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Participant Information Sheet


Study Title:  
Women’s Experiences of Using Virtual Reality in Labour:
A Mixed Methods Approach

Locality:
Wellington
Ethics committee ref.:

Lead investigator:
Lorna Massov
Contact phone number:
027 2271 492
_________________________________________________________________________
You are invited to take part in a study on the use of Virtual Reality in labour.  Whether or not you take part is your choice.  If you don’t want to take part, you don’t have to give a reason, and it won’t affect the care you receive.  If you do want to take part now, but change your mind later, you can pull out of the study at any time.  

This Participant Information Sheet will help you decide if you would like to take part.  It sets out why I am doing the study, what your participation would involve, what the benefits and risks to you might be, and what would happen after the study ends.  I will go through this information with you and answer any questions you may have.    You do not have to decide today whether or not you will participate in this study. Before you decide you may want to talk about the study with other people, such as family, whānāu, friends, your Lead Maternity Carer or other healthcare providers.  Feel free to do this.

If you agree to take part in this study, you will be asked to sign the Consent Form on the last page of this document.  You will be given a copy of both the Participant Information Sheet and the Consent Form to keep.

This document is six pages long, including the Consent Form.  Please make sure you have read and understood all the pages.

What is the purpose of the study?
This study is to determine whether pregnant women think it is possible to use Virtual Reality in labour and whether they would want to use it. The next part of the study seeks to determine whether Virtual Reality has an effect on the labour pain experience of women and the final part of the study seeks to explore women’s experience of using Virtual Reality in labour and birth.  The focus of this research has come about due to concerns about the use of pharmacological methods of pain relief in labour, primarily epidural analgesia and its use in normal physiological birth.  Many women seek out an effective alternative to pharmacological pain relief in labour and this study seeks to address this need.  I intend to use the findings from this research to benefit women who wish to use alternative methods in labour.  I also intend to use the findings from this research to add to the body of current knowledge about the use of Virtual Reality in acute pain and specifically labour pain.  The findings may also be used to inform midwifery clinical practice and will be shared with Lead Maternity Carers – midwives and obstetricians. The findings will also be shared with obstetric anesthetists and health professionals in the acute pain setting.
This project is supported by Victoria University Doctoral Research Scholarship funds.  
Any other questions can be answered by Dr Brian Robinson (04 463 6155). This research has been approved by the Health and Disability Ethics Committee and Capital Coast District Health Board Research Committee.
What will my participation in the study involve?

I invite you to take part in this study because you are over 35 weeks pregnant and meet the inclusion criteria of the study.  

The study involves three different phases.  The first will be weeks before you have your baby, the second is during labour and the final phase is after the birth of your baby. I would like you to participate in all three phases.

Phase 01: Pre-Testing
If you agree to take part in the feasibility study your involvement would be to trial four to six Virtual Reality environments in the antenatal period of your pregnancy using a Virtual Reality headset.  This is a wireless headset. After the Virtual Reality experiences, I will ask you some questions about how old you are, your ethnic background. I will ask some further questions about your overall experience using the headset, whether you would like to use this in your labour and ask you some questions about the specific Virtual Reality environments I have shown you.  I will record what you say.  This part of the study I envisage would take up to an hour of your time and I could come to your home.
Phase 02: Using the Headset During Labour
If you agreed to use Virtual Reality in your labour you can then choose when to use Virtual Reality in labour, for how long and for how often.  Prior to commencing Virtual Reality, I will take baseline recordings of your heart rate and blood pressure.  I will also ask you to score your pain intensity.  I will help you put your Virtual Reality headset on and will set up the Virtual Reality scene that you chose.  Once the Virtual Reality experience begins I will record your heart rate, blood pressure every 5 minutes for the first 15 minutes of the experience and then at 10-minute intervals thereafter.  I will ask you about your pain again during this time.  You can choose to stop the Virtual Reality experience at any time by removing the headset or by indicating to myself or your Lead Maternity Carer that you wish to stop.  I will record your heart rate and blood pressure again after 10 minutes and 15 minutes.  I will also ask you to report your pain as well.
Phase 03: After your birth
If you agree to take part in this phase I will visit you at your home on the third day after the birth of your baby.  I would be interested in asking you about your experiences of using Virtual Reality in your labour and birth.  This interview would be informal, and I estimate it would take about 30-45 minutes of your time.  This interview will also be recorded.
What are the possible benefits and risks of this study?

There are no specific benefits to you in participating.  However, the greatest benefit in participation is likely to be the activity of self-reflection of your birth experience.  In addition, the researcher and Victoria University of Wellington is likely to gather valuable data and feedback about your experience using Virtual Reality in labour that will benefit future groups of women and will be shared amongst practitioners who care for women in labour.
There is a small risk of women experiencing motion sickness when using Virtual Reality, but this will stop once the headset is removed.  There will be mild and temporary discomfort associated with having your heart rate and blood pressure recordings monitored in labour.  You may experience some emotional fluctuations when reflecting on your labour and birth.  You can take a break at any time or stop the interview if this occurs.

You may feel concerned about being identified in the interviews.  I would like to reassure you that your interview recordings and transcriptions of these recordings will remain confidential and only be viewed by myself and my academic Supervisors.  Your interview data will be reported using an alias.  You will be given the opportunity to review and edit the transcript of your interview data.  No dissemination of your interview data will happen without your explicit permission.
Who pays for the study?

This project is supported by a Victoria of University of Wellington Scholarship.  You will not incur any costs by taking part and I will travel to you.  A token of my appreciation (koha) will be offered upon completion of the final interview.
What if something goes wrong?

If you were injured in this study, which is unlikely, you would be eligible for compensation

from ACC just as you would be if you were injured in an accident at work or at home.  You will have to lodge a claim with ACC which may take some time to assess.  If your claim is accepted, you will receive funding to assist in your recovery.
What are my rights?

You are volunteering to take part.  You do not have to take part in this study and you can withdraw at any stage.  You can ask questions about the study at any time during participation; decline to answer any particular question (or reflect on any particular issue); remove the Virtual Reality headset at any stage.  

It is unlikely that participation will affect your health but if it does, I will contact you immediately.

I will not identify you in any presentations of the work.
What happens after the study or if I change my mind?

After you have taken part and changed your mind about being involved, please contact the lead investigator, Lorna Massov, and any data and information associated with your participation will be destroyed.

We will securely store the information and any data you have provided for ten (10) years and it will then be destroyed.  We can present the findings of this study at conferences or in books or journals. When the project is concluded you will be given access to the full dissertation upon request.

Who do I contact for more information or if I have concerns?

If you have any questions, concerns or complaints about the study at any stage, you can contact: 

Lorna Massov, Ph.D student, Graduate School of Nursing, Midwifery and Health, 


University of Wellington


027 2271 492


lorna.massov@vuw.ac.nz
If you want to talk to someone who isn’t involved with the study, you can contact an independent health and disability advocate on:

Phone:

0800 555 050


Fax:

0800 2 SUPPORT (0800 2787 7678)


Email:

advocacy@hdc.org.nz
For Māori health support please contact: 
Cheryl Goodyer
Cheryl.Goodyer@ccdhb.org.nz

You can also contact the health and disability ethics committee (HDEC) that approved this study on:

Phone:

0800 4 ETHICS


Email:

hdecs@moh.govt.nz
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Consent Form

Please tick to indicate you consent to the following 
	I have read, and I understand the Participant Information Sheet.  
	Yes (
	

	I have been given sufficient time to consider whether or not to participate in this study.
	Yes (
	

	I have had the opportunity to use a legal representative, whanau/ family support or a friend to help me ask questions and understand the study.
	Yes (
	

	I am satisfied with the answers I have been given regarding the study and I have a copy of this consent form and information sheet.
	Yes (
	

	I understand that taking part in this study is voluntary (my choice) and that I may withdraw from the study at any time without this affecting my care.
	Yes (
	

	I consent to the research staff collecting and processing my information.
	Yes (
	

	I understand that my participation in this study is confidential and that no material which could identify me personally, will be used in any reports on this study.
	Yes (
	

	I understand the compensation provisions in case of injury during the study.
	Yes (
	

	I know who to contact if I have any questions about the study in general.
	Yes (
	

	I understand my responsibilities as a study participant.
	Yes (
	

	I understand that the information I have provided will be destroyed 5 years after the research is finished
	Yes (
	

	I agree to take part in this study exploring the use of Virtual Reality
In labour.
	Yes (
	No (

	I would like to receive a transcript of my interviews
	Yes (
	No (

	I wish to receive a copy of the final report.
	Yes (
	No (


Declaration by participant:

I hereby consent to take part in this study.

	Participant’s name:

	Signature:
	Date:


Declaration by member of research team:

I have given a verbal explanation of the research project to the participant and have answered the participant’s questions about it.  

I believe that the participant understands the study and has given informed consent to participate.

	Researcher’s name:

	Signature:
	Date:
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