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Part 1	What does my participation involve?

1	Introduction
You are invited to take part in this study because you are pregnant and planning a normal birth. This study is trialling a new chair that helps you stay upright while you sit and rest during your labour. The chair is called the Labour Support Chair.
This Participant Information Sheet and Consent explains the study, and what is involved. Knowing what is involved will help you decide if you want to take part in the study.

Please read this information carefully, talk it over with your partner. Ask your midwife, or the research student with your interpreter, to explain anything you don’t understand or want to know more about. 

If you do decide to take part in this study, you will be asked to sign a Consent.
By signing the Consent you are telling us that you:
· Understand the explanation and what you have read 
· Consent to take part in the study in the way described below. Consent to the use of your personal and health information as described below.
· Consent to receiving the notification by mobile phone text or email of the study group you were randomly placed into.
· Consent to receiving a survey to your email or postal address and returning the completed survey.
You will be given a copy of this Participant Information and Consent Form to keep.

2 	What is the purpose of this study?
The aim of this study is to find out if the Labour Support Chair is useful to women’s experience of labour. The Labour Support Chair is designed for use during labour not birth. This study wants to find out how you feel about your labour experience and some details of your labour and birth. 
The Labour Support Chair is an experimental piece of furniture, not yet approved for use in Australia. The study is the next step in the development of the Labour Support Chair started by the research student Marie Colette Lamberton. The results will also be used by her to obtain a Masters of Midwifery (Research) degree.
This study is being coordinated and supervised by Principal investigator Dr Christine Catling and Co-supervisor Dr Deborah Fox, as listed above and is self-funded by the research student.

3	What does participation in this study involve?
Your participation in this study, will help find out how women feel about their labour when either, using the Labour Support Chair or not using the Labour Support Chair.
This is a Randomised Controlled Study, meaning the feelings of two groups will be compared.
· One group will use the chair and one group will not use the chair. 
· Randomising is like flipping a coin.
· You will have a 50% chance that you will be able to use the chair
· You will have a 50% chance that you will not use the chair. 
· Every other part of your care will be the exactly the same as if you were not in the study.
There are no additional costs associated with participating in this study, nor will you be paid.
If you need an elective caesarean section you will not be eligible to participate in this study.

4	What do I have to do?

Your responsibility and commitment as a study participant includes the following:
1. If you are placed in the group that can  use  the Labour Support Chair, you are asked to sit on the Labour Support Chair for at least 20 minutes when you are in active labour (please don’t worry about this as your midwife will let you know when you are in active labour). Your midwife has been trained to show you how to sit on and alight from the Labour Support Chair with ease and safety.
2. If you are placed in the group that will not use the Labour Support Chair, you will receive the same high quality care that you expected when booking with this hospital. The information gathered from your group is very important to this study.
3. Both groups will be asked to fill out a Pictogram Chart. This chart has 17 line drawings of different activities and positions that you may choose to use in labour. You are asked to fill-in the chart when you are in labour at home as well as when you are in the hospital. Your midwife will collect the Pictogram Chart from you after you give birth. 
4. Both groups will be asked to complete a survey about your feelings around your birth experience. The survey will be sent to you via email or registered mail via Australia Post about two weeks after you give birth.
5	Other relevant information about the study.
This study requires 40 participants, it is only being run at Bankstown Hospital. This is the first (pilot) feasibility study on the Labour Support Chair.

6	Do I have to take part in this study?
No, participation in any study is completely voluntary. You will receive the best possible care, whether or not you decide to take part. You can change your mind and withdraw at any stage.  


7	What are the possible benefits of taking part?
The purpose of this clinical research is to gather knowledge that is useful to all women in labour. We cannot guarantee or promise that you will receive any benefits from participating in this study however, possible benefits may include:
· You can use the Pictogram Chart as a guide to the positions and activities you could choose to use during your labour.
· The feeling of goodwill in contributing to the study which is attempting to find out if the Labour Support Chair is useful to women’s labour experience and whether it is  worth developing further.
8	What are the possible risks and disadvantages of taking part?
	
Potential Issues
	Why would it occur?
	
How tough might it be?
	
How long might it last?

	Disappointment
	When not randomised into preferred group 
	Very mild
	Temporary 

	Disappointment
	If chair already in use or study midwife not on duty
	Mild to considerable
	Variable

	Discomfort
	When sitting for a long time 
	Very mild
	Temporary – change positions for a while 

	Dislike of straddling chair.
	 Personal Taste
	Very mild
	Temporary – until you move off the chair

	Falling whilst moving onto and alighting from the chair
	Highly unlikely when following ‘Guidelines of Use’
	Variable
	Variable



Safety 
· The health and well-being of yourself and your unborn baby is the most important thing 
· It is highly unlikely that straddling the chair will affect your unborn baby in any way.
· Your midwife has been trained to help you use the Labour Support Chair.
· The Labour Support Chair has been engineered to be exceedingly strong, easy to use and waterproof for use in the shower. 
· If you become upset or distressed as a result of your participation in the study, the research student will be able to arrange for counselling or other appropriate support through your general practitioner. 

9	Can I have other treatments during this study?
Whist you are participating in this study, you may take all of your usual medications and use pain relief options that are prescribed for you. 
· You are able to use the shower and Nitrous Oxide Gas whilst sitting on the chair. 
· If an epidural anaesthetic is required, then you will need to permanently move off the Labour Support Chair.




10	What if I withdraw from this study?
You can withdraw your consent at any time and it will not impact on your care at all during your labour, birth or post-partum period.
If you decide to withdraw, 
· Please let your midwife know as she will then contact the research student  
· You will be asked to sign a Form for Withdrawal of Participation.
· The research student will not collect any additional personal information from you.
Although personal information already collected will be retained to ensure that the results of the study can be measured properly and to comply with research guidelines

11	Could this study be stopped unexpectedly?
This study would only be stopped unexpectedly due to unforeseen circumstances related to the research student.
Unfortunately there is only one (1) Labour Support Chair, so there is a risk that you may not able to use it during your labour if you are allocated into the group able to use the chair. The reasons would be, if another study participant is in labour and already using the Labour Support Chair, or there is no study trained midwife on duty. We apologise for the disappointment that will be felt, if this happens to you are still part of the study and the information gathered still very important. 

12	What happens when the study ends?
After the Study finishes, the Labour Support Chair will not be available for use in subsequent labours until it has been successfully commercialised. This could take many years.

After you have completed and returned the survey, you will receive an email or text message to your mobile phone, thanking you for your participation in this study. You will be eligible for a small gift, in appreciation of your participation. You will be asked whether you prefer to collect the gift from the hospital or receive it via Australia Post, if this is your preferred option your postal address will be confirmed.
Also in this email, you will be asked if you would like to know the results of the Study in which you have participated. The results should be available within one and a half years after the Study is complete. If you nominate to be kept informed of results, these will be sent to you via email or Australia Post. If you do not wish to be informed, you will not be contacted again.

Part 2	How is the study being conducted?

13	What will happen to information about me?
By signing the consent form you are giving approval to the research staff;
· To collect use your personal information about your pregnancy and birth for the specific purpose of this study.
· This information will be obtained from your health records held at this health service.
Be assured that:
· Only the two investigators listed above and the research student will have access to your identifiable information. 
· All information collected during this study will be stored in the secure web database determined by the University of Technology Sydney and according to the University’s Data Storage and Management Policy.
· Your information will only be used for the purpose of this study and it will only be disclosed with your permission, except as required by law.
[bookmark: OLE_LINK4][bookmark: OLE_LINK5]Your participation in this study will be recorded in your health records.
It is anticipated that the results of this study will be published in academic journals and presented at conferences. In any publication and/or presentation, the information will be provided in such a way that you cannot be identified.
 
14	Complaints and compensation
This is a non-commercially funded clinical study. If you suffer any injuries or complications as a result of this study, you should contact the research student as soon as possible, who will assist you in arranging appropriate medical treatment. Alternatively, please contact the HREC officer or any of the other study contact personnel listed below.
   
15	Who is organising and funding the research?
There is no funding provided by any organisations, commercial or otherwise to the University of Technology Sydney or the research student for undertaking this study.

Conflict of Interest
The research student (Marie Colette Lamberton) and author of this document is the developer of the device: The Labour Support Chair, and holds the USA and Australian patents, and the patent pending in, Europe (including Britain) and New Zealand.

16	Who has reviewed the study?
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 study have been approved by the HREC of South West Sydney Local Health District and the University of Technology Ethics Committee.
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.

17	Further information and who to contact
Please contact any of the people below for further information concerning this study or any problems that may be related to your involvement in the study (for example, any side effects.
	
	24 hour research contact

	Name
	Marie Colette Lamberton

	Position
	Research Student                                                        .

	Telephone
	0455 982 361

	Email
	




  Or any of the following people:
	
	24 hours midwifery contact

	Position
	Midwife in Charge of shift in Birth Suite                      

	Telephone
	9722-8000 ask for Birthing Unit



	Name
	Nicole Greig  

	Position
	Acting Clinical Midwifery Consultant, Women’s and Children

	Telephone
	9722-7057 or
9722-8000 pager No. 23507

	Email
	nicole.greig@health.nsw.gov.au



	Name
	Doctor Christine Catling

	Position
	Principal Investigator

	Telephone
	02) 9514 4912

	Email
	Christine.catling@uts.edu.au



	Name
	Doctor Deborah Fox

	Position
	Co-Supervising Investigator

	Telephone
	02) 9514 7982

	Email
	Deborah.fox@uts.com.au


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

Reviewing HREC approving this research and HREC Executive Officer details

The conduct of this study at Bankstown-Lidcombe Hospital has been authorised by the South Western Sydney Local Health District, any person with concerns or complaints about the conduct of this study may also contact the Research Governance Officer on (02) 8738 8304, email: SWSLHD-Ethics@health.nsw.gov.au and quote project number 2021/STE00036.
 

Thank you for taking the time to consider this study. 

If you wish to take part in it, please sign the attached consent form.
This information sheet is for you to keep.
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CONSENT FORM – Participant Woman

A feasibility randomised controlled trial (FRCT) of pregnant women’s experience of using the Labour Support Chair.
Pregnant woman’s experience of using the Labour Support Chair (Short title)

Declaration by Participant Woman

I have read the Participant’s Information Sheet and Consent in my preferred language.
I understand the purposes, procedures and risks of the study as described in the Participant’s Information Sheet 
I have had an opportunity to ask questions and I am satisfied with the answers I have received
I have had an interpreter with me if English is not my preferred language.
I freely agree to participate in this study as described 
I am over 18 years of age.
I give permission for my personal and health information about my labour and birth to be used for the purposes of this study knowing that this information will remain confidential.

I agree that the information gathered from this study may be published in a form that does not identify me in any way.
I understand that I am free to withdraw from the study at any time without affecting my relationship with my caregivers, researchers or the University of Technology. 
I understand that, if I decide to withdraw my consent from the study, any information collected until my withdrawal will be included in the research results. But no further information will be collected. 
Please mark  of choice below

I understand that I need to choose the way the research student will notify me of the study group that I was randomly placed.
· by email:           preferred email:_____________________________________
· by text to mobile phone;           preferred mobile phone number:____________

I understand that I need to choose the way I will receive and return the Study Survey after I give birth.  
                by email;
                      Preferred email:            
               by registered mail via Australia Post;
                      Preferred postal address:

 I understand that once I have returned the Study Survey I will be eligible to receive a small ‘thank you gift from the research team.
I would prefer to receive gift      
              by Australia Post;   preferred postal address:    
               Pick up at Hospital.









I understand that I will be given a signed copy of this document to keep.
Electronic signatures are acceptable

	

	

	Name of Participant (please print)
	

	
	
	

	

	
	Signature
	
	 Date
	
	

	

	





Family member can witness participant’s signature

	

	
	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 Delegate or Research Student †

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 Delegate or Research Student † (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.
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