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Participant Information Sheet
	Exploring treatment options for Obstructive Sleep Apnoea in people with Psychosis



	Study 3: Trial of Mandibular Advancement Splint Treatment for Obstructive Sleep Apnoea

	Coordinating Principal Investigator

Prof. Flavie Waters

Flavie.Waters@health.wa.edu.au
	Principal Investigator

Jamilla Giles

Jamilla.giles@research.uwa.edu.au

	Associate Investigators:

Prof. Romola Bucks, & Dr. Ivan Ling




Thank you for considering taking part in this study. You are invited to take part in this research project because you have been given a diagnosis of Obstructive Sleep Apnoea. To be eligible for this study, you must have completed a polysomnography test confirming your Obstructive Sleep Apnoea diagnosis and been prescribed a Mandibular Advancement Splint (MAS). This research project is testing how useful and tolerable MAS treatment is for people with psychosis.
Participation in this research is voluntary. If you don’t wish to take part, you don’t have to. If you decide to take part and later change your mind, you are free to withdraw from the project at any stage. Your decision whether to take part or not will not affect your routine care, your relationship with staff or North Metropolitan Health Services. If you decide you want to take part in the research project, you will be asked to sign the consent section. You will be given a copy of this Participant Information and Consent Form to keep.
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What is the purpose of this research?
This research has three main purposes, and will measure:

1) how effective MAS is as a treatment for Obstructive Sleep Apnoea, 

2) how tolerable the treatment is and how that affects how much you use the treatment.
3) how much the treatment benefits your symptoms, quality of life and mental functions.
This project aims to listen to your experiences before, during and after MAS treatment for Obstructive Sleep Apnoea. The results of this study can help inform future clinical research and practice and will be collected and used by the Principal Investigator Jamilla Giles to obtain a Doctor of Philosophy (PhD) degree from the School of Psychology at the University of Western Australia.
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What does participation in this research involve?
This study will involve four face-to-face visits over the course of 16 weeks with Jamilla (Principal Investigator) where you will be asked to complete some questionnaires, some brief tasks of mental functions, and one interview (max 45 minutes).  The face to face visits will be conducted at a North Metropolitan Health Service Mental Health Site near you.  
During the first 12 weeks, four check-ups will be conducted, either over the telephone or through an online survey link sent by text message. 

We would like you to also complete 3 overnight sleep studies using a portable sleep device called the ApneaLinkTM at the beginning, end of 12 weeks, and after 1 month follow-up.  This is optional.  ApneaLinkTM is a portable and more simplistic version of a clinical sleep study device, designed to measure sleep quality. It consists of multiple leads that wrap around the chest and head, along with nasal prongs. We will collect the device and download the recorded data the following day after you have slept with the equipment on. You will be set up with the equipment by Jamilla during the face-to-face visits in week 3, 12 and 16 if it’s an appropriate time (evening), or, instructed how to place the equipment on yourself at home before going to bed and turning on the device.
A basic timeline of the study:

· Visit 1 – Provide informed consent and receive OSA psychoeducation (week 1)

· Visit 2 – Complete first series of questionnaires. Take home equipment to perform sleep study at home. Start treatment trial. (week 3)

· Visit 3 – Finish treatment trial. Complete second series of questionnaires. Complete post-treatment interview. Take home equipment to perform sleep study at home. (week 12)

· Visit 4 – Complete last series of questionnaires and take-home equipment to perform sleep study. (week 16)
If you are eligible for MAS treatment, Jamilla will arrange for you to be sent to Absolute Dental to be treated and fitted with your device by Dr Pantin. We will cover the costs of the treatment device, the fitting and follow-up visit. Note that the principal investigator Jamilla will not be providing you with medical care or monitoring your treatment. This is to be completed through your sleep physician and dentist who prescribed MAS for you. 

MAS treatment is approved in Australia to treat Obstructive Sleep Apnoea. To make sure that the MAS device is working, your sleep physician will collect measures of snoring, hours of usage per night/week/month, and Obstructive Sleep Apnoea severity. This data will be collected by your sleep physician as part of routine treatment however, we will also have access to this data with your consent, to measure how effective treatment is and how much the device gets used.  
There are no additional costs associated with participating in this research project, nor will you be paid. All tests required as part of the research project will be provided to you free of charge.
You will be reimbursed for any reasonable travel, parking, meals and other expenses associated with the research project. For each face to face visit you will be reimbursed $20 per session, and, for each ApneaLinkTM overnight study that you complete you will be reimbursed $20. A maximum reimbursement amount for participation in this study is $140. 
If you decide to participate in this research project, we will inform your local doctor/psychiatrist.
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What are the possible benefits of taking part?
We cannot guarantee or promise that you will receive any benefits from this research; however, possible benefits may include:

· improved sleep, 

· feeling less tired during the day, 

· being able to think more clearly, 

· focus and concentrate more, 

· less severity of psychotic symptoms and,

· improved quality of life.
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What are the possible risks and disadvantages of taking part?

Medical treatments often cause side effects. You may have none, some or all of the effects listed below, and they may be mild, moderate or severe. If you have any of these side effects, or are worried about them, talk with your sleep doctor. Both your sleep doctor and the research team will be looking out for side effects and will be contacting you regularly to check in with how you’re going with treatment.
Side-effects that are common for MAS treatment include:

· aching teeth
· aching jaw
· dry throat
· headaches
· blocked or runny nose

· ulcers

· increased awakenings and/or, 

· problems exhaling

In the unlikely event that these affect your mental health, we would alert the sleep physician to immediately stop MAS treatment and inform your case worker and/or psychiatrist and/or GP. 

If you become upset or distressed as a result of your participation in the research, we will be able to arrange for counselling or other appropriate support. Any counselling or support will be provided by qualified staff who are not members of the research project team. This counselling will be provided free of charge. 
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Can I have other treatments during this research project?

It’s important to tell us about any changes to treatments or medications you may be taking, during your participation in the research project. Your sleep physician will explain to you which treatments or medications need to be stopped during the time you are involved in treatment.
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What if I withdraw from this research project?

If you decide to withdraw from the project, please notify a member of the research team before you withdraw. If you withdraw your consent during the research project, we will not collect additional personal information from you, although you should be aware that data collected to the time you withdraw will form part of the research project results.  If you do not want this, you must tell us before you join the research project.
In the event that you withdraw from the study or stop treatment earlier than prescribed, you will be asked to voluntarily complete the outcome measures for a final time. If you do not wish to complete any or all of these measures, please let us know and we will provide you with a withdrawal of participation form.
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What happens when the research project ends?

After the research project ends, you are able to keep the MAS device for long-term use. You can also discuss long term treatment options with your sleep physician. 
The results of this research may be published or presented in a variety of forums but no identifying information will be contained. If you would like to know about the findings of this research, we can send you a summary of findings via email or post after the research project ends. 
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What will happen to information about me?
By signing the consent form you consent to us collecting and using personal information about you for the research project. Any information obtained in this research project that can identify you will remain confidential and secure either stored in a locked filing cabinet, or on a password-protected hard-drive at the University of Western Australia and the Clinical Research Centre (North Metro Mental Health Service). Your information will be disclosed only with your permission, or as required by law. 
All of your information will be de-identified and you will be given a participant code to identify your data. If you do participate, and then change your mind, we will ask for your permission to use the information already collected. If you do not agree, we will remove your information from our dataset. 

Information about you may be obtained from your health records such as diagnosis of mental illness, current medications and previous contact with health services. Information held at your sleep clinic such as your sleep study results, sleep disorder diagnosis and treatment sleep data will also be obtained for the purpose of this research. By signing the consent form you agree to us accessing health records if they are relevant to your participation in this research project.
You have the right to request access to your information collected and stored by the research team and to request that any information with which you disagree be corrected. Please contact Jamilla if you would like to access your information.
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Complaints and compensation
If you suffer any injuries or complications as a result of this research project, you should contact us as soon as possible and you will be assisted with arranging appropriate medical treatment. 
13
Further information and who to contact
If you want any further information concerning this project or if you have any problems which may be related to your involvement in the project (for example, any side effects), you can contact Jamilla Giles or Flavie Waters (contact details on the first page). We would be happy to discuss the study with you. You can also contact your case worker, or your sleep physician. 
Thank you for your consideration of this study! (
“Approval to conduct this research has been provided by the Human Research Ethics Committees of the North Metropolitan Mental Health Service Research Ethics and Governance Office (NHMS MH REGO) in accordance with their ethics review and approval procedures. Any person considering participation in this research project, or agreeing to participate, may raise any questions or issues with the researchers at any time. In addition, any person not satisfied with the response of researchers may raise ethics issues or concerns, and may make any complaints about this research project by contacting the NMHS MH REGO Executive Officer on (08) 9347 6502 or NMAHSMHREGO@health.wa.gov.au. All research participants are entitled to retain a copy of any Participant Information Form and/or Participant Consent Form relating to this research project.”
Consent Form
	Exploring Treatment Options for Obstructive Sleep Apnoea in People with Psychosis

Study 3: Clinical Trial of MAS Treatment for Obstructive Sleep Apnoea

	Principal Investigator
Jamilla Giles – Jamilla.giles@research.uwa.edu.au


Declaration by Participant

I have read the Participant Information Sheet or someone has read it to me and explained it in a way I understand.
I understand the purposes, procedures and risks of the research described in the project.

I give permission to the researchers to access information concerning my disease and treatment from my health records held by North Metropolitan Health Services, my doctors, other health professionals or hospitals, for the purposes of this project. I understand that such information will remain confidential. 
I agree for the researchers to collect data from my sleep physician and/or dentist about my sleep and MAS device use
I have had an opportunity to ask questions and I am satisfied with the answers I have received.

I freely agree to participate in this research project as described and understand that I am free to withdraw at any time during the study without affecting my future health care. 
I understand that, if I decide to discontinue the study treatment, I may be asked to attend follow-up visits to allow collection of information regarding my health status.  

I understand that I will be given a signed copy of this document to keep.
	

	
	Name of Participant (please print)
	
	
	
	

	

	
	Signature
	
	 Date
	
	

	


Declaration by Principal Investigator
I have given a verbal explanation of the research project, its procedures and risks and I believe that the participant has understood that explanation.
	

	
	Name of Principal Investigator (please print)
	
	

	
	

	
	Signature
	
	 Date
	
	

	


Note: All parties signing the consent section must date their own signature.
“Approval to conduct this research has been provided by the Human Research Ethics Committees of the North Metropolitan Mental Health Service Research Ethics and Governance Office (NHMS MH REGO) in accordance with their ethics review and approval procedures. Any person considering participation in this research project, or agreeing to participate, may raise any questions or issues with the researchers at any time. In addition, any person not satisfied with the response of researchers may raise ethics issues or concerns, and may make any complaints about this research project by contacting the NMHS MH REGO Executive Officer on (08) 9347 6502 or NMAHSMHREGO@health.wa.gov.au. All research participants are entitled to retain a copy of any Participant Information Form and/or Participant Consent Form relating to this research project.”

Form for Withdrawal of Participation 
	Exploring Treatment Options for Obstructive Sleep Apnoea in People with Psychosis

Study 3: Clinical Trial of MAS Treatment for Obstructive Sleep Apnoea

	Principal Investigator
Jamilla Giles – Jamilla.giles@research.uwa.edu.au


Declaration by Participant

I wish to withdraw from participation in the above research project and understand that such withdrawal will not affect my routine treatment, my relationship with those treating me or my relationship with North Metropolitan Health Service, including North Metropolitan Health Service Mental Health.
	

	
	Name of Participant (please print)
	
	
	
	

	

	
	Signature
	
	 Date
	
	

	


In the event that the participant’s decision to withdraw is communicated verbally, the Study Doctor/Senior Researcher will need to provide a description of the circumstances below.
	


Declaration by Study Doctor/Senior Researcher†

I have given a verbal explanation of the implications of withdrawal from the research project and I believe that the participant has understood that explanation.
	

	
	Name of Study Doctor/

Senior Researcher† (please print)
	
	

	
	

	
	Signature
	
	 Date
	
	

	


† A senior member of the research team must provide the explanation of and information concerning withdrawal from the research project. 

Note: All parties signing the consent section must date their own signature.
“Approval to conduct this research has been provided by the Human Research Ethics Committees of the North Metropolitan Mental Health Service Research Ethics and Governance Office (NHMS MH REGO) in accordance with their ethics review and approval procedures. Any person considering participation in this research project, or agreeing to participate, may raise any questions or issues with the researchers at any time. In addition, any person not satisfied with the response of researchers may raise ethics issues or concerns, and may make any complaints about this research project by contacting the NMHS MH REGO Executive Officer on (08) 9347 6502 or NMAHSMHREGO@health.wa.gov.au. All research participants are entitled to retain a copy of any Participant Information Form and/or Participant Consent Form relating to this research project.”
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