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Purpose: You are being asked to be a volunteer in a research study of a device that will allow you to communicate “yes” and “no” with your brain activity alone.  The purpose of this study is to find out if the study device can help people with ALS communicate. More than 40 people with ALS have already participated in a similar study in Japan. 

A total of up to 60 people with ALS are expected to participate in the U.S. study. 

The Kokoro Gatari device setup

Procedures: 

If you choose to participate in the study, you will experience two phases for each session: calibration and trial period.   At each step of the session, you will be asked if you wish to continue.  You may end the session at any time, for any reason. 

Inclusion/Exclusion Criteria 
Inclusion Criteria – these are criteria that you must meet in order to participate in the study. 

· People with ALS who are alert and can hear their caregiver’s questions and understand the meaning of such questions.  

· Participants who can indicate at least “YES” or “NO” by some method such as subtle eye movements, blinking, or using an AAC device in response to caregivers’ questions.  This will allow investigators and caregivers to monitor for adverse events.

· Primary physician’s approval for participation of their ALS patients in the study.  Family members may obtain verbal approval from the physician and must certify that approval was given.  The physician should determine the acceptable range of temperature and blood pressure for each participant. 

Exclusion Criteria
· A history of cerebrovascular diseases (such as stroke).
· Hypertension (acceptable blood pressure to be determined by the primary care physician)

· Peripheral circulation insufficiency.

· Inability to answer “yes” and “no” in some way.

Screening

The first part of this study will be a screening evaluation to make sure you meet all requirements for participation in the study.  We will ask you and your caregivers a series of questions:

· Do you have a fever?  People who have a fever (acceptable temperature to be determined by your primary care physician) should not use the device because of the very rare possibility of a mild low-temperature burn.  Your caregivers will take your temperature before every session.

· Do you have hypertension (high blood pressure, acceptable limits to be determined by your primary care physician)?   People with hypertension should not do the mental tasks involved in this study because they might produce stress that could make high blood pressure worse.  Your caregivers will take your blood pressure before and after every session.  

· Do you have any cerebrovascular disease (disease of the blood vessels of the brain, which can cause stroke)?  People with blood vessel disease, which can be related to high blood pressure, should not do the mental tasks involved in this study.

· Do you have peripheral circulation insufficiency?  Your doctor can determine if you have this condition, which would affect your effectiveness with the Kokoro Gatari device.

If you meet all the requirements and if you agree to participate, we will adjust the device to work as well as possible for you.  We will place a headband containing a small, flat sensor around your head as shown in the photograph below, with the sensor just above your left eyebrow close to your temple (which is near the language center of your brain).  The sensor in the headband is called a “functional near-infrared imaging (fNIR)” sensor, which uses infrared light to detect brain activity. You will perform mental (imagined) tasks, such as counting, to activate your brain in the language area in order to generate your response to questions.  We will record your brain activity as well as your responses.  
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Each session will last no longer than 60 minutes. You will get a rest break every 10-15 minutes during each session. We will tell you specifically what mental task to perform and when you should do it at the start of each task. We will ask if you wish to continue before each task. You may stop at any time, for any reason.  

We encourage you to use the Kokoro Gatari at least twice a week, although you may use it every day if you wish.  You should attempt to use the device at least once a week in order to remain in the study, unless you have health reasons that prevent you from using the device.  Your sessions with the device should never be longer than 60 minutes.  If you wish to use the Kokoro Gatari more than once a day, you should rest for at least two hours in between sessions.  After one month, we will review how effectively the device works for you and discuss the possibility of continuing in the study.  

Withdrawing from the Study

Barring health issues, if you decide not to use the Kokoro Gatari for more than one week, the investigators may asked if you would like to withdraw from the study.  You may choose to withdraw from the study at any time for any reason. Before each session, caregivers or investigators will ask you if you wish to continue before starting the trial. 

After an initial one-month testing period, Investigators will evaluate how well the Kokoro Gatari device works for you.  You may be asked to continue in the trial for another 3 months, or the trial may end after one month.   Your caregivers will send the electronic files with recorded data from your trials via mail or via email, depending on your access to the internet.   In previous studies, the Kokoro Gatari device worked for about half of the participants. Investigators will evaluate the data and then determine whether you should continue using this device based on the following withdrawal criteria:

1) Death

2) Decrease in correct detection rate or insufficient detection rate for the third consecutive month (the device does not work well for you)
3) Decision by primary physician that it is in the best interest of their patient to withdraw from the study

4) Deviation from inclusion or exclusion criteria 

5) Decrease in the trial subject’s motivation as judged by caregivers

Trial Period
The overall study with all participants may take up to one year.   Initially, you will try the device for one month, but there may be a possibility that you could use it longer. 

The study will take place in your home or care facility or other location of your choosing. Your participation in the study should take no more than an hour for each session you choose to participate in.  We will teach you and your caregivers how to operate the device, and then we will leave the device with you to practice on your own.

Please note that all equipment loaned to you remains the property of the ALS Association and investigators will ask for the device to be returned at the completion of the study.  

Risks/Discomforts: There is minimal risk to your health or safety resulting from using the Kokoro Gatari device.  Over 50 ALS patients in Japan have used the device with no ill effects.  You should never feel any pain, discomfort, or heat from the Kokoro Gatari sensor on your head.  The headband and the device used to record your brain activity are electrically isolated so there is no possibility of shock in the unlikely event of an electrical fault in the equipment. Some people may experience minor discomfort as a result of wearing the sensor-mounted headband for long periods of time.  You should not wear the headband for more than 60 minutes at a time.  If you have a fever, you should not use the device because of a very slight risk of low-temperature burns from the infrared light.   If you feel any discomfort whatsoever, you should let your caregiver know, and stop using the device immediately.  

We will teach your caregivers to look for side effects, and in the unlikely event that these occur, they will be asked to stop the session immediately and report these events using the “side effects reporting form”, as well as notifying your doctor. 

Benefits: With the help of this device, you could find it easier to communicate with your family and caregivers.  The Kokoro Gatari is an investigational device which has been effective for a little more than half of the ALS patients who have participated in the previous study.   The device may not work for you, but this does not mean anything about your mental ability or your health.  Even if the device does not work for you, you will help us to make the device better by participating in the study.  

Confidentiality: We will follow these procedures to keep your personal information confidential in this study: The data that we collect about you will be kept private to the extent allowed by law. To protect your privacy, we will keep your records under a code number rather than by your name. We keep all of our records in locked files and only study staff will be allowed to look at them. Your name and any other fact that might point to you will not appear when we present or publish the results of this study. If we transcribe audio or video recordings, they will be used only for research purposes and we will remove all identifying information.     

To make sure that this research is being carried out in the proper way, the Georgia Institute of Technology Institutional Review Board (IRB) may review study records. 

Costs to You: There is no cost to you for participating in this study.

In Case of Injury/Harm: If you are injured as a result of being in this study, please contact first your physician, and then Prof. Melody Moore Jackson (the Principal Investigator) at telephone (404) 277-1324. Prof. Jackson will refer you to the appropriate resources. Neither Prof. Jackson nor Georgia Institute of Technology have made provisions for payment of costs associated with any injury resulting form participation in this study.

Subject Rights 

· Your participation in this study is voluntary. You do not have to be in this study if you don't want to be.

· You have the right to change your mind and leave the study at any time without giving any reason, and without penalty. We will ask you if you would like to continue in the study between every trial. 

· We will give you any new information that may make you change your mind about being in this study. 

· You will get a copy of this consent XE "consent"  form to keep.

· You do not waive any of your legal rights by signing this consent XE "consent"  form.

Questions about the Study or Your Rights as a Research Subject 

· If you have any questions about the study, you, your family, caregivers, or physician may contact Prof. Melody Moore Jackson at telephone (404) 277-1324.

· If you have any questions about your rights as a research subject, you may contact Ms. Melanie Clark, Georgia Institute of Technology at (404) 894-6942.

Informed Consent

If you sign below, it means that you have read (or have had read to you) the information given in this consent XE "consent"  form, and you would like to be a volunteer in this study.

If you are unable to sign this form, someone may sign for you, such as your legal guardian or a family member of your choosing.  We will read the specifics of this study out loud to you and will fully explain the study. You must be able to indicate “yes” or “no” by some means such as eye blinks or by using an assistive communication device.    Your family or caregivers must contact your primary doctor and ask if he or she approves of you participating in the study.
I certify that my primary care physician has approved my participation in this study and I give my consent to participate in the study.   I have asked my physician to determine an acceptable range of body temperature and blood pressure for me, which are noted below.

Primary Care Physician name: ___________________________________________

Physician Phone: ______________________________________________________

Physician email: _______________________________________________________
Acceptable range of body temperature: ____________________degrees Fahrenheit

Acceptable range of blood pressure:     ____________________

I understand that the Kokoro Gatari device and other equipment for the study is owned by the ALS Association and I will return it at the end of my participation in the study.

______________________________________________________________________

Participant Name (print)

Participant Signature or Authorized Agent


Date

Signature of Person Obtaining Consent


Date

Hitachi Laptop Serial Number: ________________________________________________

Kokoro Gatari Serial Number: ________________________________________________

Blood Pressure Monitor Serial Number:_________________________________________

Ear Thermometer Serial Number: _____________________________________________
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