, control, and treat any complications 
from this research. If you feel you are injured because of the study, please contact the investigator (314)-
362-7823) and/or the Washington University Human Research Protection Office at 1-(800)-438-0445.  
 
Decisions about payment for medical treatment for injuries relating to your participation in research will 
be made by Washington University. If you need to seek medical care for a research-related injury, please 
notify the investigator as soon as possible. 
 
HOW WILL YOU KEEP MY INFORMATION CONFIDENTIAL? 
We will keep your participation in this research study confidential to the extent permitted by law.  
However, it is possible that other people such as those indicated below may become aware of your 
participation in this study and may inspect and copy records pertaining to this research.  Some of these 
records could contain information that personally identifies you.  

• Government representatives, (including the Office for Human Research Protections) to complete 
federal or state responsibilities 

• The U.S. Food and Drug Administration 

• The National Institutes of Health 

• Hospital or University representatives, to complete Hospital or University responsibilities 

• Information about your participation in this study may be documented in your health care records 
and be available to your health care providers who are not part of the research team.  

• The last four digits of your social security number may be used in hospital or University systems 
to track billing information for research procedures 

• Washington University’s Institutional Review Board (a committee that oversees the conduct of 
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research involving human participants) and the Human Research Protection Office. The 
Institutional Review Board has reviewed and approved this study.  

 
To help protect your confidentiality, we will have all paper documents locked in a filing cabinet in a 
locked office of a member of the study team. We will keep all electronic documents on secured servers 
that are password protected and have various state of the art firewall protections with frequent upgrades 
of these protections. Access to these electronic research files will be restricted to members of the 
research team and will be controlled by the principal investigator.  If we write a report or article about 
this study or share the study data set with others, we will do so in such a way that you cannot be directly 
identified. 
 
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. 
To further protect your privacy, this research is covered by a Certificate of Confidentiality from the 
federal government. This means that the researchers can refuse to disclose information that may identify 
you in any legal or court proceeding or to anyone who is not connected with the research except if:  

• there is a law that requires disclosure, such as to report child abuse and neglect, or harm to self or 
others;  

• you give permission to disclose your information, including as described in this consent form; or 

• it is used for other scientific research allowed by federal law. 
You have the right to share your information or involvement in this study with anyone at any time. You 
may also give the research team permission to disclose your information to a third party or any other 
person not connected with the research.  
 

If information about you or your involvement in this research is placed in your medical record the 
information may no longer be protected under the Certificate. However, information in your medical 
records is protected in other ways.    
 
Are there additional protections for my health information? 

Protected Health Information (PHI) is health information that identifies you. PHI is protected by federal 
law under HIPAA (the Health Insurance Portability and Accountability Act). To take part in this 
research, you must give the research team permission to use and disclose (share) your PHI for the study 
as explained in this consent form.  The research team will follow state and federal laws and may share 
your health information with the agencies and people listed under the previous section titled, “How will 
you keep my information confidential?” 
 
Once your health information is shared with someone outside of the research team, it may no longer be 
protected by HIPAA.   

 
The research team will only use and share your information as talked about in this form or as permitted or 
required by law.  When possible, the research team will make sure information cannot be linked to you 
(de-identified).  Once information is de-identified, it may be used and shared for other purposes not 
discussed in this consent form. If you have questions or concerns about your privacy and the use of your 
PHI, please contact the University’s Privacy Officer at 866-747-4975.  
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• Your employer will have access to any email communications sent or received on any 
electronic devices used for work or through a work server. 

  
Do you agree to allow us to send your health information via email?   
 
_____ Yes  _____ No 
Initials  Initials 

 
 
IS BEING IN THIS STUDY VOLUNTARY? 

Taking part in this research study is completely voluntary.  You may choose not to take part at all.  If 
you decide to be in this study, you may stop participating at any time. Any data that was collected as 
part of your participation in the study will remain as part of the study records and cannot be removed.   
 

If you decide not to be in this study, or if you stop participating at any time, you won’t be penalized or 
lose any benefits for which you otherwise qualify.   
 

What if I decide to withdraw from the study? 

You may withdraw by telling the study team you are no longer interested in participating in the study or 
you may send in a withdrawal letter. A sample withdrawal letter can be found at 
https://hrpo.wustl.edu/participants/withdrawing-from-a-study/ under Withdrawing from a Research 
Study. 
 

Will I receive new information about the study while participating? 
If we obtain any new information during this study that might affect your willingness to continue 
participating in the study, we’ll promptly provide you with that information. 
 

Can someone else end my participation in this study? 

Under certain circumstances, the Principal Investigator (PI) might decide to end your participation in 
this research study earlier than planned.  This might happen for no reason or because you are found to be 
ineligible for the study, or because your involvement causes significant distress/discomfort. 
 

WHAT IF I HAVE QUESTIONS? 

We encourage you to ask questions.  If you have any questions about the research study itself, please 
contact: We encourage you to ask questions.  If you have any questions about the research study itself, 
please contact: 
 

Principal Investigator: Ben Palanca, M.D., Ph.D., M.Sc.  
Mailing Address: Washington University School of Medicine / Department of Anesthesiology / Campus 
Box 8054 / 660 South Euclid Avenue / St. Louis, MO / 63110  
Telephone: 314-273-9076. 
 
If you have questions, concerns, or complaints about your rights as a research participant, please contact 
the Human Research Protection Office at 660 South Euclid Avenue, Campus Box 8089, St. Louis, MO  
63110, 1-(800)-438-0445, or email hrpo@wustl.edu.   General information about being a research 
participant can be found on the Human Research Protection Office web site, http://hrpo.wustl.edu.  To 
offer input about your experiences as a research participant or to speak to someone other than the 
research staff, call the Human Research Protection Office at the number above. 
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This consent form is not a contract. It is a written explanation of what will happen during the study if 
you decide to participate. You are not waiving any legal rights by agreeing to participate in this study. 
As a participant you have rights and responsibilities as described in this document and including: 

• To be given enough time before signing below to weigh the risks and potential benefits and 
decide if you want to participate without any pressure from the research team or others. 

• To understand all of the information included in the document, have your questions answered, 
and receive an explanation of anything you do not understand. 

• To follow the procedures described in this document and the instructions of the research team to 
the best of your ability unless you choose to stop your participation in the research study. 

• To give the research team accurate and complete information. 

• To tell the research team promptly about any problems you have related to your participation, or 
if you are unable to continue and wish to stop participating in the research study. 

 

Your signature indicates that this research study has been explained to you, that your questions have 
been answered, and that you agree to take part in this study.  You will receive a signed and dated copy 
of this form. 
 

Do not sign this form if today’s date is after EXPIRATION DATE: 02/05/21. 

 
 
__________________________________________ _______________________________ 
(Signature of Participant)     (Date) 
 
 
____________________________________________ 
(Participant's name – printed) 
 

 
 
 
Statement of Person Who Obtained Consent 

The information in this document has been discussed with the participant or, where appropriate, with the 
participant’s legally authorized representative.  The participant has indicated that he or she understands 
the risks, benefits, and procedures involved with participation in this research study. 
 
 
__________________________________________ _______________________________ 
(Signature of Person who Obtained Consent)   (Date) 
 
 
___________________________________________ 
(Name of Person who Obtained Consent - printed) 
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