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Participant Information Sheet
       
For Participants Over 18 




   
Please read the following information sheet carefully and feel free to ask any questions that you may have regarding this study.

Title of Project: Neural systems for reward processing in Autism Spectrum Disorder: Brain structure, function and connectivity. 

Introduction: One of the common interventions for people with ASD is Applied Behavioural Analysis (ABA). These types of interventions are based on providing rewards in order to encourage certain behaviours. However, they are not always effective. In order improve interventions for people with ASD it is important to understand how people with ASD process rewards in their brain. In this study we will ask participants (with and without ASD) to lie in an MRI machine so that we can take pictures of their brains while they do computer based tasks (like computer games) that involve getting different kinds of rewards. This will tell us whether people with ASD activate the same areas of the brain as people who do not have ASD. We will also be able to see the structure of different parts of the brain and how they are connected together. 

Researchers: This study is being carried out by Ms. Sonja Delmonte, and Dr. Louise Gallagher. 

Participants: We would like to invite participants with and without ASD to take part in this study. Specifically, we would like right handed males between the ages of twelve and twenty-one to take part in this study. 
Procedures: Participation in this study will involve two testing sessions. The first testing session involves doing a short cognitive assessment (pen and paper tasks)  and a practice run of the tasks you will be asked to do in the scanner. If you have ASD but have not yet completed the Autism Diagnostic Observation Schedule (ADOS) or the Autism Diagnostic Interview Assessment (ADI-R) these will also be carried out and results will be made available to your consultant.  On the day of scanning, you will come to the Centre for Advanced Medical Imaging (CAMI) at St. James’s hospital where you will be familiarised with scanning procedures. You will then perform a short practice of the tasks so that you are familiar with the tasks before you enter the scanner. When you are ready to continue you will be asked to lie down in the scanner wearing headphones. When you are comfortable and ready to proceed the scanning session will begin. This will take just under an hour. 

Benefits: This MR exam does not have any clinical or diagnostic value and therefore will not benefit individual participants. However, by volunteering in this study you will contribute to scientific understanding of ASD. 

Research Findings: If you choose to participate in this study we will notify you of the results of this study and of any relevant publications that arise from this research.

Risks: Magnetic Resonance Imaging (MRI) is a technique that uses magnetic fields to obtain pictures of the human brain. There is no radiation involved and there are virtually no risks associated with MRI. The magnetism of the machine attracts certain metals; therefore, people with metals within their bodies (such as dental braces, pacemakers, infusion pumps, aneurysm clips, metal prostheses, joints, rods, or plates) will be excluded from the study. The “metal” in dental fillings is less responsive to magnetism and is therefore allowed. The accidental introduction of metal objects into the magnet room can cause serious injury: the magnet can forcefully attract these objects which become projectile and may injure anyone between them and the scanner. For this reason you will notice that there are many warning signs near the scanner. There are also important safety procedures, such as carefully checking if you are accidentally wearing or carrying any metal objects when entering the magnet room.

 Though the risks to participants is minimal in a properly administered site some participants experience discomfort during MRI scanning. For example, some participants experience slight increases in body temperature, dizziness or unpleasant tingling sensations when in the MRI scanner.  In addition, the noise generated by the machine is very loud and can result in a temporary decrease in the ability to hear quiet sounds. Headphones are provided to minimize these effects. Some participants experience discomfort or claustrophobia because the space in the scanner is quite confined. It is important to realise that if you agree to take part in the study, but experience discomfort in the scanner, you can easily withdraw by pushing the alarm button in the MRI machine at any time. 

Exclusion from participation: You cannot take part in this study if any of the following are true:
General exclusion criteria:
· You have an I.Q. less than 80
· You have a syndrome such as Fragile X syndrome, Tuberous Sclerosis.
· You have a neurological impairments (e.g. Epilepsy, Tourettes Syndrome) 
· You have a significant motor or sensory impairments (i.e. blindness, deafness)

· You have experienced seizures

· You have an active psychotic disorder

· You are currently using the following types of medication; sedatives, hypnotics, antipsychotics or steroids

· You have cardiovascular diseases

· You have an unstable medical condition

· You are left handed

MRI exclusion criteria: 

· You wear dental braces

· You suffer from claustrophobia

· You have a cardiac pacemaker

· You have had a metallic implant within the last 6 months

· You have a metallic clip (i.e., an aneurysm clip in the brain)

· You have a metallic implant in head or upper torso

· You have large tattoos, especially on neck, head or upper torso areas

· You have a body piercing that cannot be removed

· You have worked in the steel industry and have come into contact with the raw materials during the metal processing/manufacturing 

· You have had metal removed from the eye(s)

· You have had shrapnel, bullets, or buckshot in body

· You have permanent makeup

· You have a history of substance abuse

· You have a cardiovascular disease
· You are affected by sickle cell anaemia.

Control Participants:

· There is a concern that you may have ASD.

· You have a first degree relative who has been diagnosed with ASD.

· You have a learning difficulty.

· You have significant behavioural problems.
If you have any doubts or concerns about whether you meet any of the above exclusion criteria, please do not hesitate to contact me to clarify whether you are eligible to participate.
Confidentiality: If you agree to take part in this study your identity will remain confidential. Your data will be stored anonymously using numerical ID. Identifying information such as name and address will be known only to the researchers, will not be disclosed to any third parties and will not be published. 
Compensation: Participation in this study is covered by an approved policy of insurance in the name of Trinity College Dublin.
Voluntary Participation: Please be aware that if you volunteer to participate in this study you may withdraw participation at any time. Your data can be removed from the database if you decide to withdraw from the study. Declining to take part in this study or withdrawing participation will not impact on the services that you may be receiving.
Permission: This study has been approved by the SJH /AMNCH Research Ethics Committee and the Linn Dara Ethics Committee.
G.P Notification: Although this examination is not used for purposes of diagnosis, it is important to know that the equipment we use has the potential to highlight morpho-structural alterations. In the rare case that we should detect such neurological abnormalities we will contact your General Practitioner who will be able to refer you to an appropriate consultant. If you decide to take part in the study you will be asked to provide the name and contact details of your General Practitioner in case of any incidental findings.
Important Note for Control Participants: Parents of all participants will be asked to complete a form that assesses social abilities among young people. This is not a diagnostic assessment of ASD, however the scores on this form have the potential to highlight the type of social difficulties that characterise ASD. If such difficulties are detected we shall inform you and appropriate advice regarding onward evaluation will be provided. 
Expenses: Any expenses that you incur during your participation in this study (e.g. travel expenses) will be fully reimbursed to you. 

Further information: You can get more information or answers to your questions about the study from Ms Sonja Delmonte, Dept of Psychiatry, TCD. Email: sdelmont@tcd.ie, Telephone: 01-896 24 64 or 085-7294317. Address, Trinity Centre, St. James’s Hospital, Dublin 8.
