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This informed consent applies to parents and legal guardians of children with Angelman Syndrome 
 
Name of participant: _________________________________________________________ Age: ___________ 
 
The following is given to you to tell you about this research study.  Please read this form with care and ask any 

questions you may have about this study.  Your questions will be answered.  Also, you will be given a copy of 
this consent form.   

 
Your child does not have to be in this research study. She/he can stop being in this study at any time.  If we learn 

something new that may affect the risks or benefits of this study, you will be told so that you can decide whether 
or not you still want to be in this study.   Your child’s medical record will contain a note saying s/he is in a research 
study. Anyone you authorize to receive your child’s medical record will also get this note.   

 
This study will assess the safety and tolerability of a nutritional formula for use in dietary interventions in AS.  This is 
not a drug intervention.  This is not a study to see if dietary intervention or dietary supplements are effective in the 
treatment of AS. The terms dietary supplement and nutritional formulation in the case of this study are 
interchangeable for purposes of classifying the trial.   The formulation is not intended for use in the diagnosis, cure, 
mitigation, treatment, or prevention of a disease.  The formulation contains food based ingredients that have a 
classification under FDA guidelines as dietary ingredients, foods or food additives.  Nutrition facts and information 
regarding the ingredients in the formulation are presented in Attachment A.  In the draft registration for this trial at 
clinicaltrials.gov, we have indicated that this formulation is a dietary supplement.  Similarly, the intended use of the 
subject study formulation is as a support for dietary interventions, not as a drug. It is also important to note that the 
description of this interventional study by phases used in clinical trial is not appropriate as this is not a drug study. 
     
1. What is the purpose of this study?  

 
You and your child are being asked to take part in this research study because 1) your child has genetically 
confirmed Angelman Syndrome (AS) and 2) your child is currently consuming a ketogenic, LGIT (low glycemic 
index), or standard diet.  The purpose of this study is to understand the safety and tolerability of transitioning 
your child’s metabolism to an alternate fuel through the use of a supplement in conjunction with these diets.  We 
will study the effects of this transition of fuel to fats by having your child participate in several assessments that 
will give you information about the effect on cognition, seizures, mobility and general health such as 
gastrointestinal complains like constipation. 
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2. What will happen and how long will you and your child be in the study? 

   
 

Baseline Clinic Visit: You and your child will come to the Clinical Research Center at the Monroe Carell Jr. 
Children’s Hospital at Vanderbilt (CRC). At this visit, we will do several activities, and you will be asked to arrive 
first thing in the morning before your child has eaten or drunk anything other than water.  We will measure your 
child’s height and weight and take a sample of blood from a vein in your child’s arm, and then the child will be 
allowed to eat and drink freely.  We will ask you some questions about your child, including race, medical history, 
etc. We will ask you to complete an assessment of your child’s adaptive functioning. You will have the option to 
complete this measure either at home or during the visit. We will record your child’s brainwaves 
(electroencephalogram or EEG) and cognitive baseline (event-related potential or ERP) using soft sensors placed 
on your child’s head. These sensors are arranged like a shower cap. For the EEG, your child will need to lie quietly 
still.  For the ERP, your child will hear sounds from a loudspeaker and/or see pictures on a video screen. We will 
test your child’s mobility. Your child will walk on a 20-foot-long mat, down and back up to 10 times. While walking 
on the mat, your child will be videotaped to assist with data analysis. We will also train you and your child how to 
do some activities at home. Session 1 will last about 5-6hours during which lunch can be provided. 
 
Home Monitoring: We will ask you to collect and test your child’s urine at home before bedtime every day for the 
for approximately approx. 16 weeks during the trial.  Urine can be collected by using a large plastic collection 
device called a “hat,” which can be placed under the toilet seat to allow your child to urinate normally on the 
toilet, by use of a cotton ball in a diaper, or by utilizing a urinal or cup at home.  We will trial this at your baseline 
appointment and provide detailed instructions.  You can practice in the clinic before you do it at home. We are 
interested in ketone levels, an energy metabolite. We will also ask you to set up a bed monitor which will 
noninvasively collect data from breathing and heart rate while your child is sleeping for the entire duration of the 
protocol (about 14 weeks).  This device will be placed under the mattress and will not be noticeable to your child.  
It will send data such as your child’s breathing rate directly to an application loaded on the tablet provided.  We 
will also ask you to record the following information each day using a tablet and apps that we will provide to you: 
food and beverage intake, bowel movements, appetite, and seizures.  These records will need to be made daily 
for the entire duration of the protocol (about 16 weeks).  You will be asked to prepare the study nutritional 
supplement each day for four weeks on two separate occasions (eight weeks total), and to serve it to your child 
three times per day, recording how much was consumed. We will teach you how to do these activities during the 
Baseline Visit, as well as provide additional online information. The amount of time needed to set up the home 
monitoring will be approximately 30-60 minutes per day. At the completion of the study, we request you return 
the tablet and sleep monitor.  
 
Follow up Clinical Visits 1 and 2: You and your child will come to the CRC for two separate visits, spaced about 6 
weeks apart. At each visit, you will be asked to arrive first thing in the morning before your child has eaten or 
drunk anything other than water.  We will measure your child’s height and weight and take a sample of blood 
from a vein in your child’s arm, and then the child will be allowed to eat and drink freely.  You will be asked to 
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complete the electronic measure to assess your child’s adaptive functioning. This again may be completed at 
home or during your child’s visit. We will record your child’s EEG and ERP, as well as test your child’s mobility on 
the 20-foot-long walkway, down and back up to 10 times. While walking on the mat, your child will be videotaped 
to assist with data analysis.  We will ask you to rate the supplement that your child has been consuming.  Your 
child will receive two different supplements during the duration of the 16-week study.  During the initial 4-week 
study phase your child will receive either the study supplement or a placebo.  They will then be crossed over to 
receive either supplement or placebo (whichever they had not consumed during the initial study period). These 
clinical visits will last about 5-6 hours each. The second clinical visit will serve as a final in person visit and we will 
require return of all study materials.  
 
Post study phone call: You will receive a follow up study phone call to assess any safety concerns that have arisen 
since completion of the second intervention period. 
 
Illness during the study period 
If your child is to become ill during the study and it is felt to be unrelated to the study formulation or placebo as 
determined by the patient’s physician, the PI and the safety monitoring team, then it is requested that the 
participant hold the formulation or placebo until cleared by a physician and on baseline medications for at least 2 
weeks. If your child has loss of appetite and enters fasting ketosis unrelated to the study formulation or placebo, 
please contact the study team immediately and stop the study formulation or placebo until cleared by a physician. 
If deemed acceptable by the committee and PI, the patient can resume taking the formulation or placebo to 
complete the study period for a full 4 weeks.  
 
 
Your child’s blood samples and information about him/her may be made available to others to use for research.  
To protect his/her privacy, we will not release your child’s name.  You will not receive any benefit as a result of 
the tests done on your samples.  These tests may help us learn more about the causes, risks, treatments, or how 
to prevent seizures and other complications of AS.  
 
Your child’s blood samples may be used to make new products or tests.  These may have value and may be 
developed and owned by the study staff, Vanderbilt University, and/or others.  If this happens, there are no plans 
to provide money to you. 

 
 
3. Costs to you if you take part in this study: 

 

There is no cost to you for taking part in this study.  Your health insurance will not be charged.  The time you 
spend traveling to Vanderbilt and participating in research procedures may be considered an inconvenience. 

 
4. Side effects and risks that you can expect if you take part in this study:  
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The study nutritional supplement that your child will consume contains fats and minerals that may cause 
gastrointestinal (GI) upset in some people.  This is a common side effect of these ingredients (≥10% of people), 
that typically goes away with continued consumption.  However, the amounts of fat and minerals in the study 
supplement have been adjusted to avoid such discomfort, but some individuals may be more sensitive than 
others.  Additionally, the supplement is divided across the day to further avoid discomfort. 
 
Our clinical evaluation procedures are designed in a manner that is sensitive to the needs of children.  However, 
sometimes children can become tired or distressed during evaluations.  If your child becomes upset, we will 
consult with you to determine how and whether to proceed.  Options will include giving your child a break, 
providing distractions such as a snack or preferred toy, discontinuing and rescheduling the session, or 
discontinuing participation in the study.  We will respect your decision.  There may be unknown or unforeseeable 
risks associated with participation. 
 
Additional risks associated with the visit include the distress of a blood draw. Risks could include excessive 
bleeding or infection in addition to the distressing nature of blood draws. We will follow standard procedures and 
provide distraction to minimize these risks as much as possible. 
 
Collection of urine could also be difficult and burdensome. We have tried to minimize this burden by offering 
many options for collection of urine and by providing training and the opportunity for practice at the initial visit. 
 
The EEG will require placement of electrodes with conductive “goop” and this may be distressing to your child and 
you. You may need to wash your child’s hair thoroughly to get the entirety of the “goop” out of her/his hair.  We 
will remove as much of the “goop” as possible.  The ERP will require wearing a cap while watching videos.  
 
The gait-tracking will require your child to walk unassisted on a tracker for a brief period of time. Your child will be 
closely monitored to ensure safety while walking independently.  

 
 
5. Risks that are not known: 

 
Because this nutritional intervention is investigational, meaning non-FDA approved, there may be risks that we do 
not know about at this time.   

 
 
6.  Payment in case you are injured because of this research study:  
 

If it is determined by Vanderbilt and the principal investigator that an injury occurred as a direct result of the tests 
or treatments that are done for research, then you and/or your insurance will not have to pay for the cost of 
immediate medical care provided at Vanderbilt to treat the injury.  
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There are no plans for Vanderbilt to pay for any injury caused by the usual care you would normally receive for 
treating your illness or the costs of any additional care. There are no plans for Vanderbilt to give you money for 
the injury.  
 

7.  Good effects that might result from this study:  
 
a) The benefits to science and humankind that might result from this study.  
 

The results may help us understand more about the effects of dietary interventions for children with Angelman 
Syndrome. The results may help guide the development of nutritional supplements which may be available to 
children in the future to boost the effectiveness of low carbohydrate dietary interventions which can improve 
characteristics of AS such as seizures.  

 
b) The benefits you might get from being in this study.  
 

We cannot guarantee that you or your child will benefit from this study. The results may help guide the 
development of nutritional supplements which may be available to your own child in the future to boost the 
effectiveness of low carbohydrate dietary interventions which can increase the body’s own ability to correct the 
symptoms associated with AS. Receiving your child’s test results from EEG, ERP, and mobility may be helpful to 
your child and family in planning dietary, physical and/or educational interventions. 

 
8.  Other treatments you could get if you decide not to be in this study: 

   
Treatment to date of AS is on a symptomatic basis and includes treatment of seizures, behavioral concerns, 
constipation and other features.  Treatment often includes behavioral therapies, antiepileptic medications or 
behavioral modifying medications. There is also evidence to suggest that use of a LGIT or ketogenic diet is 
beneficial specifically for seizures. Medication management, referral to behavioral specialists or therapists, and 
dietary guidance for low carbohydrate approaches are available through both routine pediatric care as well as in 
consultation with your pediatric neurologist. 

 
9.  Payments for your time spent taking part in this study or expenses: 

 
Children will receive a $25 check made payable to the parent(s)at the completion of each clinical visit(this will 
take an approximate of 30 days to be mailed to the family), for a total of $100 if you are to finish all parts of the 
study. If your child does not complete all parts of the study, he/she will not receive the relevant gift card(s).  
Families may be compensated for travel related expenses on an as needed basis. 
 

10. Reasons why the study doctor may take you out of this study:   
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We may withdraw children from the study if they have an adverse response to the nutritional supplement or if 
there is a new or worsening medical condition. We will contact you before making any withdrawal decisions. 

 
11. What will happen if you decide to stop being in this study? 

 
If you decide to stop being part of the study, you should tell your study doctor. 

 
 
12. Who to call for any questions or in case you are injured: 

 
 If you should have any questions about this research study or if you feel you have been hurt by being a part of this 
study, please feel free to contact Dr. Jessica Duis at 615-322-7445.  If you cannot reach the research staff, please page 
the study doctor at though the Vanderbilt page operator at 615-936-1000. 

 
For additional information about giving consent or your rights as a person in this study, to discuss problems, concerns, 
and questions, or to offer input, please feel free to call the Vanderbilt University Institutional Review Board Office at 
(615) 322-2918 or toll free at (866) 224-8273. 
 

13. Clinical Trials Registry:   
 
A description of this clinical trial will be available on 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. 
 

14. Confidentiality:   
 
We will make every effort to keep your child’s information confidential. A code will be used on test forms instead of 
your child’s name. Codes will be automatically generated and not be identifiable.  Some sessions will be audio and/or 
video recorded so we can check scoring of responses. The recordings will be stored on a password-protected server. A 
copy of audio CDs and assessment results will be stored in locked files in VBWC. Data will be entered into an 
electronic database. The database will be stored on a password-protected server. When the study is over, data will be 
kept in a file on a password-protected server. The data may be used in future studies.  Information from this study will 
not become a part of your child’s school or medical records.  
 
Vanderbilt may share your child’s information, without identifiers, to others or use it for other research projects not 
listed in this form.  Vanderbilt, Dr. Duis and her staff will comply with any and all laws regarding the privacy of such 
information.  There are no plans to pay you for the use or transfer of this de-identified information. 
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This study may have some support from the National Institutes of Health (NIH). If so, your study information is protected 
by a Certificate of Confidentiality.  This Certificate allows us, in some cases, to refuse to give out your information even 
if requested using legal means.  
  
It does not protect information that we have to report by law, such as child abuse or some infectious diseases.  The 
Certificate does not prevent us from disclosing your information if we learn of possible harm to yourself or others, or if 
you need medical help.  
  
Disclosures that you consent to in this document are not protected. This includes putting research data in the medical 
record or sharing research data for this study or future research. Disclosures that you make yourself are also not 
protected.  

 
 

 
15. Authorization to Use/Disclose Protected Health Information:  
 

All efforts, within reason, will be made to keep your child’s protected health information (PHI) private. PHI is the 
health information that is, or has been gathered or kept by Vanderbilt as a result of your child’s healthcare.  This 
includes data gathered for research studies that can be traced back to him/her.  Using or sharing (“disclosure”) such 
data must follow federal privacy rules. By signing the consent for this study, you are agreeing (“authorization”) to the 
uses and likely sharing of your child’s PHI.  If you decide to be in this research study, you are also agreeing to let the 
study team use and share your child’s PHI as described below.  
 
As part of the study, Dr. Duis and her study team may share the results of your child’s study and/or non-study 
information (e.g. laboratory tests, EEG, etc.), as well as parts of your child’s medical record, to the groups named 
below. These groups may include people from the Federal Government Office for Human Research Protections, the 
Vanderbilt University Institutional Review Board, the U.S. Food and Drug Administration, National Institutes of Health, 
and representatives of Disruptive Nutrition, LLC.  Federal privacy rules may not apply to these groups. They have their 
own rules and codes to assure that all efforts, within reason, will be made to keep your PHI private.  
 

The study results will be kept in your child’s research record for at least six years after the study is finished.  At that 
time, the research data that has not been put in your child’s medical record will be kept for an unknown length of 
time.  Any research data that has been put into your child’s medical record will be kept for an unknown length of 
time. 
 
Unless told otherwise, your consent to use or share your child’s PHI does not expire. If you change your mind, we ask 
that you contact Dr. Duis in writing and let her know that you withdraw your consent.  Her mailing address is Division 
of Medical Genetics & Genomic Medicine, Department of Pediatrics, Vanderbilt University Medical Center  1161 21st 
Ave South, DD2205A Medical Center North Nashville, TN 37232.   At that time, we will stop getting any more data 
about your child.  But, the health data we stored before you withdrew your consent may still be used for reporting 
and research quality. 
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You have the right to see and copy the PHI we gather on your child for as long as the study doctor or research site holds this 

data.  To ensure the scientific quality of the research study, you will not be able to review some of your child’s 
research data until after the research study is finished. 

 
If you decide not to take part in this research study, it will not affect your child’s treatment, payment or enrollment in any 

health plans or affect your ability to get benefits. You will get a copy of this form after it is signed.  
 
 
 
STATEMENT BY PERSON AGREEING TO BE IN THIS STUDY 

 
I have read this consent form and the research study has been explained to me verbally.  All my questions have 
been answered, and I freely and voluntarily choose to take part in this study.    

 
 
 
            
Date    Signature of parent/legal guardian     

 
 
 
Consent obtained by:  
 
  
            
Date    Signature    
 
             
    Printed Name and Title    
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