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   University of Otago Wellington 
   GENETIC BASIS OF EPILEPSY 

                                                  PARTICIPANT INFORMATION SHEET 
 
You and your family are invited to participate in a study into the genetics of epilepsy. This study is 
being conducted by Associate Professor Lynette Sadleir at the University of Otago, in collaboration 
with Professors Scheffer and Berkovic at the University of Melbourne, Australia. The following 
details are provided for your information, but please note that most participants are only requested 
to provide medical information (by way of interview and review of medical records) and a blood 
sample. All participation in this research is entirely voluntary and you are free to withdraw from the 
study, or to decline any particular question or test, at any time. You can take as much time as you 
need to decide whether or not to take part. 

Aim of the study 
Seizures affect 5% of people at some time in their lives. 2-3% of the population have a diagnosis of 
epilepsy. In many families there is only one person with epilepsy, while in others, a number of 
people may have experienced seizures. Our previous studies of families have identified genes which 
can cause specific types of epilepsy. However, inheritance of epilepsy can be complex and involve 
many genes. 
 
By studying individuals with no family history of epilepsy and also families where more than one 
person has experienced seizures, we hope to gain a better understanding of the genetic basis of 
different types of epilepsy and improve understanding of the mechanisms that cause epilepsy. These 
findings may eventually help with new treatments, better genetic counselling and better diagnostic 
tests. 
 

What participation involves 
If you and/or your child would like to participate in this research project, we will contact you and 
arrange to interview you either in person or over the telephone after you have signed the consent 
form. We are interested in checking the details of any seizure experienced. Birth history and a 
history of any head injury are also taken as this may be relevant to the seizures. All information will 
be completely confidential. If you are worried about any issues which are raised, you may ring the 
researcher who conducts the interview to discuss things further. Telephone numbers are listed at the 
end of this sheet. If you prefer we can arrange for you to see an independent genetic counsellor. You 
will not be paid to participate in the research project and you do not stand to gain financially from 
participation even if useful scientific discoveries are made. 
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Blood samples of up to 1 tablespoon (20ml) will be requested with the aim of looking for the genes 
that cause epilepsy. If you (or your child) are one of twins who are the same sex, some of the blood 
will be used to test whether or not you are identical. Blood will be taken by a phlebotomist or a 
suitably trained person. Taking a blood sample may cause a bruise to develop and may cause some 
people to faint. 
 
If it is not possible to collect a blood sample from you we may request a sample of saliva instead. 
This is collected by spitting into a tube that we will provide. There are some tests that can only be 
performed from a blood sample so a saliva sample is not suitable in all situations. In rare cases a 
scraping of cheek cells may be used, particularly in infants where collecting saliva or blood may be 
difficult. In specific cases we may ask if you are happy for us to use some of this blood sample to 
grow a culture of cells. This will allow us to have an ongoing supply of DNA (genetic material) so we 
can do more testing than we would be able to from a normal blood sample. We will tell you if we 
would like to grow some cells from any blood samples, and this will only be done with your consent. 
These cells will only be used as a source of DNA and no additional tests will be performed that would 
not be possible from the normal blood sample. All the blood required for this study will usually be 
taken at once. All participants will be approached for consent before any future use is made of this 
blood sample or cell lines that differ from that already consented for. 
 
DNA will be extracted from your blood sample in New Zealand and this DNA (or other tissues) may 
be sent overseas. If you are not happy with us sending your DNA, saliva, or other tissue) overseas 
there is no obligation for you to participate in this part of the research. Storage and disposal of the 
sample is discussed below. 
 

Possible additional tests 
In rare instances, we may ask you or your child to have additional tests done to help us fully 
understand the seizures or related disorder in your family. If any of these tests are required, they 
will be explained to you in detail at the time and you can decide whether or not you agree to have 
them done. Any decisions you make regarding participation will not affect the care you receive from 
your doctor. Any tests you have for research will be paid for from our research grants. Additional 
time will be necessary depending on which tests are involved, generally less than two hours. 
 
We may ask you to have an EEG (electroencephalogram - a brain wave reading), and sometimes a 
neurological examination. The neurological examination will include checking reflexes and strength 
and a screening examination of the eyes. 
 
Some participants may be asked to have a Magnetic Resonance Imaging scan (MRI). MRI uses a 
very strong magnet and radio waves to produce computerised images of the brain. Having a scan 
performed involves lying still on a padded table for about 30 minutes.  A few people find this 
uncomfortable as the scan is noisy and performed in a confined space. No metal can be taken into 
the MRI room – including metal which may be inside your body. MRI does not involve exposure to 
any ionising radiation and is a procedure routinely performed in the hospital. 
 
In some cases the underlying problem causing seizures may also affect how messages are passed 
along nerves in other parts of your body (for example to your arms and legs). We may ask you to 
have specialised neurophysiology tests of the nerve function to your arms and legs, or an ECG (heart 
trace). 
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Family studies 
In family studies both affected and unaffected family members may be interviewed. In the case of 
unaffected people, we check to ensure they have not experienced any subtle unrecognised seizure 
activity (some types of seizures are very quick, or do not involve convulsions, and as such may be 
unrecognised). Sometimes an unaffected person may also be asked to have one of the other tests 
described above. This is because occasionally abnormal findings can be seen in a person who has 
never had a seizure. 
 
We may ask to involve your extended family as part of this research. If so, we will first ask you to 
speak with your relatives about the study. When we contact your relatives, we will discuss the study 
in detail with them, then send them a copy of this information sheet and our consent forms for them 
to consider. You and your immediate family can still participate in the study, even if your extended 
family does not wish to. If you are not happy to contact your relatives, we may contact them directly 
with your permission. 
 

Counselling 
Before you participate in the study, the research staff will explain the research and what 
participation involves and will give you the opportunity to ask any questions you may have. If you 
would like to discuss any personal issues or require independent genetic counselling as a result of 
your participation in this genetic study, this can be arranged by speaking to our research staff. The 
independent counselling would be free of charge. 
 

Genetic information 
Each person has a genetic make up (their ‘genes’) which is different from that of everybody else, 
except in the case of identical twins. This genetic make up is a mixture of the genes of our parents. 
These genes mix together in different ways so having the same parents does not mean that two 
children will have the same genes. It is already known that some health conditions can be inherited, 
that is, passed on to the next generation through the genes. This study and the people conducting it 
will not claim any right, ownership or property to your individual genetic information or that of your 
kinship group, iwi or hapū without having first obtained your informed consent to the transfer of 
any such right, ownership or property. You consenting to participate in DNA sampling for the study 
will not be construed as creating any right or claim on the part of the researcher to your genetic 
information. 
 

Results from the study 
Finding the changes in genes responsible for epilepsy is a lengthy and difficult process and is not 
always successful. It may be many years before relevant information is discovered and in some cases 
we may never find any meaningful results. It is unlikely that participation in this study will be of 
direct benefit to you or your family. 
 
If we find a change in your DNA that is thought to cause seizures, we will write to you to let you 
know we have some results. You will then have the option to contact us for further information. If 
you choose to receive your results, we will explain what the results mean and give you the 
opportunity to ask any questions you may have. It is important to remember that we may not always 
know what the results mean. If you would like to discuss the results further with someone separate 
from the study we can arrange for you to see an independent genetic counsellor. 
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Any changes found in your DNA sequence may not be the only cause of your seizures and we will not 
be able to predict accurately if your epilepsy could be passed on to other generations of your family. 
It may take years of research before we can be clear about the nature of the genetic change and its 
effects. If you would like to have results from the research passed on to others, for example your 
local doctor, this can be arranged. We will not pass personal information between family members. 
Rarely, genetic analyses on families reveal unexpected results, such as the discovery that a person 
thought to be a parent is not the true biological parent. This information would not be revealed to 
you or your family. 
 
In family studies, if you are found to be an unaffected carrier of genetic changes associated with 
seizures, or have an unusual EEG result, we will decide whether to disclose these results on a case-
by-case basis. We will not automatically tell you of these results, as their significance in unaffected 
people are not understood. 
 
Results will be published without any identifying information. Publications may include family trees 
and detailed medical information. Such information may make it possible for someone who knows 
you or your child well, such as a family member, to identify them and their medical information. 
This is unlikely as the research findings are published in medical journals, however the possibility 
needs to be acknowledged. 
 

Test sample analysis  
Your blood or saliva sample (or cheek scraping) will be processed to extract the DNA (genetic 
material). Any remaining sample will be completely destroyed by incineration; this is standard 
laboratory practice. The DNA may then be sent by air to our collaborating laboratory in Melbourne 
where it will be stored for genetic testing. We may also send some of your DNA sample to other 
international research groups we are working with to help identify epilepsy genes and their function. 
We would routinely send your name and date of birth to ensure sample identification so that we can 
tell you if there are any important results. We may also send details about the type of seizures you 
have had and other relevant medical history or test results to assist interpretation of further testing. 
All collaborators are bound by confidentiality requirements. 
  
You are able to choose how long we can keep your DNA sample. As this is an ongoing research 
study, we would like to store your DNA sample indefinitely so we can retest it when new genes for 
epilepsy are identified. However, you can request that any remaining DNA sample be completely 
destroyed or returned to New Zealand at any time and you have the option to nominate the length of 
time we can store your sample.  However, if this project ceases all remaining DNA will be destroyed 
by incineration or returned to New Zealand if requested. 
 
Your sample will be stored by: 
 
Associate Professor Lynette Sadleir  
Department of Paediatrics 
University of Otago, Wellington 
PO Box 7343, Wellington South 6242 
New Zealand 
Telephone: 04 918 6138 
 

OR 

Professor Samuel Berkovic  
Melbourne Brain Centre 245 Burgundy Street 
Heidelberg 
VIC 3084 
Australia  
Telephone: 0061 3 9035 7093 
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Your DNA sample will be used to investigate changes in genes that may be causing the seizures in 
you or your family. This may involve looking for changes in specific genes, or it may involve looking 
at a large number of genes and comparing the information in your genes with other people in your 
family or other people with similar types of epilepsy.  
 
In recent years, large databases of genetic sequences have been set up to help researchers. For some 
of our collaborating projects, the funding bodies (such as the National Institute of Health in the 
USA) prefer that de-identified genetic data obtained be shared with other researchers to bring 
greater benefits to society. In some cases, de-identified genetic information from your DNA sample 
may be made available to independent researchers at other hospitals or universities for use in 
research investigating the genetic causes of epilepsy and related conditions. There is unlikely to be 
any direct benefit to you from this. Your age, gender and brief information about your seizures may 
be included with the genetic data, but no identifying information will be included. However, your 
genetic information is unique to you alone and therefore there is some risk of lack of confidentiality. 
For example, people not involved with our study who have information about your DNA (e.g. 
researchers from other studies you have taken part in) could potentially identify you by comparing 
their genetic data to the information we make available. We believe this is unlikely to happen. You 
do not have to agree to your de-identified genetic information being released to researchers who are 
working independently from us, and you have the option to indicate this specifically on the consent 
form.  
 
Your DNA will not be used for any purpose other than for the study of genes thought to be relevant 
to epilepsy and related conditions and to determine the zygosity of same sex twins without your 
specific written consent. 
 

Confidentiality 
Research records are confidential, and information in them may not be given to others without your 
consent. However, the ethics committee may audit them and we are obliged to store your records 
safely for 10 years. DNA and related information will be stored in secure research facilities and only 
research staff involved in the study will have access to this information. 
 
If you have any questions or concerns about your rights as a participant in this study you can contact 
the Health and Disability Advocate Telephone 0800 555 050, email advocacy@hdc.org.nz or the 
Wellington Ethics Committee, on 0800 4 38442, or email hdecs@moh.govt.nz. 
 

Ethics 
This study has received ethical approval from the Health and Disability Ethics Committee which 
reviews national and multi-regional studies. 
 
Please feel free to contact the researchers if you have any questions about the study:  
Wellington Epilepsy Research Group 
Department of Paediatrics 
University of Otago, Wellington 
PO Box 7343, Wellington South 6242 
 
Phone: Research Assistant (Emily)  04 918 6292 
 Research Assistant (Chontelle)  04 918 6147 
 Associate Professor Lynette Sadleir 04 918 6138 



University of Otago Wellington  

Project Title: GENETIC BASIS OF EPILEPSY

STATEMENT BY RELATIVE/FRIEND/WHĀNAU 

REQUEST FOR INTERPRETER 

English I wish to have an interpreter. Yes No 
Māori E hiahia ana ahau ki tētahi kaiwhakamāori/kaiwhaka pākehā kōrero. Āe Kao 
Samoan Oute mana’o ia iai se fa’amatala upu. Ioe Leai 
Tongan Oku ou fiema’u ha fakatonulea. Io Ikai 
Cook Island Ka inangaro au i  tetai tangata uri reo. Ae Kare 
Niuean Fia manako au ke fakaaoga e taha tagata fakahokohoko kupu. E Nakai 

1. I have read and I understand the information sheet dated March 2016 for volunteers taking part in the study
designed to identify the genes involved in epilepsy. I have had the opportunity to discuss this study. I am
satisfied with the answers I have been given.

2. I have had time to consider whether my child/dependent should take part. I know who to contact if I have any
questions about the study.

3. I have had the opportunity to use whānau support or a friend to help me ask questions and understand the
study.

4. I understand that taking part in this study is voluntary (my choice) and that my child/dependent may
withdraw from the study at any time and this will in no way affect their future health care.

5. I have had this project explained to me by ___________________________________.

6. I consent to the publishing of results from this study provided my child/dependent’s personal identifying
information is not included. I understand that a family tree and detailed medical information may be included
and in rare circumstances it may be possible for someone to identify them.

7. I understand that my child/dependent’s blood and/or DNA sample will ultimately be destroyed by standard
laboratory practice, i.e. by incineration. If this is not satisfactory to me, I understand that the option is
available for any remaining DNA to be returned to me in New Zealand.

8. I understand that my child/dependent’s DNA sample (or other tissue) may be sent overseas with my
child/dependent’s name and date of birth on it.

9. I understand that if I consent to genetic analysis, no rights will be created for the researcher to my
genetic information.

10. I am aware that the proposed study will involve analysis of my child/dependent’s DNA YES/NO 
(genetic make up). I consent to such an analysis being performed.

11. I consent to DNA (or other tissue) being sent overseas for analysis. YES/NO 

12. I consent to the researchers storing a specimen of my child/dependent’s DNA (or other tissue) YES/NO 
for its later use as part of this study.

13. I agree to my blood being used for the purpose of growing a culture of cells. YES/NO 
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Project Title: GENETIC BASIS OF EPILEPSY 

STATEMENT BY RELATIVE/FRIEND/WHĀNAU continued 

14. Tick ONE of the following;

a. I agree to the storage of my child/dependent’s DNA (genetic make up) for an indefinite period of time.
OR 

b. I would like any remaining DNA from child/dependent to be destroyed after _______  years.
(Please specify when you would like your sample destroyed.) 

 OR 
c. I would like remaining DNA from child/dependent returned to me after _________ years.

(Please specify when you would like your sample returned.) 

15. I agree to my GP or other current medical provider being informed of my child/dependent’s           YES/NO 
participation in this study/the results of their participation in this study. 

16. I agree to ______________________________’s de-identified genetic information being
Name of participant

released to researchers who are working independently from the Wellington Epilepsy
Research Group as described on page 5 of the participant information sheet dated March 2016.     YES/NO

 YES/NO 
a. Email_____________________________________________________________ 

OR

b. Post ______________________________________________________________ 

18. I believe that ______________________________________would have chosen and consented to
Name of participant

participate in this study if he/she had been able to understand the information I have read and understood.

Signed (by guardian):___________________________________________  Date:__________

Printed Name (of guardian): _______________________________________

Relationship to Participant: _______________________________________

Signed (by minor, if considered appropriate) _____________________________ Date: __________

Participant date of birth (DD/MM/YYYY) ___________

This study has been given ethical approval by the Multi-region Ethics Committee.  This means that the
Committee may check at any time that the study is following appropriate ethical procedures.

STATEMENT BY PRINCIPAL INVESTIGATOR

I, Lynette Sadleir, declare that this study is in the potential health interest of the group of patients of which
this child is a member and that participation in this study is not adverse to his/her interests.

Signed: _____________________________ Date __________________________ 
Principal Investigator 

For more information about ethical issues concerning this research you may contact 

Multi-region Ethics Committee, phone 0800 4 384 427 

 17. I would like a copy of an annual newsletter detailing study progress.
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University of Otago Wellington  
GENETIC BASIS OF EPILEPSY 

CONSENT FOR THE RELEASE OF MEDICAL RECORDS 

I, _____________________________hereby consent to the release of medical 
                 (name of individual) 
information from medical centres and hospitals. This includes the results from any 
genetic testing I have had performed regarding:  

myself 
 AND/OR 
my child/dependent, his/her name _____________________________ 

for the purposes of the “Genetic Basis of Epilepsy” research project being conducted 
by Associate Professor Lynette Sadleir at the University of Otago, Wellington. 

Signature (Participant): _________________________ Date: ___________

Signature (Parent/Guardian): _____________________ Date: ___________
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