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BAYLOR SCOTT & WHITE RESEARCH INSTITUTE
Scott & White Memorial Hospital and Clinic

Temple Texas

CONSENT FORM AND PRIVACY AUTHORIZATION

PROJECT TITLE: Assessing Feasibility of Prolonged Repetitive Near Infrared Light 
Stimulation on Cognitive and Behavioral Symptoms in Early to Mid-Stage 
Dementia

PRINCIPAL INVESTIGATOR (“PI”): Jason H. Huang, MD

TELEPHONE NUMBER: (254) 724-2475

Introduction:
Before you say that you will be in this clinical trial (a kind of research study and referred to in
this document as “this study”) you need to read this form.  It is important for you to understand 
all the information in this form.  This form will tell you what this study is about and how it will 
be done.  It will tell you about some problems that might happen during this study.  It will also 
tell you about the good things that might happen for you during this study.  When you read and 
sign a paper like this to learn about a study it is called “informed consent.”  The people who are 
doing this study are giving you very important information about this study.  When you give 
your consent for something, it is the same as giving your permission.  This consent form may 
contain words that you do not understand.  Please talk with one of the doctors or their staff if you 
have questions.  Do not sign this consent form unless all your questions have been answered and 
you feel comfortable with the information you have read.  You will be given a copy of the form 
to keep.

You and your caregiver are being asked to take part in this study because you have been 
diagnosed as having early to mid-stage dementia.

Why is this study being done?
Currently there is no treatment available that offers an effective considerable slowing or reversal 
of dementia-related symptoms including behavioral problems (inappropriate responses to 
everyday situations), memory deficits or losses, and some other more complex functions (mental 
skills that help you get things done).  Research suggests that impaired regional cerebral blood 
flow (rCBF) [flow of blood in the certain parts of the brain] plays an important role in dementia.  
While a number of studies show that regulation of rCBF can be trained with some special 
techniques to improve awareness of your own body function, no research has been published 
related to the application of infrared light therapy on the regulation of CBF.  Infrared and near 
infrared light frequency is just outside of the range of what the human eye can see.  This type of 
light has been shown to increase the activity of brain cells and provide support for the cells’ 
ability to repair and protect themselves against further damage.  This is a new approach to 
improve mental functioning.  The purpose of this study is to find out what effects that repeated 
brief (6 minute) exposure to near infrared light stimulation twice a day has on you and others 
with problems of executive functioning (including attention, working memory, strategies of 
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learning and remembering, planning, organizing, self-monitoring, inhibition, and flexible 
thinking) over an 8-week period. 

What is the Status of the Device involved in this study?
The near infrared phototherapy (light therapy) helmet is an investigational device, which is not 
approved by the US Food and Drug Administration. 

How Many People Will Take Part In This Study?
60 evaluable subjects/caregivers will take part in this pilot study.

What Is Involved In This Study?
You will be randomly selected to receive either the study device or a placebo/sham (inactive 
device, which will look like the study device but you will not be exposed to any near infrared 
light).  Neither you nor your doctor will choose which group you will be in.

Neither you nor your doctor will know which group you have been assigned to; however, this 
information is available if needed because of a medical emergency. 

Both devices will include operating lights and fan noises.  You have two in three chances of 
receiving the active device and a one in three chances of receiving a sham device. The 
coordinator applying the device will open a randomly assigned envelope which will determine 
which device you will receive. Your doctor will not know which group you will be in.

The device covers the head and weighs about 3 ½ pounds, and is made of light-weight durable 
plastic.  It is placed on the head with eye panels facing forward.  Elastic straps holding the arrays 
together easily expand to conform to your head.  You may notice a slight warming of your scalp 
after exposure to the near infrared light.  The warming effect is similar to wearing a regular 
motorcycle helmet for a similar duration.
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Near infrared light stimulation exposure will be done for 6 minutes at a time.  During this period, 
you can hear fans running, and hear a start and stop tone but you will not be able to see the 
infrared light. You will be allowed to take the device home for use for 8 weeks. You will be 
asked to use the device twice a day for 6 min each session.

You will be asked to attend three clinic visits which will include the following: 

The 1st visit, a Dementia Rating Scale (which includes Mini-Mental Exam and ADAS-COG) 
questionnaire will be administered along with Historical Information Questionnaire, Case Notes, 
and Lawton ADL Questionnaire.  

Your caregiver will be asked to complete the following questionnaires about you: ECOG 
Questionnaire, Functional Activities Questionnaire, and Brief-A information report. 

A 20-minute Quantitative (QEEG) EEG (brain scan for electrical activity where electrodes are 
placed on your scalp using a specially designed bathing cap along with earclip electrodes) will be 
done. You will then be taught to use this helmet device. You will then have your first 6 min 
device usage in the office. At the end of this visit, you will then be allowed to take the device 
home for daily use. You will need to use it twice a day with 6 minutes for each session, once in 
the morning and once in the afternoon. There is a meter built in the device that will record each 
session. 

You will be given a bar of soap and will be instructed to wash your hair before each scheduled 
visit to the clinic throughout this study. This will help improve the quality of received signals 
and reliability of recorded QEEG. The improvement is due to the enhanced conduction from the 
clean surface of the skin, resulted in better signal transmission from skin to QEEG gel and to the 
device.

Starting after the first visit and every day until the last visit you will be asked to keep the start 
and stop times of each am and pm helmet session on the Helmet Study Home Daily Diary.  You 
will also be filling out each day the Daily Subjective Response Record which asks you various 
questions about your day.  

You will receive a phone call from the study coordinator once a week in between your study 
visits to see how you are doing.

The 2nd visit will happen at four weeks (mid-point of device usage).  You will be asked about 
any discomfort that you have experienced while using the device during the sessions. A 
Dementia Rating Scale Questionnaire (which includes Mini-Mental Exam and Week 4 ADAS-
COG) will be administered during the visit along with Case Notes and Lawton ADL 
Questionnaire. Your caregiver will be asked to complete the following questionnaires about you: 
ECOG Questionnaire, Functional Activities Questionnaire, and BRIEF-A information report. 

A 20-minute Quantitative EEG (brain scan for electrical activity where electrodes are placed on 
your scalp using a specially designed bathing cap along with earclip electrodes) will be done. 
You will be asked to bring the study device with you to this visit. The build in meter will be 
checked for compliance.
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The 3rd and final visit will happen at the conclusion of the 8-week period.  You will be asked 
about any discomfort that you have experienced while using the device during the sessions. A 
Dementia Rating Scale Questionnaire (which includes Mini-Mental and Week 8 ADAS Cog) 
will be administered during the visit. Along with Case Notes, and Lawton ADL Questionnaire.  
Your caregiver will be asked to complete the following questionnaires about you: ECOG 
Questionnaire, Functional Activities Questionnaire, and BRIEF-A information report. 

A 20-minute Quantitative EEG (brain scan for electrical activity where electrodes are placed on 
your scalp using a specially designed bathing cap along with earclip electrodes) will be done. 
You will be asked to bring the study device with you to this visit. The build in meter will be 
checked for compliance

After you are finished with this study, the study doctor and the institution will not continue to 
provide the study device to you.

Your Responsibilities as a Research Subject: 

Commitment: While you always have the right to change your mind and leave this study, you 
should enter this study only if you think you will want to be in it until it ends. 

Visits: You agree to come for all study visits and to follow the instructions of the 
research doctor/staff. In case it is not possible for you to attend a visit, we will 
contact you by phone or mail. 

Problems: You will let the research doctor/staff know immediately if any problems occur 
while you are involved in this study. You will also let the research doctor/staff 
know if you have to go to an emergency room, doctor’s office, or a hospital. 

Medicines: You will let the research doctor/staff know about any changes in your prescription 
medicines, over-the-counter medicines, and all vitamins or supplements that you 
take.

Other studies: You will not take part in any other study at the same time you are in this study 
(unless you are given permission by the study doctors). 

How Long Will I Be In This Study?
You will be in this study for 8 weeks.

The researcher may decide to take you off this study if any of the following occur:

 He/she feels that it is in your medical best interest. 
 Your condition worsens. 
 New information becomes available. 
 This study is stopped by the researchers or the IRB (a group of people who provide 

research oversight) 

You can stop taking part in this study at any time and return the device to us.  However, if you 
decide to stop taking part in this study, we encourage you to talk to the researcher and your 
regular doctor first. 
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What Are The Risks of This Study? 
While on this study, you are at risk for these reactions, sometimes bad, which are listed below.  
You should discuss these with the researcher and/or your regular doctor.  You should discuss 
these with the researcher and/or your regular doctor.  There also may be other reactions that we 
cannot predict.

Risks related to the near infrared light stimulation we are studying include:

 Slight warming of the scalp (similar to wearing a motorcycle helmet for 6 minutes)

There have been no other side effects reported from a previous unpublished early study. 

Risks of EEG: 
There are no known risks associated with the EEG using the scalp cap with embedded electrodes.

Conflict of Interest
Your doctor may be an investigator in this research study.  If so, he is interested both in your 
medical care and in the conduct of this research.  Before you sign up for this study or at any time 
during the research, you may discuss your care with another doctor who is not associated with 
this research project.  You are not under any obligation to take part in any research study offered 
by your doctor.

Are There Benefits to Taking Part in This Study? 
If you agree to take part in this study, there may or may not be direct medical benefit to you.  We 
hope that the information learned from this study will benefit other patients with this disease in 
the future.

What Other Options Are There? 
Instead of being in this study, you have the following options: 

 You may choose not to take part in this study. 
 You may choose to receive standard of care drug therapy or non-drug therapies 
 You may choose to receive no therapy at this time and receive only care to help you feel 

more comfortable. 

Please talk to your regular doctor about these and other options.

What about Confidentiality?
You have a right to privacy.  This means that all the information about you from this study will 
only be shown to the people working on this study.  The results of this study may be published in 
a scientific book or journal.  If this is done, your name will not be used.  All information about 
you from this research project will be kept in a locked office or other locked area. Information 
that is kept on computers will be kept safe from access by people who should not see it.  

The privacy law requires that Baylor Scott & White Research Institute (“BSWRI”) and your
doctors and other health care providers and facilities that have provided services to you, which 
could include physicians that work for the Scott & White Clinic, Health Texas Provider Network 
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or Texas Oncology, P.A., Baylor University Medical Center, Scott & White Medical Center – 
Temple and other health care providers depending on where you have received care (collectively, 
“Your Health Care Providers”) get your permission before giving any of your health information 
to other people.  There are people who need to review your information to make sure this study 
is done correctly. These people may look at or copy your information while they are doing this 
review. When you sign this form you give permission to BSWRI and Your Health Care 
Providers to give other people information about your health as needed for the research project.  
These groups include people who work for BRI (including the Institutional Review Board), 
Baylor Scott and White Health, the US Food and Drug Administration, the Office for Human 
Research Protections, the Association for the Accreditation of Human Research Protection 
Programs and the Quietmind Foundation. Even though we usually remove your name from the 
information, the people who get this information may be able to figure out who you are.  The 
kinds of health information that might be given to these people include results from EEG tests 
and questionnaires about your dementia.  This information might also include notes, phone calls 
and other information in your medical records. We may ask for these notes and other information 
in your medical records from Your Health Care Providers. This means that the records of your 
care and information about you maintained by Your Health Care Providers may be given to the 
people mentioned above and, by signing this form, you are agreeing that Your Health Care 
Providers may release this information to these people.

You do not have to give this permission and it is alright to refuse to sign this form.  Your doctor 
will still treat you and your insurance company will still pay your medical bills (according to 
their policy) even if you do not give your permission for BSWRI and Your Health Care 
Providers to release this information.  However, since it is important for the people listed above 
to have access to your information, if you do not sign this form, you cannot be in this study. 

If you give permission to BSWRI and Your Health Care Providers to give other people 
information about your health and the other people are not part of the group that must obey this 
law, your health information will no longer be protected by the privacy law. However, we will 
take all reasonable measures to protect your information from being misused. 

If you change your mind and later want to withdraw your permission, you may do so.  You must 
notify BSWRI in writing at 3310 Live Oak, Suite 501, Dallas, TX  75204.  Please be sure to tell 
us the name of this study and PI for this study for which you are withdrawing your permission. 
BSWRI will provide your withdrawal notice to Your Health Care Providers promptly after 
BSWRI receives your withdrawal notice. While not required, you should also talk to your PI and 
make sure they are aware you are withdrawing your permission. If you withdraw your 
permission, it will not apply to information that was given to other by BSWRI before you 
withdrew or to information given to others by Your Health Care Providers before Your Health 
Care Providers receive your notice withdrawing your permission. If you withdraw your 
permission, you will no longer be able to take part in this study.

You may not be allowed to look at your health information during this study.  However, at a later 
time, you will be able to look at this information.  This later time will be sometime after this 
study is completed.

Unless permission is withdrawn, this permission will not expire at the end of this study.
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What Are the Costs?
This study will pay for all costs related to your taking part in this study.  The EEG will be 
performed by study staff that is purchased on an EEG machine for this study.

Will I Be Paid For Taking part in This Study?
You will be reimbursed $75.00 for each visit.

Your payment will be made by from Baylor Scott & White Research Institute and is considered 
taxable income. You must be eligible to be paid in the United States and willing to complete all 
the necessary tax/legal paperwork to receive this payment. 

What if I am Injured or Become Ill While Taking part in this Study? 
The people doing this study will do everything they can to make sure you do not get hurt during 
the project.  If you do get hurt, there are some things that you need to know:

 The people doing the research project have not set funds aside to pay you money if you 
are hurt.

 Baylor Scott and White Health, Baylor Scott and White Research Institute have not set 
funds aside to pay you money if you are hurt. 

 If you have an emergency illness during the project, the people working with you will 
provide emergency care.  You or your insurance company may need to pay for the 
emergency care if that happens.

 You have not given up any of your legal rights by signing this form.

What Are My Rights As a Participant?
Taking part in this study is voluntary.  You may choose not to take part or may leave this study 
at any time.  If you agree to take part and then decide against it, you can withdraw for any 
reason. Deciding not to be in this study, or leaving this study early, will not result in any penalty 
or loss of benefits that you would otherwise receive.

We will tell you about any new information that may affect your health, welfare, or willingness 
to stay in this study.

All of the people working on the project must be careful not to carelessly harm you.  If you are 
hurt during this project, you have the right to seek legal counsel. Nothing in this consent form 
takes away that right if you are hurt during this research.

Whom Do I Call If I have Questions or Problems?
If you have concerns, complaints or questions about this study or have a research-related injury, 
contact the Dr. Jason Huang at phone number 254-724-2475.  

For concerns, complaints or questions about your rights as a research subject or if you simply 
wish to speak with someone who is not a part of the research staff, contact the IRB Office at 254-
771-4854.
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Statement of Person Obtaining Consent:

I have explained to  (printed name of 
subject) the purpose of this study, the procedures required and the possible risks and benefits to 
the best of my ability.  They have been encouraged to ask questions related to taking part in this 
study. I gave a copy of this consent to the subject.

______________________________________________________________________________
Signature of Person Obtaining Consent Date Time

Confirmation of Consent by Research Subject:

You are making a decision about being in this study.  You will be asked to give your written 
consent if you want to be in this study.  Giving consent is like giving permission.  You should 
not give your permission to be in this study until you have read and understood all the pages in 
this form.  If you cannot read, then someone can read the form to you.  Make sure that all your 
questions about this study have been answered before you sign this form.  When you sign this 
form, you are giving your permission to be in this study. By signing this form, you have not 
given up any of your legal rights or released anyone from liability for negligence. 

______________________________ (printed name of person obtaining consent) has explained 
to me the purpose of this study, the study procedures that I will have, and the possible risks and 
discomforts that may happen.  I have read (or have been read) this consent form.  I have been 
given a chance to ask questions about this study and the procedures involved.  I believe that I 
have enough information to make my decision.  I have also been told my other options.  To the 
best of my knowledge, I am not in any other medical research.  Therefore, I consent to take part 
as a subject in this study and authorize the activities described in this consent. I also 
acknowledge that I have received a copy of this consent form.

______________________________________________________________________________
Signature of Subject Date Time 


