Protocol for instructing Caregivers on the proper setup and operation of the Kokoro Gatari device 
· GT BrainLab investigators will visit the study participant and caregivers in their home or residence.  Investigators will bring all equipment including: 

· a Kokoro Gatari device

· a laptop computer

· blood pressure measuring device (if needed), and

· ear thermometer (if needed).  


After investigators explain the study, they will obtain written informed consent from study subjects (via a legally authorized caregiver if necessary) and acknowledgement of primary care physician agreement.   They will answer any questions that the study subject or caregivers may have.  Investigators will be clear that the device is owned by the ALS association and will be left with the participant for the duration of the study, but the participant and caregivers must agree to relinquish the device and other equipment when the study ends, or if the participant withdraws from the study.  Participants or caregivers will indicate their agreement on the consent form.


· The investigators will advise caregivers that the temperature of the participant must be measured before every session to ensure that he or she does not have a fever, and the blood pressure of the participant must be measured before and after every session.   If the participant does not have a blood pressure measuring device or a thermometer, the investigators will provide one and will instruct caregivers how to operate it. The temperature that is considered to be a fever and the blood pressure level considered to be above normal may vary from individual to individual.  Participants or caregivers will ask their primary care physician to determine the maximum acceptable temperature (measured in the ear) and blood pressure for the participant, which will be noted on the consent form. Investigators will observe the caregivers making these measurements, and will instruct caregivers that if temperature or blood pressure are above the acceptable maximums the KG device should not be used.   Investigators will provide caregivers with a Study Session log sheet, and will show caregivers how to keep a log of the participant’s session including date, time of day, temperature and blood pressure measurements, start and end time of the session.  
· The investigator will guide the caregivers through the process of setting up the laptop and Kokoro Gatari.  This will include instructing the caregiver on connecting the device to the laptop computer, booting the devices, addressing device connectivity issues, and potential safety hazards to avoid such as making sure liquids are not spilled on either the laptop or the Kokoro Gatari. 

· In order to avoid participant fatigue, the investigator will first demonstrate the proper use of the Kokoro Gatari while wearing the device.  The investigator will show the caregivers how to properly place of the fNIR sensor on the forehead, and the procedure to calibrate the device (described in the protocol and in the Kokoro Gatari manual).  The investigator will then demonstrate the study protocol.  After the study protocol is complete, the investigator will show caregivers how to transfer device data to the GT Brain Lab.  *No data will be collected during this trial.  This trial will only serve as a demonstration for the participant and practice for the caregiver.    

· When the demonstration trial is complete, investigators will help caregivers set up the Kokoro Gatari device for the participant.  Investigators will first instruct he caregivers to ensure the participant’s body temperature and blood pressure are acceptable before proceeding with the trial.   Investigators ask the participant if he or she would like to use the Kokoro Gatari at that time.  If the participant indicates “yes” (using whatever signal the participant is capable of making reliably), the trial will continue.   If the participant does not indicate “yes” then the trial will end for that day.  

· Investigators will then instruct the caregivers to place the KG headband on the participant and to calibrate the device.   Investigators will guide the caregivers through the trial protocol and data collection steps.  

· A follow-up in-home visit will be made by the investigator to ensure proper operation of the device.  Length of time between initial visit and follow-up visit may vary based on investigator’s itinerary.   Training may require multiple in-home visits to fully complete.

· All training procedures will strictly follow the instructions found in the Kokoro Gatari user manual. 

· The Kokoro Gatari has been demonstrated to be safe in a Japanese study of 59 ALS patients with no adverse effects reported. However Investigators will review possible side effects of using the Kokoro Gatari and instruct caregivers to immediately report any concerns or questions by calling the Investigators.  

· Only caregivers who have been trained by GT Brainlab investigators should set up and operate the Kokoro Gatari device. 

· GT BrainLab investigators will follow up by phone within 24 hours of delivering the device and weekly thereafter for the duration of the study.  Caregivers and participants are welcome to contact investigators at any time for any reason with questions or concerns. 

