The Face and Hands of Dravet Syndrome 
Information and Authorization

Principle Investigator:  
Kathleen J. Nolan, MD, Resident, Department of Pediatrics, IWK Health Centre 
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Supervisor:  
Peter R. Camfield, MD, FRCP(C) Department of Pediatrics, Dalhousie University; Division of Neurology, IWK Health Centre

Funding

This project is unfunded.

Introduction and Purpose

Dravet syndrome (also known as severe myoclonic epilepsy of infancy) is a severe epilepsy syndrome estimated to affect one in 40,000 live births.  The genetic basis for the illness is now understood to lie in a defective sodium channel gene in the brain, and this finding has spurred a substantial amount of research.

Drs. Nolan, Camfield, and Camfield have published two papers describing the psychosocial challenges faced by families of children with Dravet syndrome.  Through the course of our work we have had the opportunity to meet many children across the world with Dravet syndrome.  We have observed that many of these children seem to have similar facial characteristics.

An appearance associated with Dravet syndrome has never been described to date.  In this study, we hope to determine whether there are specific facial and hand characteristics associated with this syndrome.  To do this, we will perform a number of measurements of children’s faces and hands in person or from photographs provided by the families.

How will the researchers do the study?

This is a voluntary study designed to determine whether children with Dravet syndrome have a similar appearance.  The research is being carried out at a single site, the IWK Health Centre in Halifax, NS, Canada.  Families of children with Dravet syndrome from across the world will be invited to participate.  We are aiming to recruit 50 families for participation in the study.

What will I be asked to do?

This is a two-part study.  You may choose to participate in one or both portions.  

Photographic Measurements

This portion of the study aims to determine whether facial and hand measurements taken from photographs of children with Dravet syndrome differ from their non-affected siblings. Children participating in this portion of the study will be those diagnosed with Dravet syndrome who are 16 years of age or less living anywhere in the world.  You will be asked to take two photographs of your child’s face: one from the front and one from the side, showing your child’s nose and ear, standing about three feet away.  You will also be asked to take a picture of the palm-side of each of your child’s hands.  You will send the photographs by email or regular mail to the researchers.  We will then take a series of measurements of your child’s face and hands from the photographs.  

If your child has a sibling who is not diagnosed with Dravet syndrome we will also ask you to take the same photographs of him or her.  These photographs will be measured in a similar way and compared to the measurements of your child with Dravet syndrome.  If your child does not have a sibling you can still participate in the study.

Photograph Booklet for Pediatric Neurologists
This portion of the study aims to determine whether children with Dravet syndrome can be identified by pediatric neurologists based on facial photographs alone.  Should you choose to participate in this portion, you will be asked to send in a photograph of the front of your child’s face.  If your child has a sibling who is not diagnosed with Dravet syndrome we will also ask you to send a similar photograph of him or her.  If you participated in the photographic measurements portion of this study and wish to also participate in the photograph booklet portion we will use the same photographs so you do not need to send additional pictures.  We will remove all identifying information and compile the photographs in a booklet, which will be sent to 20-30 pediatric neurologists across North America.  They will be asked if they can identify the children in the booklet who all share the same diagnosis.

What are the harms and benefits?

The major possible harm is that it is possible that your child could be identified from the published photographs.  Names and locations will be removed from published photographs but there is still the possibility that your child could be recognized.  However, the publication of photographs is an optional part of this study, and if you do not want your child’s photograph published, this is your choice and will not impact on your child’s ability to participate in the study.  Additionally, it may be inconvenient for you to take the photographs, however we have attempted to minimize the number of photographs which need to be taken.  

There will be no direct benefit to your child or family.  However, if we do find a specific facial appearance associated with Dravet syndrome this could lead to improvements in time to diagnosis for other children with Dravet syndrome. 

Can I withdraw from the study?

You are free to withdraw your child from the study at any time.  If you choose to withdraw, you may contact the researchers and request that all data and photographs be removed from the study analysis and destroyed.

Will the study cost me anything and, if so, how will I be reimbursed?

There should be no cost associated with participation in the study.  If you have access to a digital camera and email, we will ask you to send digital photographs via email at no cost.  If you do not have access to digital photographs or email we will provide you with a stamped envelope to return developed prints to us. 

What about possible profit from commercialization of the study results?  Are there any conflicts of interest?

There will not be any profit for the researchers as a result of commercialization of results.  

There are no conflicts of interest.  

Will my privacy be protected?

Yes.  No digital photographs will be stored on computers.  Once received, they will be downloaded to CD or DVD, which will be kept along with print photographs in a locked cupboard located within the division of neurology at the IWK.  Only the researchers will have access to the cupboard. Your child will receive a unique numeric identifier, and his or her name will never be associated with the photographs or data you provide.  Data will be stored for five years following publication of the study, and then destroyed.  Privacy will be assured to the extent that is allowable by law.
What if I have questions or problems?

Should you have any questions, please feel free to contact any of the researchers:
IWK Health Centre

5850/5980 University Avenue

PO Box 9700, Halifax, Nova Scotia

Canada

B3K 6R8

Dr. Kathleen Nolan, Resident

Telephone: (902) 880-9725

Email: kathleen.nolan@dal.ca 

Dr. Peter Camfield

Telephone: (902) 470-8479

Email: camfield@dal.ca 

Dr. Carol Camfield

Telephone: (902) 470-8479

Email: camfield@dal.ca 

What are my Research Rights?

Your digital signature on the form indicates that you have understood to your satisfaction the information regarding participation in the research project and agree to your child’s participation as a subject.  In no way does this waive your legal rights nor release the investigators, sponsors, or involved institutions from their legal and professional responsibilities.  If your child becomes ill or injured as a direct results of participating in this study, necessary medical treatment will be available at no additional cost to you.  You are free to withdraw your child from the study at any time without jeopardizing the health care your child is entitled to receive.

If you have any questions at any time during or after the study about research in general you many contact the research office of the IWK Health Centre at (902) 470-8765, Monday to Friday between 9 am and 5 pm.
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