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Part 1
What does my participation involve?

1
Introduction
You are invited to take part in this research project, [OSAP (Obstructive Sleep Apnea in Pregnancy)-A pilot study to assess the impact of obstructive sleep apnea and treatment with continuous positive airway pressure (CPAP) therapy on maternal blood pressure and placental blood flow in severely obese obstetric patients]. This is because you have been referred to the high risk antenatal clinic on the basis of your early pregnancy weight.  By carrying extra body weight, you are at increased risk of some health conditions including obstructive sleep apnea, gestational diabetes and gestational hypertension.  The research project is aiming to determine how common obstructive sleep apnea is in pregnant women who are obese and whether treatment of obstructive sleep apnea changes blood pressure control and/or the blood supply to the developing baby.
This Participant Information Sheet/Consent Form tells you about the research project. It explains the tests and research involved. Knowing what is involved will help you decide if you want to take part in the research.
Please read this information carefully. Ask questions about anything that you don’t understand or want to know more about. Before deciding whether or not to take part, you might want to talk about it with a relative, friend or local doctor.
Participation in this research is voluntary. If you don’t wish to take part, you don’t have to. You will receive the best possible care whether or not you take part.

If you decide you want to take part in the research project, you will be asked to sign the consent section. By signing it you are telling us that you:
• Understand what you have read
• Consent to take part in the research project
• Consent to the tests and research that are described
• Consent to the use of your personal and health information as described.

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?
The purpose of the study is to look for the presence of a common sleep disorder, obstructive sleep apnoea (OSA) in pregnancy.  There have been a number of studies that have shown increased risk of pregnancy related complications such as gestational diabetes, gestational hypertension, pre-eclampsia, and preterm delivery in women who have obstructive sleep apnoea. It is unknown if treatment of OSA will reduce these pregnancy related complications.  OSA has also been associated with possible effects to the foetus including reduced foetal movements, reduced birth weight and increased risk of admission to the neonatal intensive care unit.  In several studies, the frequency of OSA in pregnant women has been reported to be 3%-52% depending on the population being studied.  There have not been any studies that look at OSA and treatment with continuous positive airway pressure (CPAP) during the course of pregnancy; however CPAP therapy has been shown to be safe in pregnancy for both the mother and the foetus.

The aim of this study is to determine the frequency of obstructive sleep apnoea in pregnant women who are obese, to offer treatment with CPAP to those women who are diagnosed with OSA and to follow them during their pregnancy with regular check-ups.   We would also follow women who do not have OSA to act as a ‘control’ group for the same duration. In addition to the usual care you would receive during your pregnancy, by enrolling in this study, you would consent to undergo an additional 10 minutes of ultrasound assessment during your regular 28, 32 and 36 week scans to measure blood flow through the placenta and also special measurements of foetal growth.  You will also be asked to complete questionnaires about your health during the study. These take approximately 20 minutes to complete.
This study will help to determine if CPAP therapy has an effect on maternal blood pressure control during pregnancy and whether treatment of OSA with CPAP therapy improves outcomes for both the mother and the foetus.

The results of this research will be used by the study doctor Dr Sarah Newhouse to obtain a certification as a Sleep Medicine Specialist and has been initiated by Dr Sarah Newhouse.
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What does participation in this research involve?
After a discussion and information regarding the project, you will be asked to sign a written consent form.  By participating in this research, you will be asked to complete several questionnaires at the beginning of the study and throughout the study to collect information about your general physical and mental health which are routinely used for assessment of patients with obstructive sleep apnea.  There are no established screening tools or questionnaires for OSA that are validated in pregnancy.  These questionnaires assess your quality of life, sleep and general physical health.  As part of the study, we will also collect information about your medical conditions and which medications you are taking.  The questionnaires take approximately 15 minutes to complete and can be done whilst you are in the outpatient waiting room.  In addition to this, a specific questionnaire called the “Sleep Apnea Quality of Life Assessment” will be done with one of the study team which takes 10 minutes. 
You will be referred to have a home based sleep study which involves coming to the sleep outpatient clinic.  You will be asked to complete a sleep diary for the week prior to your sleep study and return to the clinic to collect the sleep study device (see photo below). You will be given instructions on how to apply the device which will record your brain wave activity, oxygen levels and sleep during the night. This takes about 20 minutes to collect and apply.  The following morning, you will be required to bring this back to the sleep laboratory.  
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Home Sleep Study Device
Following the sleep study, you will be reviewed by the sleep medicine specialists to find out the results of the sleep study. This will be done within one week of your sleep study.  If the sleep study shows that you have moderate or severe OSA, you will be required to notify the motor licensing authority which is South Australian law. You will be offered treatment with CPAP, a device that delivers air to the upper airway via a mask that fits over your nose and/or mouth.  You will be followed regularly during your pregnancy to ensure you are tolerating CPAP treatment.  If you do not have OSA, you will still be followed for the duration of your pregnancy to act as a ‘control’ group for the study to determine which possible effects are due to OSA and which are due to other medical conditions.  If you are diagnosed with OSA and are unable to tolerate CPAP treatment, there are other options for treatment and you will still be followed up during your pregnancy.  In some women, OSA may be related to the weight changes during pregnancy and all participants who are diagnosed with OSA during pregnancy will be followed up in the sleep clinic and offered a laboratory sleep study to confirm that OSA is still present 6months following delivery.
As part of your consent, unless you chose to decline to participate in this portion of the study, we will collect a sample of umbilical cord blood at the time of delivery to measure foetal blood levels of markers of low oxygen and foetal stress during pregnancy.  We will also examine the placenta following delivery for any signs of damage to the blood vessels. 
The research will be monitored by the local Health Research Ethics committee and by the study investigators with regular meetings to determine if there are any unexpected side effects to the treatment.  

This study will not change the way in which you are managed during your pregnancy, all treatments and procedures are part of routine clinical care aside from the questionnaires and the extra portion of the ultrasound which is part of your regular 28, 32 and 36 week scans.

If you are required to attend the hospital for additional study related visits which are outside of your regular medical and antenatal care, you will be provided with reasonable travel costs to attend.  Participants will also be provided with reasonable travel costs to pick up/return study equipment and to attend any study related appointments if required.

This research project has been designed to make sure the researchers interpret the results in a fair and appropriate way and avoids study doctors or participants jumping to conclusions.  
If you decide to participate in this research project, the study doctor will inform your local doctor.
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What do I have to do?
By consenting to participate in this study, you consent to complete questionnaires regarding your health information and quality of life.  In addition, you will be asked to complete a home sleep study and sleep diary and be reviewed in the sleep clinic following these investigations.  All other aspects of your care will be standard routine care as part of your pregnancy.  If you are prescribed CPAP therapy, by participating in this study, you consent to a trial of this machine to help support your upper airway during sleep. By consenting to enrol in this study, you consent to your health information being collected in a de-identified manner.
5
Other relevant information about the research project

This study aims to recruit 35 women with OSA who are diagnosed during pregnancy.  In addition to this, approximately 35 further women who do not have OSA on a sleep study will be followed during pregnancy. This is a prospective study of a group of pregnant women who are at increased risk of OSA due to their weight.  If OSA is present, CPAP therapy will be offered to everyone, however not all women may tolerate this treatment.  Those women with OSA who are not able to tolerate or decline CPAP therapy will also be followed during pregnancy.  This is a pilot study to determine if OSA and its treatment have an effect on maternal blood pressure and placental/fetal vascular health.  There are no studies of this nature published to date.  This project involves collaboration from the Obstetrics and Gynecology/Maternal Fetal Medicine unit and Respiratory and Sleep Services at Flinders Medical Centre.
6
Do I have to take part in this research project?

Participation in any research project is voluntary. If you do not wish to take part, you do not have to. If you decide to take part and later change your mind, you are free to withdraw from the project at any stage.
If you do decide to take part, you will be given this Participant Information and Consent Form to sign and you will be given a copy to keep.
Your decision whether to take part or not to take part, or to take part and then withdraw, will not affect your routine treatment, your relationship with those treating you or your relationship with Flinders Medical Centre.
7
What are the alternatives to participation? 

You do not have to take part in this research project to receive treatment at this hospital.  Other options are available; Your study doctor will discuss these options with you before you decide whether or not to take part in this research project.  You can also discuss the options with your local doctor.  If you are concerned that you may have OSA but don’t wish to participate in the study, you can still be investigated and treated for this condition with a referral to the sleep medicine clinic.
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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 reduced sleepiness during the day if you are found to have OSA and are able to tolerate CPAP therapy. Given the large number of studies which demonstrate that OSA has an increased risk of adverse pregnancy outcomes for both the mother and the fetus, it is possible that some of these risks may be reduced by treating OSA, however this is unknown.  By participating in this study, you may contribute to further knowledge regarding the effects of OSA in pregnancy.
9
What are the possible risks and disadvantages of taking part?
While this research does not involve any interventional treatment, you may be receiving medical treatments that 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 study doctor. Your study doctor will also be looking out for side effects.
There may be side effects that the researchers do not expect or do not know about and that may be serious. Tell your study doctor immediately about any new or unusual symptoms.
Many side effects go away shortly after treatment ends. However, sometimes side effects can be serious, long lasting or permanent. If a severe side effect or reaction occurs, your doctor may need to stop your treatment. Your doctor should discuss the best way of managing any side effects with you.

	Side Effect
	How often is it likely to occur?
	How severe might it be?
	How long might it last?

	Nasal congestion/ Blocked nose
	Possible
	Mild to moderate
	Usually resolves with nasal decongestant (safe in pregnancy) and ongoing CPAP usage

	Reflux or indigestion
	Possible
	Mild to moderate
	Usually resolves with ongoing CPAP usage

	Discomfort from the mask
	Possible
	Mild to moderate
	Will resolve with correct mask fit


By participating in this research project, you may be diagnosed with obstructive sleep apnoea.  This is a health condition which can affect your ability to operate a motor vehicle with an increased risk of motor vehicle accidents if untreated.  As part of South Australian law, you are required to notify the motor vehicle licensing authority if you are diagnosed with severe OSA.  If you are sleepy and have moderate to severe OSA, you will need to use CPAP therapy and regular sleep clinic reviews in order to continue to hold a valid licence.  There may be circumstances where the treating clinician is required by law to notify the motor vehicle licensing authorities of medical conditions such as sleep apnea.
You will be provided with an autotitrating CPAP machine from a private provider at no cost to you for the duration of the study period (up until 6 months following delivery).  An autotitrating CPAP machine automatically detects the pressure required to control your OSA.  If you consent to start on CPAP treatment, you will be required to sign a contract with the private provider and will need to return the machine if you are not able to tolerate this treatment.  You will be provided with support from the private provider and with the sleep outpatient service to help you with the CPAP treatment.  At the end of the study, should you need to continue on CPAP treatment, you will be able to purchase the machine at a discounted rate (roughly $1200 compared with a new autotitrating CPAP machine cost of a maximum of ~$3000. Further information regarding the cost associated with treatment can be discussed with your treating clinician). Various options for participants with financial hardship may be made available in consultation with the CPAP provider in order to support you on treatment.  If you hold a health care card, you will be supplied with a government funded CPAP machine should you require ongoing treatment with CPAP. If you have private health insurance, depending on your level of extras cover, you may claim a portion of the cost of the CPAP machine. It is important to remember that for the duration of the study, you will receive treatment at no cost to you.  There are a number of options for treatment of OSA which can be considered when you are no longer pregnant and will be discussed with you during your sleep medicine clinic appointments.  
If you become upset or distressed as a result of your participation in the research, the study doctor will be able to arrange for counselling or other appropriate support. Any counselling or support will be provided by qualified staff members who are not members of the research project team. This counselling will be provided free of charge. 
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What will happen to my test samples?
Foetal cord blood samples collected at the time of delivery will be tested for markers of foetal hypoxia (low oxygen levels) in a laboratory. These tests will be performed by SA pathology and will be available on your health record.  The placenta will be sent for review by an expert pathologist to look for evidence of vascular injury and also tests for low oxygen levels within the placenta.  These are not genetic tests and all results will be available on your health record.  Once these tests have been performed, the tissue and foetal cord blood samples will be stored as per routine clinical practice.  

By signing the consent form, you provide consent for the collection of your blood and/or tissue during the research project.
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What if new information arises during this research project?
Sometimes during the course of a research project, new information becomes available about the treatment that is being studied. If this happens, your study doctor will tell you about it and discuss with you whether you want to continue in the research project. If you decide to withdraw, your study doctor will make arrangements for your regular health care to continue. If you decide to continue in the research project you will be asked to sign an updated consent form.
Also, on receiving new information, your study doctor might consider it to be in your best interests to withdraw you from the research project. If this happens, he/ she will explain the reasons and arrange for your regular health care to continue.
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Can I have other treatments during this research project?
Whilst you are participating in this research project, you may not be able to take some or all of the medications or treatments you have been taking for your condition or for other reasons due to your pregnancy, not your participation in the research project itself. It is important to tell your study doctor and the study staff about any treatments or medications you may be taking, including over-the-counter medications, vitamins or herbal remedies, acupuncture or other alternative treatments. You should also tell your study doctor about any changes to these during your participation in the research project. Your study doctor should also explain to you which treatments or medications need to be stopped for the time you are involved in the research project.
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What if I withdraw from this research project?

If you decide to withdraw from this research project, please notify a member of the research team before you withdraw. A member of the research team will inform you if there are any special requirements linked to withdrawing. 

If you do withdraw your consent during the research project, the study doctor and relevant study staff will not collect additional personal information from you, although personal information already collected will be retained to ensure that the results of the research project can be measured properly and to comply with law. You should be aware that data collected up to the time you withdraw will form part of the research project results.  If you do not want them to do this, you must tell them before you join the research project.
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What happens when the research project ends?

When the research project ends, if you are diagnosed with OSA during the project, you will continue to have regular reviews in the sleep clinic as per routine clinical care.  If you are unable to tolerate CPAP therapy, there are a number of other treatments available for OSA including surgery, weight reduction, and a mandibular advancement splint which can be discussed after you are no longer pregnant.
At the end of the project, you will be given a written summary of the study results in the mail.
Part 2
How is the research project being conducted
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What will happen to information about me?
By signing the consent form you consent to the study doctor and relevant research staff collecting and using personal information about you for the research project. Any information obtained in connection with this research project that can identify you will remain confidential. Your information will be coded into a study database which will only be accessed by the study investigators.  This database will be password protected and will be stored securely.  Your information will only be used for the purpose of this research project and it will only be disclosed with your permission, except as required by law.  If you require treatment with CPAP therapy, information about your CPAP treatment will be collected in a secure online database to ensure that you are being adequately treated.  The sponsor will have access only the CPAP therapy information in order to support you with your treatment and assist your treating doctors with your therapy.  You will sign a separate agreement with the sponsor regarding this.  A copy of this can be provided to you at your request.
Information about you may be obtained from your health records held at this and other health services for the purpose of this research. By signing the consent form you agree to the research team accessing health records if they are relevant to your participation in this research project.

Your health records and any information obtained during the research project are subject to inspection for the purpose of verifying the procedures and the data.  This review may be done by the institution relevant to this Participant Information Sheet, Flinders Medical Centre, or as required by law. By signing the Consent Form, you authorise release of, or access to, this confidential information to the relevant research personnel and regulatory authorities as noted above. 
It is anticipated that the results of this research project will be published and/or presented in a variety of forums. In any publication and/or presentation, information will be provided in such a way that you cannot be identified, except with your permission.
Information about your participation in this research project may be recorded in your health records.

In accordance with relevant Australian and/or South Australian privacy and other relevant laws, you have the right to request access to the information collected and stored by the research team about you. You also have the right to request that any information with which you disagree be corrected. Please contact the research team member named at the end of this document if you would like to access your information.
Any information obtained for the purpose of this research project that can identify you will be treated as confidential and securely stored.  It will be disclosed only with your permission, or as required by law.
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Complaints and compensation
If you suffer any injuries or complications as a result of this research project, you should contact the study team as soon as possible and you will be assisted with arranging appropriate medical treatment. If you are eligible for Medicare, you can receive any medical treatment required to treat the injury or complication, free of charge, as a public patient in any Australian public hospital.
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Who is organising and funding the research?
This research project is being conducted by Dr Sarah Newhouse.  The Sleep Easy centres are providing autotitrating CPAP machines to participants at no cost for the duration of the study period.
19
Who has reviewed the research project?

All research in Australia involving humans is reviewed by an independent group of people called a Human Research Ethics Committee (HREC).  The ethical aspects of this research project have been approved by the HREC of Flinders Medical Centre, Southern Adelaide Local Health Network.
This project will be carried out according to the National Statement on Ethical Conduct in Human Research (2007). This statement has been developed to protect the interests of people who agree to participate in human research studies.
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Further information and who to contact
The person you may need to contact will depend on the nature of your query. 
If you want any further information concerning this project or if you have any medical problems which may be related to your involvement in the project (for example, any side effects), you can contact the principal study doctor on 8204-5511 or any of the following people:

Clinical contact person

	Name
	Dr Sarah Newhouse

	Position
	Sleep Medicine Fellow

	Telephone
	08 8204-5511

	Email
	sarah.newhouse@sa.gov.au


For matters relating to research at the site at which you are participating, the details of the local site complaints person are:
Complaints contact person

	Name
	Paula Davies

	Position
	Assistant Director, Office for Research

	Telephone
	8204 6453

	Email
	health.SALHNOfficeforResearch@sa.gov.au


If you have any complaints about any aspect of the project, the way it is being conducted or any questions about being a research participant in general, then you may contact:.
	Reviewing HREC name
	Southern Adelaide Clinical HREC

	HREC Executive Officer
	Executive Officer

	Telephone
	8204 6453

	Email
	health.SALHNOfficeforResearch@sa.gov.au


Reviewing HREC approving this research and HREC Executive Officer details
Local HREC Office contact (Single Site -Research Governance Officer)
	Name
	Paula Davies

	Position
	Research Governance Officer

	Telephone
	8204 6453

	Email
	health.SALHNOfficeforResearch@sa.gov.au


Consent Form - Adult providing own consent
	Title
	OSAP (Obstructive Sleep Apnea in Pregnancy)-A pilot study to assess the impact of obstructive sleep apnea and treatment with continuous positive airways pressure (CPAP) therapy on maternal blood pressure and placental blood flow in severely obese obstetric patients

	Short Title
	OSAP

	Protocol Number
	28.18

	Project Sponsor
	Phillips Respironics

	Coordinating Principal Investigator/

Principal Investigator
	Dr Sarah Newhouse
Dr Vinod Aiyappan

	Associate Investigator(s)

	Associate Professor Rosalie Grivell
Professor Peter Catcheside
Professor Yee Khong

Katherine Bassett

	Location 
	Flinders Medical Centre


Declaration by Participant

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

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 project without affecting my future health care.
I understand that I will be given a signed copy of this document to keep.
By signing this form, I consent to collection of fetal cord blood and pathological examination of the placenta after birth for the purposes of this study._________INITIALS
I understand that, if I decide to discontinue the research project treatment, I may be asked to attend follow-up visits to allow collection of information regarding my health status.  Alternatively, a member of the research team may request my permission to obtain access to my medical records for collection of follow-up information for the purposes of research and analysis.
	

	
	Name of Participant (please print)
	
	
	
	

	

	
	Signature
	
	 Date
	
	

	


	

	
	Name of Witness* to Participant’s Signature (please print)
	
	

	

	
	Signature
	
	 Date
	
	

	


* Witness is not to be the investigator, a member of the study team or their delegate.  In the event that an interpreter is used, the interpreter may not act as a witness to the consent process.  Witness must be 18 years or older.
Declaration by Study Doctor/Senior Researcher†

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 Study Doctor/

Senior Researcher† (please print)
	
	

	
	

	
	Signature
	
	 Date
	
	

	


† A senior member of the research team must provide the explanation of, and information concerning, the research project. 
Note: All parties signing the consent section must date their own signature.

Form for Withdrawal of Participation - Adult providing own consent
	Title
	OSAP (Obstructive Sleep Apnea in Pregnancy)-A pilot study to assess the impact of obstructive sleep apnea and treatment with CPAP therapy on maternal blood pressure and placental blood flow in severely obese obstetric patients

	Short Title
	OSAP

	Protocol Number
	28.18

	Project Sponsor
	Phillips Respironics

	Coordinating Principal Investigator/

Principal Investigator
	Dr Sarah Newhouse

Dr Vinod Aiyappan

	Associate Investigator(s)

	Associate Professor Rosalie Grivell

Professor Peter Catcheside

Professor Yee Khong

Katherine Bassett

	Location 
	Flinders Medical Centre


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 Flinders Medical Centre.
	

	
	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.
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