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Part 1
What does my participation involve?

You are invited to take part in the ESCCaPE Trial to determine the best place for your baby to sleep whilst in hospital. If you decide to participate, you will be randomly allocated to one of three sleeping options for your baby to sleep in either: 

· your bed with the ‘The First Days Pēpi-Pod®’,
· directly adjacent to your bed in ‘The MaBim’ neonatal cot, or
· in a separate bed - the standard hospital neonatal cot. 
1
Introduction
You are invited to take part in this research project because you intend to give birth to a baby at (insert local site here).  The research project is testing two new cots for infant sleeping.  The new cots are ‘The First Days Pēpi-Pod®’ and ‘The MaBim’ neonatal cot.
This Participant Information Sheet and Consent Form tell you about the research project. It explains the intervention 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 your 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 have the intervention/s 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 researchers would like to explore if mothers who sleep closer to their baby have better breastfeeding outcomes, improved satisfaction levels, spend less time in hospital, and express higher rates of bonding and attachment with their baby than babies who are separated from their mother’s beds. Mothers’ awareness of safe sleeping recommendations will also be assessed.
If this pilot trial finds that ‘The First Days Pēpi-Pod®’ and ‘The MaBim’ cot have a positive effect, a larger clinical trial will be undertaken. 

Both cots have been distributed internationally. ‘The First Days Pēpi-Pod®’ has been trialled in 8 maternity hospitals in New Zealand by Change for our Children Ltd.  ‘The MaBim’ cots are primarily distributed through several European countries, including tertiary maternity facilities, by Leura Helpful Design. 
Medications, drugs and devices have to be approved for use by the Australian Federal Government. ‘The First Days Pēpi-Pod®’ and ‘The MaBim’ cot are experimental treatments in this study. This means that these cots are not an approved treatment for infant sleeping in Australia. ‘The First Days Pēpi-Pod®’ did not require approval from the New Zealand Federal Government prior to its use, however the product did gain local hospital quality and safety approval. ‘The MaBim’ cot has the CE marking which reflects that it has met high standards of health and safety in Europe. Neither of these products have been assessed by the Therapeutic Goods Administration (TGA) in Australia for the purposes of this study. This is because the main aim of this study is to assess satisfaction, bonding and attachment, length of stay, breastfeeding rates and use of safe sleeping recommendations, as opposed to product safety in this phase of the research. Adverse events associated with any of the neonatal cots or sleep spaces used in this study will be recorded as part of this pilot study.
This research has been initiated by Professor Jeanine Young and has been funded by The Wishlist Health Foundation. This trial is being co-ordinated by The University of the Sunshine Coast. 
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What does participation in this research involve?
During the routine 36 week pregnancy appointment with the midwife or doctor, all eligible women will be informed about the study by the midwife by viewing the Information Video and this written Participant Information. After the Information Video has been viewed and time has been taken to review the Participant Information Sheet and Consent Form (PISCF), the midwife will obtain written informed consent for you to participate in the study. 
On arrival to the postnatal ward (after the birth), you will be randomly allocated to the MaBim cot, The First Days Pēpi-Pod® or control (usual care with baby sleep space being independent hospital Perspex cot on wheels) during the postnatal stay. 

You will be shown the Video Clip titled ‘Safe, Sleep, Little One’ by the midwife once orientated to the ward. If allocated to the First Days Pēpi-Pod, you will also be asked to view the Picture Demonstration. If you are allocated to the MaBim neonatal crib, you will be shown the MaBim Product Brochure and Operating Instructions. Those randomised to the control group (usual cot care) will receive standard care instructions. 

You will be followed up by the Research Assistant during the hospital admission to assess breastfeeding rates, acceptability of the cot, maternal-infant attachment, maternal satisfaction with the care received, culturally appropriate care, accessibility of personal options and choice in care, adverse events (baby falls from maternal beds or chairs) and awareness of, and compliance with, safe sleeping recommendations. You will be asked to complete the Questionnaires, which is expected to take approximately thirty minutes of your time. You will be given the choice to complete the questionnaires independently or have the Research Assistant read the questions to you. 

If you discharge prior to contact with the Research Assistant, you will be contacted within 72 hours of discharge, or at the next time of convenience. 

Prior to discharge, you will be asked to view ‘Red Nose Safe Sleeping’ (SIDS and Kids Australia, 2016) available via the mobile phone application. This information promotes safe sleeping strategies in the home environment.  

Six to eight weeks after the birth, you will be contacted either by phone or email depending on individual preference. During this point of contact, breastfeeding rates, acceptability of the cot, maternal-infant attachment, maternal satisfaction with the care received, cultural appropriateness of care, access to personal options and choice in care will again be assessed. You will be asked to complete the Questionnaires, which is expected to take thirty minutes of your time.

Four months after the birth, you will be contacted to assess the way you are feeding your baby at that time. 
The study will be closely monitored by the Principal Investigator, Midwifery Unit Manager (MUM) and Research Assistant employed for the purposes of this study. The MUM will monitor the trial for adverse events and the Research Assistant will collect data from participants at the study time points. 
You will be participating in a pilot study for a randomised controlled trial. Sometimes we do not know which treatment is best for treating a condition. To find out we need to compare different treatments. We put people into groups and give each group a different treatment. The results are compared to see if one is better. To try to make sure the groups are the same, each participant is put into a group by chance (random). There are 15 First Days Pēpi-Pods, 4 MaBim cots and multiple standard cots available. 
There are no additional costs associated with participating in this research project, nor will you be paid. The access to the infant sleep space which is the intervention part of the research project will be provided to you free of charge. 
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What do I have to do?
The midwife looking after you in the postnatal ward will give you instructions on how to care for your baby in your allocated cot. It is important to follow these instructions in order to ensure that the cots are used as they were intended for use, to reduce the risk of accidents. You and your baby can continue to receive your usual health care whilst enrolled in this trial. 

5
Other relevant information about the research project
There are 90 participants who are expected to enrol in this trial. This study is being conducted at [Name of institutions]. There are two cots which are being tested and one standard cot (which is referred to as the control arm). This is the first Australian study to pilot the feasibility of two neonatal cots that facilitate co-sleeping in the maternity unit. If the results are promising, a larger study will be undertaken. This trial is a collaboration between the University of the Sunshine Coast, Change for our Children Ltd, and Queensland Health. 
6
Do I have to take part in this research project?

Participation in this 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 [Institution].
7
What are the alternatives to participation? 
You do not have to take part in this research project to receive treatment at this hospital.  If you decide not to participate, your baby will sleep in the standard neonatal cot, which is separated from your bed.  Your midwife will discuss these options with you before you decide whether or not to take part in this research project.  
8
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 for participants may include improved satisfaction levels, earlier discharge from hospital, and higher rates of breastfeeding, bonding and attachment.
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What are the possible risks and disadvantages of taking part?

Health interventions 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 are worried about any issues, talk with your study midwife. Your study midwife will also be looking out for side effects.
If the study instructions are not followed, you may experience the following:
The First Days Pepi-Pod:
Risks for you include physical discomfort after a caesarean section due to rotating your trunk to pick up and place the baby in the cot. 

Risks for your baby include a) falling off your bed if the bed rails are left down, b) suffocation if additional blankets or toys are placed in the cot, c) increased risk of sudden infant death if your baby is placed in the tummy position to sleep, and c) slipping between the Pēpi-Pod and you.

The MaBim cot:

Risks for you include the potential to jam your fingers in the side door of the crib. 

Risks for your baby include a) jamming fingers or toes in the side door on opening and closing, b) falling from the crib if the wheels are left unlocked and the side access is not closed, c) falling from the crib if rotated away from your bed (while the side access is open), d) suffocation if additional blankets or toys are placed in the cot, and d) increased risk of sudden infant death if your baby is placed in the tummy position to sleep.
Standard Cot: 

Risks for you include physical discomfort after a caesarean section due to rotating or extending your trunk to pick up and place the baby in the cot. 

Risks for your baby include a) falling during transfer between being held in bed and the cot, b) suffocation if additional blankets or toys are placed in the cot, and c) increased risk of sudden infant death if your baby is placed in the tummy position to sleep.

If you or your baby become unwell whilst your baby is in the allocated cot, the doctor and midwife will provide you and your baby with the care that is required. You and your baby’s hospital care will be covered as public patients of Queensland Health during your hospital admission. In the case of injury or illness, the research team will review if the cot caused any harm.
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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 intervention that is being studied. If this happens, your study midwife 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 midwife 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 midwife 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?

It is not anticipated that participation in this study will affect any other health care that you are receiving. However it is important to tell your study midwife and study staff about any treatments or medications you may be taking, including over-the-counter medications and non-prescribed substances that may impair your ability to respond to your baby. You should also tell your study midwife about any changes to these during your participation in the research project. 
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What if I withdraw from this research project?

You are able to withdraw from this study at any time, without comment or explanation.
If you do withdraw your consent during the research project, the study midwife 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 research guidelines. You should be aware that data collected by the Investigator 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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Could this research project be stopped unexpectedly?

This research project may be stopped unexpectedly for a variety of reasons. These may include reasons such as:
• Unacceptable side effects for babies or mothers
• The cot being shown not to be effective
• The cot being shown to work and not need further testing
• Decisions made in the commercial interests by local regulatory/health authorities. 
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What happens when the research project ends?

You will not be able to take the baby cot home with you once you discharge from hospital. The research assistant / midwife will contact you at 6-8 weeks and again at 4 months after the birth. The researchers strongly recommend you continue to implement safe sleeping practices once you get home with your baby. If you choose to, the researchers can forward you a copy of the final study report. 

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 midwife 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 only be used for the purpose of this research project and it will only be disclosed with your permission, except as required by law.
The data collected from you in hospital during the course of the study will remain identifiable on a secure Queensland Health computer, which only the research team will be able to access. Once all of the data has been collected at each of the time points, this information will be de-identified for analysis. The data will remain re-identifiable up until data analysis is complete. Only research team members will have access to your data during the course of the study. The data will be archived on completion of the study for no less than 15 years. At the end of this archive period, the Principal Investigator will order the destruction of all data collected. This project might lead on to a larger clinical trial. If this happens, your data will be used for the purposes of the second phase of the study. The information that you provide may be used in future associated research projects, including the use of non-identifiable data by other researchers.
Information about you may be obtained from your health records held at this health service for the purpose of this research. By signing the consent form you agree to the study 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) by the relevant authorities and the institution relevant to this Participant Information Sheet, [Name of institution], or as required by law. By signing the Consent Form, you authorise release of, or access to, this confidential information to the relevant study 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 Queensland privacy and other relevant laws, you have the right to request access to your information collected and stored by the research team. You also have the right to request that any information with which you disagree be corrected. Please contact the study 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 and for the future research described in Section 16 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 during your hospital admission. Once you have discharged from hospital, the parties involved in this research project do not take any responsibility for loss or injury to you or your baby. 
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Who is organising and funding the research?
This investigator initiated research project is being conducted by Professor Jeanine Young. The University of the Sunshine Coast, Change for our Children Ltd and Queensland Health do not expect to benefit financially from this research project if, for example, the project assists the parties to obtain approval for new neonatal cots. You will not benefit financially from your involvement in this research project.
In addition, if knowledge acquired through this research leads to discoveries that are of commercial value to The University of the Sunshine Coast, Change for our Children Ltd and Queensland Health, the investigators or their institutions, there will be no financial benefit to you or your family from these discoveries.
The University of the Sunshine Coast and Queensland Health will receive a payment from the Wishlist Health Foundation for undertaking this research project. No member of the research team will receive a personal financial benefit from your involvement in this research project (other than their ordinary wages).
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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 Royal Brisbane and Women’s Hospital [  HREC/17/QBW/162].
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 midwife on [phone number] or any of the following people:
Clinical contact person

	Name
	[Name]

	Position
	[Position]

	Telephone
	[Phone number]

	Email
	[Email address]


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
	[Name]

	Position
	[Position]

	Telephone
	[Phone number]

	Email
	[Email address]


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
	Royal Brisbane and Women’s Hospital

	HREC Executive Officer
	

	Telephone
	(07) 3646 6132



	Email
	RBWH-Ethics@health.qld.gov.au


Reviewing HREC approving this research and HREC Executive Officer details
Local Research Governance Officer
	Name
	[Name]

	Position
	[Position]

	Telephone
	[Phone number]

	Email
	[Email address]
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Safe Sleep Device 
Consent Form - Adult providing own consent
	Title
	Enabling Safe and Close Care In 

Postnatal Environments: A Pilot



	Short Title
	The ESCCaPE Trial

	Protocol Number
	V1.0

	Coordinating Principal Investigator


	Professor Jeanine Young

	Local Principal Investigator
	

	Associate Investigators
	[Associate Investigator(s)]

	Location 
	[Location where the research will be conducted]


Declaration by Participant

I have read the Participant Information Sheet.
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 study without affecting my future health care. 

I understand that I will be given a signed copy of this document to keep.
I consent for all information collected to be used in this study and future associated research projects, including the use of non-identifiable data by other researchers.

(Please tick)                                                                                                  � YES             � NO             
	

	
	Name of Participant (please print)
	
	
	
	

	

	
	Signature
	
	 Date
	
	

	


Declaration by Study Midwife/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 Midwife/

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.
I understand that, if I decide to discontinue the study, a member of the research team may access to my medical records for collection of follow-up information for the purposes of research and analysis.
Safe Sleep Device Form 
Withdrawal of Participation - Adult providing own consent
	Title
	Enabling Safe and Close Care In 

Postnatal Environments: A Pilot



	Short Title
	The ESCCaPE Trial

	Protocol Number
	V1.0

	Coordinating Principal Investigator/


	Professor Jeanine Young

	Local Principal Investigator
	

	Associate Investigator(s)
(if required by institution)
	[Associate Investigator(s)]

	Location (where CPI/PI will recruit)
	[Location where the research will be conducted]


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 [Institution].
	

	
	Name of Participant (please print)
	
	
	
	

	

	
	Signature
	
	 Date
	
	

	


	In the event that the participant’s decision to withdraw is communicated verbally, the Study Midwife/Senior Researcher will need to document this conversation in the Client Health Record and in the Study Log Book. 


Declaration by Study Midwife/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 Midwife/

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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