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	Children and adolescents (8-12 YEARS)
 PARTICIPANT INFORMATION STATEMENT 

	STUDY TITLE: The Mindgardens Functional Neurological Symptom Disorders (FND) Tic Program
Professor Valsamma Eapen
Chief Investigator


		
1.  What is the research study about?
Your child is invited to take part in this research study which aims to explore the benefits and challenges associated with setting up a new Mindgardens Functional Neurological Symptoms Disorders (FND) Tic program for children and adolescents aged 8-12 years who have been diagnosed with Tourette syndrome (sometimes called Tourette disorder) or motor or vocal Tic Disorders.
The research team will store the data collected from your child for this research project for a minimum of 7 years after the completion of the research. The research data will be stored in a secure REDCAP database.

What does this program involve?
The treatment being investigated in this study differs from the standard treatment that your child receives from their treating doctor.

If you agree for your child to participate in this program:
1.   The research team will ask your child to complete a set of questionnaires before the completion of the program (before and after your child’s initial comprehensive assessment) (5 questionnaires will be completed) and on one occasion after your child completes the program (3 months post-assessment, 4 questionnaires will be completed). The questionnaires vary in length and can range in time of completion between 5 and 20 minutes. Your child can always stop a survey and come back to complete it at any stage.
2. The research team will invite your child to participate in 10 group sessions every week with the study psychologist, over a 10-week period after your child’s first initial consultation session. Each session will take approximately 90 minutes.
3. The researchers will access your child’s medical record for the purpose of entering the results of the questionnaires (for the duration of the study only).

2. Who is conducting this research?
The study is being carried out by the following researchers: 
· Professor Valsamma Eapen, Chair of Infant Child and Adolescent Psychiatry, University of New South Wales and is the Chief Investigator of the research study
· Dr Amanda Maxwell, Clinical Psychologist, University of New South Wales
· Dr Adith Mohan, Senior Staff Specialist Neuropsychiatry, Prince of Wales Hospital.

Research Funder: This research is being funded by the Discipline of Psychiatry and Mental Health, University of New South Wales.

3. Appointments
At your child’s initial appointment, further appointments will be scheduled for your child, and these will include a post-initial appointment and a three-month follow-up appointment following on from your child’s first comprehensive assessment. Appointments will be scheduled between 9am to 5pm with the latest appointment starting at 4pm. Parent/carers will be advised that group sessions will take place on Level 3 of the AGSM building at the University of New South Wales. Parents/carers will be notified about the physical location of each session, two weeks before each group session, via text message.




4. Inclusion Criteria
Before you decide to participate in this research study, we need to ensure that it is ok for you to take part. The research study is looking to recruit people who meet the following criteria:
· Participants (like your child) who are aged between 8-12 years
· A referral has been received from your child’s general practitioner (GP) (a Mental Health Care Plan), or your child’s specialist (such as a Pediatrician, Psychiatrist or Neurologist) as participants will not be able to self-refer into the program
· Participants (like your child) who have received a clinical diagnosis of a Tic Disorder 
· Participants (like your child) who are able to attend the program
· Participants (like your child) and parents/carer’s who consent for their child to be referred to the FND Tic program for assessment, and treatment.
· Participants (like your child) who can read, speak and write in English

5. Does my child have to take part in this research study?
Participation in any research study is voluntary. If you do not want your child to take part, your child does not have to. 
If you decide that you would like to have your child, take part in the research study, you will be asked to:
· Read the information carefully with your child (ask questions on behalf of your child if necessary).
· Consent for your child to participate in completing the age-appropriate online questionnaires/surveys.
· Consent for your child to participate in 10-weekly group sessions, with the research study psychologist. These sessions will be scheduled after your child’s initial assessment.


6. What does my child’s participation in this research require, and are there any risks involved?

If your child decides to participate in the research activities, a member of the research team will provide you (parent/caregiver), on behalf of your child, with a unique study number that protects your child’s privacy. To participate in research activities, you will need to tick the box on the consent form which forms part of this study information pack. You (parent/caregiver), on behalf of your child, will be required to sign and date the consent form. You can email the signed and dated consent form to the study psychologist (details are provided at the end of this Participation Information form) or provide verbal consent on behalf of your child to the study psychologist prior to the commencement of the individual sessions. Providing verbal consent will be explained to each of the participants and their families prior to engaging in research activities by the study psychologist or a member of the research team.

Online surveys

Your child will be asked to complete online surveys before starting the program as well as on three different occasions (before the child’s initial assessment, after their initial assessment, and three months after the child’s initial assessment).). Each online survey will describe its purpose in detail before attempting to complete it online. Once your child begins the survey you will have indicated that you consent to have your child participate in this research activity as well as consent for your child’s responses in each of the online surveys to be used as part of the research study. This will be explained in writing to you and your child before your child begins each of the online surveys. 


You on behalf of your child will be given a unique identifying study research number, by the study psychologist or a member of the research team, which you or your child will enter when requested on the online survey before you begin. At the time that you, on behalf of your child, receive their unique identifying research number, the study psychologist or member of the research study team will also ask for your email address, on behalf of your child, so that we can email you the links to each of the two online surveys detailed below. If you do not have an email address, the study psychologist or a member of the research team can text your mobile phone number the links to each of the online surveys, which you can use to access the online surveys from your personal computer, on behalf of your child.

Your child can complete all online surveys, on each of the different occasions, or as many as they feel that they would like to complete. Completion of online surveys is optional and voluntary, and your child does not have to complete any of the online surveys listed below. As there is no set time to complete these online surveys, your child can start any of the online surveys and stop at any stage and come back and complete each one at a later stage.

The five online surveys that will be offered are listed below.
· Beliefs about Tics Scale (BTS) questionnaire looks at your child’s relationship with their tic(s).
· Revised Children’s Anxiety and Depression Scale (RCADS) questionnaire explores any anxiety and depression that your child may feel in response to having a tic(s)
· Gilles de la Tourette Syndrome - Quality of Life Scale questionnaire looks at your child’s general wellbeing and how their tic(s) may be causing them problems in their daily life
· Multidimensional Assessment of Introceptive Awareness: Youth (MAIA-Y) questionnaire explores how your child’s tic(s) cause a response in their body
· Tic Motivation and Self Efficacy Questions (FND) questionnaire explore your child’s control over their own tic(s).

If your child participates in any of these Research activities, they will not receive any financial payment.

If your child experiences discomfort or feelings of distress while participating in the research and requires support, your child can stop participating at any time. You can also tell a member of the research team and they will provide you and your child with assistance, if your child is completing an online survey and begins to feel distressed, please feel free to email the Chief Investigator for this research study, Professor Valsamma Eapen, or the research psychologist, Dr Amanda Maxwell, and their details are located at the end of this Participant Information Sheet. The Chief Investigator or study psychologist can discuss your child’s feelings and experiences with you and can arrange for you and your child to speak with a hospital psychologist, which will be at no cost to you or your child.

7. What are the possible benefits of participation for my child?
We hope to use the information we get from this research study to benefit other children with a diagnosis of a Tic Disorder.








8. What will happen to the information about my child?
Electronic copies of data from tapes with the use of a Dictaphone (‘sound recordings or ‘audio-recordings’) and paper-based copies of group sessions, will be stored in a locked filing cabinet at the University of New South Wales (UNSW). This office area is not available to the general public and only research staff who have a special pass can gain entry.

The research team will always maintain confidentiality and privacy throughout the research study process. Information will be stored on a password-protected computer, which can only be accessed by the study approved research study team.

Your child’s name will not be identified in any reports that are produced, and your child’s privacy and confidentiality will be maintained at all times. Your child’s research data will only be used in the manner described in this Participant Information Sheet and on the consent form.

The research team will store the data collected from your child for this research project for a minimum of 15 years after the completion of the research. The research data will be stored in a secure REDCAP database.

The information about your child will be stored in a re-identifiable format where any identifiers such as your child’s name, address, and date of birth will be replaced with a unique code.
     
9. How and when will I find out what the results of the research study are?
The research team intend to publish and report the results of the research. All information will be published in a way that will not identify your child. 

If you would like to receive a copy of the results you can let the research team know by inserting your email or mailing address in the consent form. We will only use these details to send you the results of the research.  

10. What if I want to withdraw my child’s participation from the research study?
If you do consent on behalf of your child to participate, you may withdraw your child’s consent at any time. You can do this by having your child close the online survey(s). If you withdraw your child from the research, we will destroy any information that has already been collected on your child.  

The information your child provides is personal information for the purposes of the Privacy and Personal Information Protection Act 1998 (NSW).  You have the right to access personal information held about your child by the University, the right to request correction and amendment of it, and the right to make a complaint about a breach of the Information Protection Principles as contained in the PPIP Act.  Further information on how the University protects personal information is available in the UNSW Privacy Management Plan.


11. What should I do if I have further questions about my child’s involvement in the research study?
The persons you may need to contact will depend on the nature of your query on behalf of your child. If you require further information regarding this study or if you have any problems which may be related to your child’s involvement in the study, you can contact the following member/s of the research team:

 Research Team Contact
	Name
	Professor Valsamma Eapen

	Position
	Chief Investigator for the research study

	Telephone
	02 9616 4205

	Email
	v.eapen@unsw.edu.au

	Name
	Dr Amanda Maxwell

	Position
	Clinical Psychologist for the research study

	Telephone
	

	Email
	Amanda.maxwell@unsw.edu.au



If at any stage during the study, your child becomes distressed or requires additional support from someone not involved in the research please call:

 Contact for feelings of distress
	Name/Organisation
	Beyond Blue

	Brief description of service
	Aims to increase awareness of depression and anxiety and reduce stigma. This service is free.

	Availability
	24 hours/7 days a week

	Telephone
	1300 22 4636



	Name/Organisation
	eheadspace

	Brief description of service
	This service is free online and telephone support and counselling to young people 12 – 25 and their families and friends.

	Availability
	24 hours/7 days a week

	Telephone
	1300 22 4636



	Name/Organisation
	Kids Helpline

	Brief description of service
	A private counselling service specifically for children and young people aged 5-25 years. This service is free of charge.

	Availability
	24 hours/7 days a week

	Telephone
	1800 55 1800



	Name/Organisation
	Lifeline

	Brief description of service
	Provides free crisis counselling, support groups and suicide prevention services

	Availability
	24 hours/7 days a week

	Telephone
	13 11 14



	Name/Organisation
	Suicide Call Back Service

	Brief description of service
	Provides support for individuals feeling suicidal

	Availability
	24 hours/7 days a week

	Telephone
	1300 22 4636


What if I have a complaint or any concerns about my child’s participation in the research study?
If you have a complaint regarding any aspect of the study or the way it is being conducted, please contact the UNSW Human Ethics Coordinator:

  Complaints Contact 
	Position
	Human Research Ethics Coordinator

	Telephone
	+ 61 2 9385 6222

	Email
	humanethics@unsw.edu.au 

	HC Reference Number
	HC220192





Consent Form – Participant providing consent on behalf of a child

Declaration by the parent/carer on behalf of the child

By checking the boxes below, I agree to the following options for my child detailed in this consent form:

· I understand I am being asked to provide consent on behalf of my child to participate in this research study.
· I have read the Participant Information Sheet, or it has been provided to me in a language that I understand. 
· I provide consent for the information collected about my child to be used for the purpose of this research study only.
· I understand that, if necessary, I can ask questions on behalf of me and my child and the research team will respond to my questions.
· I freely agree to have my child participate in this research study as described and understand that I am also free to withdraw my child’s participation in this research study at any time during the study and withdrawal will not affect my child’s relationship with any organisations and/or research team members.

I agree to be contacted by the research team to have my child participate in

For my child to participate in ten group sessions, each session lasting 90 minutes, with the study psychologist and online survey(s) mentioned in this Participant Information Sheet and to receive my child’s unique research study number and survey links to each of the above-mentioned online surveys by a member of the research study team							Yes ☐ No ☐
To be contacted at two further time points by a member of the research study group to discuss my child’s participation in the same online surveys, focus group and interview sessions as mentioned in this Participant Information Sheet								  Yes ☐ No ☐
To be contacted, on behalf of my child to, be contacted about other future research projects Yes ☐ No ☐
Child and Parent’s Name 
	Name of Child Participant
 (please type)
	

	Name of Parent
(Please type)
	

	Signature of Parent
	

	Date
	









· I, on behalf of my child, would like to receive a copy of the study results via email or post. I have provided my details below and ask that they be used for the purpose of this research study only.

Name: _____________________________________ 

Address: ___________________________________

Email Address: ______________________________



Form for Withdrawal of my Child’s Participation


I wish to WITHDRAW my child’s consent to participate in the research proposal described above and understand that such withdrawal WILL NOT affect me or my child’s relationship with The University of New South Wales, or my child’s treating medical team. In withdrawing my child’s consent, I understand that non-identifiable information previously gathered from my child during their participation in online surveys and group or individual sessions will be used as part of the research study, but my child will not be identified in any research publications that may arise from their participation in this research study.
 
 

Child and Parent’s Name 
	Name of Child Participant
 (please type)
	

	Name of Parent
(Please type)
	

	Signature of Parent
	

	Date
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