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BIOmechanical assessment during BIRTHing positions- Phase II (Bio-BIRTH II)

We would like to invite you to take part in a study that aims to explore the different ways women can give birth. Before you decide whether to participate, it is important for you to understand why the research is being done and what it will involve. Please take time to read the following information carefully and feel free to ask us if you would like more information or if there is anything that you do not understand. We would like to stress that you do not have to accept this invitation and should only agree to take part if you want to. Thank you for reading. 

What is the purpose of the study? This study aims to enhance our understanding of how different positions during childbirth affect the mechanics of the spine, pelvis, and lower limbs. Specifically, it focuses on upright birthing positions like squatting, hands-and-knees, and leaning forward, which have been suggested to have benefits for the birthing process.

By analysing the biomechanics of these positions, the study seeks to uncover specific effects on the lumbar-pelvic region and the movements of the lower limbs during childbirth. This information can help healthcare providers and expectant mothers make more informed decisions about birthing positions, potentially improving the overall birthing experience and outcomes.

The study also aims to evaluate a markerless motion capture method, which does not require attaching markers to the body, as a potential tool for studying these effects. This could provide a more convenient and non-invasive way to capture and analyse body movements during childbirth.

Ultimately, the study intends to contribute to the body of knowledge on the impact of birthing positions, with the goal of promoting optimal maternal health and improving the birthing process for women.


Why have I been invited to take part? You have been invited to take part in this study because you meet certain requirements. These include being a healthy woman who is not pregnant and is over 18 years old but under 49 years old. It is also important that you don't have any injuries, pain, illnesses, or medical conditions that would make it difficult for you to move around or feel uncomfortable while trying out the different positions we will be exploring in the study.

What will happen if I take part?  You will be coming to our campus for one session in the Movement Analysis Laboratory (room BB021). During this session, you will be asked to sign a consent form agreeing to participate in the study. After that, you will need to change into either leggings or shorts and a special t-shirt that we will give you (shown in Figure 1). We will then attach small reflective markers to different parts of your body like your trunk, back, pelvis, and legs using double-sided tape. These markers help us track your movements. While in those positions, we will use two different motion capture systems to record your movements. In total, you will try out seven different birthing positions during the recording.




[image: image]
Figure 1: This is a picture of the special t-shirt that you will wear during the study. The figure also displays an example of small markers that will be placed on certain points of your body, like joints or muscles. These markers help us track your movements accurately during the study.

1. Standing upright: You will be asked to stand straight with your feet shoulder-width apart, keeping your palms facing your legs and looking straight ahead at a specific point that will be shown to you.

2. Leaning forward - support on the palms: You will stand beside the bed and lean forward, placing your palms on the bed with your arms straight. Your feet can be parallel and comfortably spaced, with your knees straight.

3. Leaning forward - support on your elbows: Similar to the previous position, you will stand beside the bed and lean forward, placing your elbows and forearms on the bed, with your palms crossed. Your feet can be parallel and comfortably spaced, with your knees straight.

4. Leaning forward - forearms support - knees bent: You will stand beside the bed and lean forward, supporting your forearms on the bed with your palms crossed. Your feet can be parallel and comfortably spaced, while bending your knees between 90-120 degrees, based on what feels comfortable for you.

5. Deep squat: With your palms on the bed for support (not holding onto it), you will perform a deep squat in a way that feels comfortable for you.

6. Hands and knees: You will assume an all-fours position, with your back in a neutral position.

7. Sitting on a birthing ball: You will sit on a birthing ball, with your legs wide open in a comfortable position. Your palms should be placed just above your knees on your thighs.

Before the assessment starts, the researcher will explain and demonstrate each position clearly to make sure you understand them. You will hold each position for 8 seconds. You need to successfully perform the set of seven positions three times, with the order randomised each time. Randomisation helps prevent bias, keeps you adaptable, and engages your thinking abilities. At the end of the session, you will receive a £20 gift voucher as a thank-you gesture. If you receive state benefits, please check how the voucher may affect your entitlements.

Are there any risks or benefits from taking part? There will be no direct benefits to you for taking part in this study. We will ask you to be maintain each position for 8 seconds at a time, but it should not exert excessive stress on your joints compared to regular activities, resulting in a very low risk of injury. By assisting us in gaining a better understanding of the effects of different birthing positions, your involvement may contribute to improved patient care in the future. 
· COVID-19 Related Risk: it would not be possible to collect this data remotely. Despite safety measures being put in place to minimise the risk, there remains a potential risk of exposure to COVID-19, due to face-to-face interaction. 
· What precautions will you take to help protect me from the coronavirus? Hand sanitiser will be provided for use throughout. We will follow the latest government advice. Only yourself and up to 3 of the research team will be present at the session. Researchers will be applying markers to your body so will be within 1m distance of you, but data collection will be done from a distance.
· What can I do to help protect you from the coronavirus? If you have tested positive or have any symptoms of COVID-19, your data collection session will be delayed until a later date.
Data Information: The University processes personal data as part of its research and teaching activities in accordance with the lawful basis of ‘public task’, and in accordance with the University’s purpose of “advancing education, learning and research for the public benefit”. Under UK data protection legislation, the University acts as the Data Controller for personal data collected as part of the University’s research. The University privacy notice for research participants can be found at https://www.uclan.ac.uk/data_protection/privacy-notice-research-participants.php.

	How will my data be collected?
	We’ll collect data using a video camera system (Theia motion capture system) and marker-based motion capture system (Qualisys medical, Sweden). 

	How will my data be stored?
	All information collected will be kept strictly confidential and in accordance with GDPR. The research data will be collected and stored on university imaged, password protected computers. 

	How long will my data be stored for?
	At the end of the data collection session, the video footage will be processed immediately and any identifiable footage will be deleted. Remaining research data will be stored for 7 years

	Will my data be anonymised?
	The marker-based data will be anonymised at the point of collection. Video footage will be processed and anonymised immediately at the end of the data collection session. Once the video footage has been processed, the raw video footage will be deleted and only the anonymised, processed data will remain. 

	Who will have access to my data?
	Only the research team will have direct access to the research data, however, in line with Open Data and Data Sharing principles, your anonymous/non-identifying data will be deposited in the UCLanData repository (under restricted access) for sharing and use by other authorised researchers to support other research in the future.

	Will my data be archived for use in other research projects in the future?
	This data will be used to feedback to the collaborating company, and may be submitted for publication to academic conferences and /or journals. 

	How will my data be destroyed?
	The raw video footage will be deleted as soon as it has been processed and anonymised. All other research data will be stored for 7 years and then deleted according to university code of practice.  



What happens when the research study stops? You will not be contacted or required to complete any further assessments regarding this study. 
What will happen to the results of the study? The anonymised results of the study will initially be published in a report for the collaborating external partners and may be submitted to a peer reviewed journal and / or conference. The anonymised pressure data collected may be archived for future analysis, but you will not be identifiable in any way. 
What will happen if I want to stop taking part? You are free to withdraw from the study at any point up until the end of your data collection session. You do not have to provide a reason for your decision. You can withdraw by contacting the research team directly. After this point, all data will be anonymised, and withdrawal will not be possible.
What if I am unhappy or if there is a problem? If you have a concern about any aspect of this research study, you should ask to speak to a member of the research team who will do their best to answer your questions. If you remain unhappy and wish to complain formally you can do so by contacting Officerforethics@uclan.ac.uk. 
Who can I contact if I have further questions? The study team in the Allied Health Research Unit are conducting this study. If you have any queries please contact the research team at: ICResearch@uclan.ac.uk or Dr Lauren Haworth: LHaworth6@uclan.ac.uk  Tel: 01772 892547


Thank you for taking the time to read through this information and for considering the invitation to participate.
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