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Study Title
	
A feasibility randomised controlled trial (FRCT) of pregnant women’s experience of an innovative labour support chair


	
Lay Title
	
Pregnant women’s experience of using the Labour Support Chair


	
Aims/Objectives
	
Aim: To determine usefulness of the Labour Support Chair for women and midwives and whether it is fit for purpose. 
Primary: To investigate whether there is a positive difference in the experience of agentry[footnoteRef:1] (personal power) during labour between the women who are randomised to use the Labour Support Chair and those women who are not. [1:  Agentry refers to the human capability to influence one’s functioning and the course of events by one’s actions (Bandura 2017)
	] 

Secondary: 
1. To investigate whether there is a positive difference in the labour and birth variables between the women who are randomised to use the Labour Support Chair and those women who are not.
2. To investigate the acceptability of the intervention (the Labour Support Chair) to participant women.
3. To investigate the acceptability of the intervention (the Labour Support Chair) to participant midwives’ practice.


	Study design
	Feasibility RCT 


	Planned sample size
	n=40 

	Inclusion criteria
	Pregnant women who:
Are  37 completed weeks gestation
Are  18 years of age
Anticipate a vaginal birth
Are willing to use the Labour Support Chair during the first stage of their labour
Are willing to complete the Pictogram Chart and Labour Agentry Scale (LAS) Survey.
Have access to an  interpreter during recruitment 
Have literacy in Arabic, English, Chinese or Vietnamese
Have read the Participant Information Sheet and Consent (PISC)  in their language.
Have signed the consent in their language.


	
Study procedures
	
The participants in both arms of the Trial will receive the usual midwifery care during their labour, which they expected when they booked in to the health facility.
The Intervention Arm will be able to use the Labour Support Chair in first stage of labour and the Control Arm will not.


	
Analysis considerations
	
Sample Size calculations:
The Therapeutic Goods Administration (TGA) sample size recommendation for Pre-market feasibility and proof of concept, pilot trial is 10-30 participants.
Analysis plan: Quantitative data will be analysed via SPSS.
The Labour Agentry Scale score is obtained by simple reverse coding as described in 5.3.1.B
The higher the score calculated reflects the higher the level of Agentry experienced by the participant.

	
Study duration
	
Six months
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[bookmark: _Toc236472623][bookmark: _Toc236473743][bookmark: _Toc23337546][bookmark: _Toc34591457][bookmark: _Toc34597836]2.  BACKGROUND AND RATIONALE
[bookmark: _Toc34597837]   2.1 Background
Positioning, mobility and gravity during labour, has historical wisdom and is strongly backed by research, providing evidence of improved birth outcomes for the mother and baby(Lawrence et al. 2013). Logically, women know these benefits, and know midwives encourage them to adopt multiple positions and activities during their labour. Nevertheless, labour is a physiological and psychological challenge for women.

The physiological challenge is the effort of women physically supporting themselves whilst tired and experiencing pain which is increasing in frequency and intensity, without knowing how long the process will continue. The psychological challenge is that of maintaining determination, motivation, focus and positive self-talk throughout the length of labour. This psychological process is well understood by athletes and sports people and is regarded as just as important as the physiological challenge (Barton 2015; Risdon 2015; Sarkar 2016). 
The pursuit for effective non-pharmacological, non-clinical interventions for encouraging efficient and effective labour is cross-cultural and historic, from the ancient to present time. Early published observations describe the primitive woman avoiding the supine position, changing positions and frequently using her environment to support her (Gupta & Nikodem 2000). Illustrations depict the labouring woman with the help of carers, support herself in upright positions using ropes, posts, hammocks, furniture, assembled rocks, sand or a birth stool on which to squat with support (Atwood 1976; Engelmann 1881; Liu 1979; Russell 1982). These old, though seminal references, are cited extensively in the literature (Gupta & Nikodem 2000).  The scientific observations of the elasticity of the pelvis of the pregnant woman, also have seminal references. As early as 1854 (Duncan 1854) was performing internal measurements on the pregnant woman’s pelvis with callipers, showing the internal diameters varied with her posture. The subsequent, modern development of Magnetic Resonance Imaging (MRI) enabled clear evidence of the change in the diameters of the pelvis according to the position the woman adopted (Michel et al. 2002; Reitter et al. 2014). 
[bookmark: _Toc22291606][bookmark: _Toc34591458]The intervention in this Feasibility Randomised Controlled Trial (FRCT) is a chair specifically designed for women to straddle whilst in labour. The Labour Support Chair may provide the woman a choice to rest, mitigating the physical challenge of supporting herself. The Chair is designed to take advantage of gravity and therefore enhance the biomechanics of labour. Whilst straddling the chair she can use her remaining energy to concentrate on meeting the psychological challenge required for her labour. This could have a positive effect on her sense of personal power and agentry over her labour and so therefore, improve her birth experience. The optimal positioning that the Labour Support Chair encourages may also improve women’s birth outcomes. The trends observed in this FRCT may give the evidence required to perform a fully powered RCT in the future.
[bookmark: _Toc34597838][bookmark: _Toc34591459][bookmark: _Toc34597839]   2.2 Rationale
       2.2.1 What is already known.
It is important that women are satisfied with their maternity care. For some women, childbirth becomes one of the most traumatic experiences of their lives (Department for Health and Wellbeing 2018). This can cause negative psychological repercussions to play out on the woman’s self-identity and her relationships with her baby, family and friends (Fenech & Thomson 2014). Psychological distress and disorders, such as Post Traumatic Stress Disorder (PTSD), secondary tocophobia (fear of birth) and sterilisation by choice are highly undesirable outcomes of traumatic birth experience that needs to be addressed’ (Simpson & Catling 2016).

The majority of women want to be independent and help themselves in labour. This is evidenced by the prenatal education industry. However the reality of labour, the increasing intensity of painful contractions, the length of time labour takes and women’s level of fatigue contributes to the difficulty
of remaining upright and walking around.  At this point a woman can crave to lie down – even when she knows this is not the best physiological position for her labour. Correspondingly, it is at this point that the Labour Support Chair may become useful to the woman. It is a safe place where she can rest, supported whilst maintaining an upright, physiologically beneficial position. 

Women need sensitive encouragement to move around during the active first stage of labour. Women’s determination to help herself will be strengthened if those around her are supportive.
This trial is using the Labour Agentry Scale (LAS) to assess women’s experience of labour. Agentry
is a term from the discipline of Psychology which according to Bandura (2017) refers to the human capability to influence one’s functioning and the course of events by one’s actions. Agentry is our personal power (Firestone 2009) to do whatever is needed  to cause the difference. According to Firestone (2009), personal power is an attitude or state of mind, with its primary aim as mastery of self, not others. Personal power is based on strength, self-confidence and the competence that is generally gathered by individuals as they mature through life. 

As suggested by Simkin, Hanson & Ancheta (2017), “…the reason not to use various positions in labour, first and foremost is …when the woman objects, due to increased pain or a preference for another position. However, if it is explained that this position may improve labour progress, the woman may be willing to try it” (p. 293). Providing supportive furniture (such as the Labour Support Chair) for women to adapt their activity to changing psychological and physiological needs during labour, will enable her agentry (personal power).
The importance of mobility and correct positioning of women in labour is logical and research based. Countless studies aiming to quantify this knowledge have been conducted. Lawrence et al. (2013) in a Cochrane systematic review which assessed maternal mobility, activity and upright positioning was compared with maternal recumbent positions in the first stage of labour. The authors reviewed 25 studies which included 5218 women, across 13 countries spanning 49 years.  Results found that the freedom to shift positions, utilising gravity, biomechanics and the elasticity of the pelvis, was beneficial to labour and the mode of birth whether performed on the floor or on the bed (Lawrence et al. 2013). In addition, those women randomised to sit, stand, squat, kneel or walk had a significantly shorter duration of first stage of labour by approximately two hours and eleven minutes (p<0.00001). These women were more likely to have a spontaneous vaginal birth (p=0.0092) (Lawrence et al. 2013).

There are well-recognised difficulties with RCTs involving women in labour, because labour is a complex physiological and psychological process. As reported in Lawrence et al. (2013), there were variable amounts of time women adhered to the arm of the study to which they were randomised. 

What we do know, is that the positive effects of the upright, mobile positioning on all maternity outcomes is evident, despite the difficulty these motivated women had in complying with the study protocol. One of the reasons the women may have been unable or unwilling to comply with the upright and mobile study protocol is because they were exhausted and wanted to lay or sit down. 
[bookmark: _Toc34597840]      2.2.2 What is missing?
The World Health Organization recently published guidelines for interventions in labour and childbirth stating that it is ‘critical in ensuring that giving birth is not only safe but also a positive experience for women and their families’ (WHO 2018a, 2018c). Also the World Health Organization recently called for non-clinical interventions to reduce the rate of unnecessary caesarean births (Betrán et al. 2018; WHO 2018b). However there has been an absence of furniture specifically designed to support women in labour. Therefore, the further development of the Labour Support Chair may help fill this gap.

[bookmark: _Toc34597841]       2.2.3 What is the Study going to find out?
The study will draw conclusions from the collected data (described below) to determine whether there was a positive difference in the experience of labour (agentry) for the women randomised to use the Labour Support Chair.
Further conclusions will be made regarding the physiological effect, comparing labour length, mode of birth and multiple other variables as listed below.
[bookmark: _Toc34597842]      2.2.4 How is this going to be achieved?
This chair is not designed for giving birth, but rather for supporting women in the 1st stage of labour. The Labour Support Chair encourages the capability of women to influence the progression of their own labour. Women can be cocooned with their partners behind or beside them, creating a safe bound space for them both (Stenglin & Foureur 2013). Here they can concentrate their energy on getting through each contraction. When ready, women can choose to change to another activity or position; return to the chair at will, and/or use the chair in the shower. This may enhance the woman’s sense of personal power in relation to her labour and birth.

Straddling the Labour Support Chair, permits the woman’s knees and thighs to open and her hips to flex, creating a substantial increase of the internal diameters and capacity of her pelvis (Michel et al. 2002; Reitter et al. 2014). Therefore gravity (appendix 9), in conjunction with this open, vertical positioning of the woman gives the fetus more room and improved angles (appendix 14) with which to negotiate the maternal pelvis and to perform the movements required to facilitate birth. The woman will permanently move from the chair if she requests an epidural anaesthetic or when she is ready to give birth.
[bookmark: _Toc34597843]     2.2.5 What impact will the Study have?
Firstly, the study may find that incorporating the Labour Support Chair into the Birth Room enables the woman’s aspiration for independence. This can enable women to take charge of their birth space and their own positioning requirements during labour, as their needs dictate. Maximizing women’s sense of personal power of their own labour may improve their ability to cope with the stressors of labour. 

Secondly, the study may find that the use of the chair allows more women to attain full cervical dilation and therefore potentially, a vaginal birth. The mechanisms of labour dictate that for a woman to have a vaginal birth, she needs to have successfully negotiated the first stage of labour. This means that her cervix has achieved full dilatation and the fetal head is engaged and descended into her pelvis. Therefore, the optimal vertical positioning facilitated by the Labour Support Chair, may also impact upon the mode of birth. 
[bookmark: _Toc34597844]      2.2.6 The consequence for policy or practice for addressing the study aim.
The usage of the Labour Support Chair may reduce the need for medical intervention during a woman’s labour and reduce the caesarean section rate. Reducing intervention in the birth process and appropriate use of caesarean section surgery is a health priority globally (Betrán et al. 2018; Boerma et al. 2018; Sandall et al. 2018; Spong et al. 2012). Notably in Australia, the NSW Health Policy Directive ‘Maternity-Towards Normal Birth in NSW’ (2010) focused on strategies to increase the vaginal birth rate and decrease the number of caesarean section operations, but most importantly the woman’s first caesarean section. There is an increased risk of maternal, fetal and neonatal morbidity and mortality associated with each caesarean section and the potential for future health concerns, for mother, baby and child (Betrán et al. 2018; Boerma et al. 2018; Chin et al. 2012; Sandall et al. 2018). Reducing the need for medical intervention during labour, results in improved physical health and psychological wellbeing of mother, baby, child and supporters. Furthermore, it lessens the potential for birth trauma, injury, associated long-term effects and litigation (Donn, Chiswick & Fanaroff 2014; Jena et al. 2011; Lothian 2014). 
[bookmark: _Toc34597845]       2.2.7 The importance of the problem addressed in Study.
The goal of childbirth is to achieve the best possible physical, emotional and psychological outcomes for the woman and her baby (Hodnett 2002; Hodnett & Simmons-Tropea 2003; NSW Health 2010; Patterson, Hollins Martin & Karatzias 2019; Simpson & Catling 2016; Stenglin & Foureur 2013; WHO 2018a, 2018c).
Considering the mother and fetus are well, there are two absolutes in the pursuit of a vaginal birth.
1. A completed first stage of labour, i.e. the cervix is fully open/dilated, the fetus can now move out of the uterus and into the vagina.
2. The engagement and descent of the fetal presenting part, most commonly the head into the maternal boney pelvis.
Therefore the first stage of labour is of paramount importance. Because without the safe completion of the first stage of labour, the expulsive second stage of labour cannot commence and the vaginal birth of the fetus will not occur.
[bookmark: _Toc34597846]       2.2.8 The gap in knowledge you are seeking to fill.
It is inadequate that the delivery bed is the only item in the birth room for the woman to use in labour (Fahy et al. 2011). This contradicts the woman’s antenatal education inspired expectations of support, her goal to be upright and her knowledge that lying down interferes with labour. 
The Labour Support Chair will provide a place to rest from other activities, though still taking advantage of gravity and the elasticity of her pelvic joints.
 A woman in labour gets tired and can become despondent about her capability to continue to follow and work with her body. It is acknowledged that the woman’s building vulnerability needs to be circumvented. (Simpson & Catling 2016; Stenglin & Foureur 2013). The intervention in this research project, the Labour Support Chair has the potential to be an enabling resource for the woman in labour to use in the birth room or shower, encouraging her capability and sense of personal power (agentry). 
The Labour Support Chair is a straightforward, simple to use, non-clinical intervention which will help satisfy the needs outlined by the World Health Organisation (WHO 2018b). The WHO recommendations for non-clinical interventions to reduce unnecessary caesarean sections have three target points; the woman, the health-care professional and the health organization, facilities or systems. The Labour Support Chair addresses all three targets, by influencing women’s labour experience, easing midwives workload and for the stakeholders, it is an inexpensive device that changes the physical environment for the benefit of women in labour. 

[bookmark: _Toc23337547][bookmark: _Toc34591460][bookmark: _Toc34597847]3. STUDY AIMS and OBJECTIVES
    3.1 Aim
The aim is to determine the usefulness of the Labour Support Chair for women in labour, the midwives and whether it is fit for purpose. 
   3.2 Objectives
To address the above aim, this FRCT has one primary objective and three secondary objectives.

          3.2.1 Primary Objective.
To investigate whether there is a positive difference in the experience of labour (sense of personal power, agentry) between the women who are randomised to use the Labour Support Chair and of those in control group. 
          3.2.2 Secondary Objectives:
1. To investigate whether there is a positive difference in the many labour and birth outcome variables between the participants who are randomised to use the Labour Support Chair in first stage of labour and of those in the control group.
2. To investigate the acceptability of the intervention (Labour Support Chair) to participants 
3. To investigate the acceptability of the intervention (Labour Support Chair) to midwives’ practice.
   3.3 Hypotheses:
[bookmark: _Toc224114240][bookmark: _Toc224114365][bookmark: _Toc229297235][bookmark: _Toc229297342][bookmark: _Toc229298365][bookmark: _Toc229307332][bookmark: _Toc229308152][bookmark: _Toc235338626][bookmark: _Toc236472626][bookmark: _Toc236473746][bookmark: _Toc23337548]The study’s primary null hypothesis is that the availability of a Labour Support Chair makes no difference to the women’s experience of agentry (personal power) in her labour. The study’s main secondary null hypothesis is that the Labour Support Chair makes no difference to the progress or outcome of the participant’s labour.

[bookmark: _Toc34591461][bookmark: _Toc34597848]4. PARTICIPATING SITE
The birth unit within Bankstown Hospital, South Western Sydney Local Health District (SWSLHD), will be the participating site. The SWSLHD has a large culturally and linguistically diverse (CALD) population, therefore the participant study documents need to be available in English and translated into the language of the three (3) most prevalent CALD groups.   

In consultation with the Director of the Health Language Services of SWSLHD, the languages of Arabic, Chinese, and Vietnamese was decided upon. The translation will be performed by NAATI certified translation service and the certification stamp will be evident on the documents.
[bookmark: _Toc224114241][bookmark: _Toc224114366][bookmark: _Toc229297236][bookmark: _Toc229297343][bookmark: _Toc229298366][bookmark: _Toc229307333][bookmark: _Toc229308153][bookmark: _Toc235338627][bookmark: _Toc236472627][bookmark: _Toc236473747][bookmark: _Toc23337549][bookmark: _Toc34591462][bookmark: _Toc34597849]5.  STUDY DESIGN
[bookmark: _Toc20042037][bookmark: _Toc20045754][bookmark: _Toc20042038][bookmark: _Toc20045755][bookmark: _Toc20042039][bookmark: _Toc20045756]This Feasibility RCT, will fulfil the objectives of an FRCT (as below) and classified by the TGA as a Pre-Market pilot trial. It will comprise an intervention arm and a control arm. Quantitative data will be collected via the various methods as described in the Data Collection section (below).  
An FRCT addresses the eight (8) focus areas of feasibility
(Bowen et al. 2009). These being; 
I. Acceptability (how participants feel about using the labour support chair, does it feel relevant for them?)
II. Demand (is there a demand for labour support chair support?)
III. Implementation (is the labour support chair easy to use for the women and the midwives?) 
IV. Practicality (does the labour support chair have the quality of being effective, useful and suitable for the woman in labour to use?)
V. Adaptation (do midwives adapt smoothly to the intervention?)
VI. Integration (what level of system change is required to integrate the labour support chair into the service provided by the midwives?)
VII. Expansion (could the labour chair fit with the organisation’s goals and culture?) 
VIII. Limited-efficacy testing (does the labour chair show promise of being useful for women in labour and useful for midwives in supporting women?)
[bookmark: _Toc23337550][bookmark: _Toc34591463][bookmark: _Toc34597850]   5.1 Study Type
This study is a FRCT composed of an Intervention arm and a Control arm. Quantitative data (described below) will be collected in order to answer the research objectives. No data linkage will be made to any databases for this FRCT.

[bookmark: _Toc23337551][bookmark: _Toc34591464][bookmark: _Toc34597851]    5.2 Expected Study Duration
The duration of the study from the start-up meetings with the midwives to the receipt of the final outstanding Labour Agentry Scale (LAS) is proposed to be six months. This timeline may expand slightly if there is a delay in the return of the LAS survey.
The proposed commencement date for the start-up meetings with the midwives will depend on ethics clearance from the Study Site and UTS, as well as The Clinical Trials Notification (CTN) application. Registration of the trial with Australian New Zealand Clinical Trials Registry (ANZCTR) is nearing completion.
The recruitment phase could span four months, if recruitment is difficult the study size may need to be adjusted to align with the TGA recommendations of 10-30 participants for a pilot trial. This is to contain the timespan of the Trial and the impact on the participating midwives. 
[bookmark: _Toc23337552][bookmark: _Toc34591465][bookmark: _Toc34597852]   5.3 Data Source and Population
The group of recruited pregnant women will number 40 participants. These participants will be randomised into two (2) separate trial arms, named the Intervention arm and the Non-Intervention arm.

Midwives employed at the study site will be trained in the study protocol and use of the Labour Support Chair.  As many midwives as possible will be trained in order to ideally have a few study trained midwives on duty in the birth unit at all times.

An FRCT has a small sample size in comparison to a full Phase-III RCT. In this FRCT a sample size of 40 women was decided upon to allow for an expected attrition rate due to change of mind in the time period from randomisation and active first stage of labour. Hopefully this will allow for an adequate end sample size to measure the study outcomes and the key areas of focus of feasibility studies (Bowen et al. 2009).
Labour is intrinsically variable even for the same woman for successive births. If the mode of birth and length of labour was the primary outcome of this FRCT, it would make sense to include only the women who were going to labour for the first time or the women who had laboured previously. As generally, there is advantage in successive labours and vaginal births in each woman, therefore a major confounding factor to the results. But since the primary outcome is the woman’s agentry (sense of personal power) during her labour, this stratification is not made. In consideration of features that may confound the results, both arms of the study will receive the usual midwifery care during their labour, which they expected when they booked in to the health facility. The Intervention arm will have the additional ability to use the Labour Support Chair.

Potentially the woman’s interest in participating in the trial is to use the Labour Support Chair, her disappointment in her randomisation outcome may influence her LAS results and/or cause her to withdraw from the study altogether. A ‘real-life’ study may mitigate this problem (Harari 2018). Once randomised, the data of participants who withdraw will be analysed as ‘Intention to Treat’.






The data sources that will be translated into Arabic, Chinese and Vietnamese languages are the: 

· Pictogram Chart (appendix 3), 
· The Labour Agentry Scale (LAS) ( appendix 4), 
· The Supplementary Questions for Intervention Arm Chart ( appendix  7) 
· The Supplementary Questions for Non-Intervention Arm Chart (appendix 8).

The data sources that will be re-translated back into English are the:
 
· The Supplementary Questions for Intervention Arm (appendix 7)
· The Supplementary Questions for Non-Intervention Arm (appendix 8)
The Pictogram Chart has boxes to tick and the LAS responses are circles to mark corresponding to a number, therefore the data can be extracted without re-translation into English.

[bookmark: _Toc34597853]       5.3.1 The Source of Data Variables.
Quantitative Data will be collected from four sources: 
A. The participants Electronic Medical Records (EMR) 
B. The Labour Agentry Scale (LAS).
C. The two Tracking Charts.   
D. The Pictogram Chart.

A.  The EMR will be the source of 15 quantitative variables required for comparisons between the two arms of the FRCT, these include:
1. Onset of labour, (spontaneous, or induced)
2. Length of first stage of labour
3. Pain relief method, if used
4. If epidural block used, contraction cycle and cervical dilatation at decision time,  if available
5. Length of second stage of labour
6. Use of Syntocinon, if used  after spontaneous onset of labour
7. Mode of birth (eg. normal, vacuum, forceps, caesarean, vaginal breech)
8. Reason for mode of birth if not normal (eg fetal distress, obstructed labour etc)
9. Shoulder dystocia, if it occurred
10. Apgar score
11. Birth weight
12. Parity (how many times she has given birth)
13. Previous mode of birth (if she has given birth before).
14. Age
15. Gestation

These variables were decided on in order to attempt clear comparisons between the groups and account for differences between participant women who are going to labour for the first time and those who have laboured previously.



B. The Labour Agentry Scale (LAS)
The Labour Agentry Scale (LAS) (Hodnett & Simmons-Tropea 2003) will be distributed to all participant women at about two weeks postpartum. All language versions of the LAS will be distributed according to the method preferred marked on the woman’s consent form. The choices are email or registered post. The LAS will provide a score, the higher the score, the higher the woman’s experience of agentry (personal power) throughout her labour.
The LAS has ten short statements all designed to measure the feelings of the participant woman’s experience of agentry (personal power) during her labour (the primary outcome of this trial). These statements are listed below.

1) I felt tense
2) I felt important
3) I felt confident
4) I felt in control
5) I felt fearful
6) I felt relaxed
7) I felt good about my behaviour 
8) I felt helpless (powerless)
9) I felt I was with people who cared about me
10) I felt like a failure.

Each statement will be graded by the participant’s from “almost always” as one (1) to “rarely” as seven (7)  using a seven step Likert scale, to produce a quantitative score. 
The final score will be obtained by adding together the score of all the statements. The higher the score total reflects the higher sense of agentry (personal power).

To calculate the score, the grading of the positively worded statements are reversed as explained in the table below.

Conversion table for reversed scoring of the positively worded statements (2, 3, 4, 7, and 9),

	Likert grading
	1
	2
	3
	4
	5
	6
	7

	Becomes 
 score
	7
	6
	5
	4
	3
	2
	1








C. The Intervention and Non-Intervention Arm Tracking Charts.
There are separate Tracking Charts for each of the arm of the trial. The midwife will complete the appropriate Tracking Chart while she is caring for the participant in labour. The Tracking Chart for the Intervention Arm requires the midwife to document the amount of time the participant randomised to the intervention arm, actually uses the Labour Support Chair during her labour. The remaining observations required, are identical for the participant’s in both arms of the trial. These are; the position that the fetus is lying within the participant’s uterus when she is admitted to the birth suite and when she is in active second stage of labour. This assessment is achieved by palpating the fetus through the participant’s abdomen, this is standard practice. The fetal position at birth will be observed visually. 




D. The Pictogram Chart.
The Pictogram Chart has 17 line drawings of different positions and activities for women to use during labour.  These are commonly suggested in antenatal education classes and literature as well as by midwives in the birth unit   Sitting straddling backwards over a chair is not featured in this Pictogram Chart as the Interventional Device embodies these features. The participants will receive this Pictogram Chart after randomisation for use at home in early labour and when they come into the birth unit. If the Pictogram Chart is not brought into the birth unit with the participant, the midwife can obtain a spare blank Pictogram Chart in the required language from the SIF. The participants are asked to mark the positions and activities that they used throughout their labour. This data will help quantify the ‘usual care’, constant between the two arms of the trial. After the birth of the participant’s baby, the midwife will collect the Pictogram Chart and place it in the locked ‘Study Chart Box’ together with the Tracking Chart that the midwife completed.


Qualitative data will be collected from four sources
1) Comments from midwives on The Intervention Arm Tracking Chart (appendix7)
2) Comments from midwives on The Non-Intervention Arm Tracking Chart (appendix 8)
3) Supplementary questions added to the LAS survey. The questions are listed below.
4) [bookmark: _Toc20042043][bookmark: _Toc20045760][bookmark: _Toc22291623]Comments from the participant midwives at their ‘Thank you’ meeting.

[bookmark: _Toc34591466][bookmark: _Toc34597231][bookmark: _Toc34597493][bookmark: _Toc34597854]Supplementary questions and free text added to the LAS survey (appendix 4)
[bookmark: _Toc34591467][bookmark: _Toc34597232][bookmark: _Toc34597494][bookmark: _Toc34597855]The participants in the Intervention arm only.
1. [bookmark: _Toc34591468][bookmark: _Toc34597233][bookmark: _Toc34597495][bookmark: _Toc34597856]Would you change anything about the chair? Yes/No
Please explain your reasons.
2. [bookmark: _Toc34591469][bookmark: _Toc34597234][bookmark: _Toc34597496][bookmark: _Toc34597857]Did you like using the chair? Yes/No 
        Please explain your reasons.
The participants in both the Intervention and Non-Intervention arm.
3.  If the Labour Support Chair was available for use for another labour would you want to use it?         Yes/No
[bookmark: _Toc23337553][bookmark: _Toc34591470]Please explain your reasons
[bookmark: _Toc34597858]  5.4 Recruitment and Screening
[bookmark: _Toc34597859]      5.4.1Training of Midwives to trial protocol.
Site midwives who work in the Antenatal Clinic, Midwifery Group Practise and the Birth Unit will be invited to attend a start-up meeting prior to commencement of the trial. The agenda of these meetings will be to introduce the Labour Support Chair trial to the midwives and seek involvement from as many midwives as possible. The role of the midwives will be outlined, according to the areas that they work. The Antenatal Clinic and Midwifery Group practise midwives will be trained in the process of consent and will be able to recruit participants and countersign the consent form.
The Birth Unit and Midwifery Group Practise midwives will be trained in the Study Documents. The two Tracking Charts (appendix 4+5) which the midwives caring for participants in labour will complete and the participants’ Pictogram Chart (appendix 3) will be explained. Demonstrations and suggestions of how to incorporate the Labour Support Chair into their birthing practice will be covered. Midwives willing to be involved will be asked to sign the ‘Training Log’ and the ‘Delegation
of Duties Log’, which are kept in the Site Investigators File (SIF) A few start-up meetings across all shift times will be held in order to recruit as many midwives as possible. 
[bookmark: _Toc34597860]       5.4.2 Recruitment of Pregnant Women
Women will be recruited through Antenatal Clinic (ANC) and the Midwifery Group Practise (GMP) by midwives and the interpreter for her language. Due to COVID-19 precautions recruitment will adhere to the current antenatal visit protocol and will either face to face or via phone,  The midwives will screen all women 35 weeks gestation who attend the antenatal clinic each day. Screening will use the woman’s antenatal medical records to identify those women who fulfil the inclusion criteria (see below). These will be recorded on the Antenatal Screening Chart (appendix 11).  The research student can assist in the screening process as she will have applied for (and obtained) contingency worker status. The midwife, having been trained to perform the consent process during the start-up meeting will recruit  eligible candidates for the study. The midwife will explain the study to the eligible candidate using the Interpreter when appropriate. If interested in the study, the potential candidate will be given a paper copy or emailed the Participant Information Sheet and Consent (PISC) in her preferred language. This gives her time to discuss participation with her partner and family, before making her decision. An electronic signature is acceptable on the consent and a family member can witness her signature.
The ANC and MGP midwives will communicate with the research student of any potential candidates so the PISC can be emailed.
The research student will request that a site study specific email address be created. It will be from this email address that all email correspondence with potential candidates and participants occurs. At the completion of the study this email address will be closed.
Return of the signed consent form is preferable by 37 weeks gestation, so randomisation can proceed.
The ANC and MGP midwives can sign the returned paper copy of the consent as the study delegate, the research student can electronically sign the returned emailed consents as the certified delegate. If a woman does not bring her signed consent form back until she is in labour, the midwife, if she has time, can contact the research student by phone, for an urgent randomisation via REDCap.  
All consents will be scanned into the participants Electronic Medical Records, after this the paper copies will need to be placed in the locked Study Document Box that is held in the birth suite,
The Study Document Box will be emptied regularly by the research student.
The research student will not participate in recruitment or the consent process for eligible candidates. The research student can be present in the antenatal clinic and can document the screening of candidates for the study, but recruitment can proceed whether or not the research student is present in the antenatal clinic.
It is acknowledged that the research student has a conflict of interest and these restrictions on the role of the conflicted person are in place to ensure compliance with the SWSLHD Research Conflicts of Interest Policy and mitigate any suspicion of participant coercion.

  . 
[bookmark: _Toc23337554][bookmark: _Toc34591471][bookmark: _Toc34597861]   5.5 Inclusion Criteria
Inclusion criteria includes women who
· Are  37 completed weeks gestation.
· Are 18 years of age 
· Are planning a vaginal birth
· Are willing to use the Labour Support Chair during their first stage of labour
· Are willing to complete the Pictogram Chart and LAS Survey 
· Have access to an interpreter during recruitment.
· Have literacy in Arabic, English, Chinese or Vietnamese.
· Have read the Participant Information Sheet and Consent (PISC) in their language.
· Have signed the consent form in their language.
[bookmark: _Toc23337555][bookmark: _Toc34591472][bookmark: _Toc34597862]    5.6 Exclusion Criteria	
Exclusion criteria includes women who
· Are  37 weeks gestation, i.e. 36 weeks + 6 days and less
· Are planning an elective caesarean section
· Do not have literacy in Arabic, English, Chinese or Vietnamese.
· Have not signed the consent form in their language.

NB. Desire to have the option of an epidural block as pain relief is not a criteria for exclusion. This will simply mean that she will no longer use the chair during her labour.



[bookmark: _Toc23337556][bookmark: _Toc34591473][bookmark: _Toc34597863]    5.7 Consent Process
In order to participate in this trial, a fully informed consent will be obtained voluntarily, without 
coercion or pressure. The Participant Information Sheet and Consent (PISC) will be available in Arabic, English, Chinese and Vietnamese. The PISC will be given to the pregnant women to aid in the understanding of what is required of them throughout the trial. The consent form includes permissions and choices of preferred modes of contact. The randomisation outcome can be delivered via email or mobile phone text. In the instance that an interested candidate does not have an email address, permission to communicate her randomisation outcome via text message to her mobile phone and permission to send a paper copy of the LAS survey via registered post will be requested. The registered post version of the LAS survey will include a stamped envelope addressed to the office of the Principal investigator at UTS.
Interested candidates who have an email address will receive the LAS survey via email. The ‘Thank you gift’ will be distributed by the participant’s mode of choice, registered post or in-person collection from the hospital. 
Midwives who are prepared to be involved in the trial will be trained to perform the consent process, and will have the opportunity to complete the ICH GCP training. Midwives will sign the Training Log and the Delegation of Duties Log. These Logs along with any ICH GCP certificates will be filed in the SIF.

The process of consent for the participant, will be documented in her electronic medical records and will comply with ICH GCP 4.8 (ICH 2016)  and National Statement sections 2.2.1-9 , 4.3.2 and 5.2.17 (NHMRC 2018b) as the trial population, being pregnant is vulnerable as well as culturally and linguistically diverse (CALD). 

Withdrawal of consent will be without consequence or need to provide a reason.

The consent process documentation will state,
· The potential candidate was eligible to participate in the Trial.
· The potential candidate was provided a PISC written in her language.
· During recruitment, information was provided to the potential candidate by  a delegated study midwife and an interpreter of her language.
· The potential candidate was informed about the trial and was given the time and opportunity to ask questions to the midwife and research student through the interpreter during recruitment as well as the opportunity to seek advice from her partner, family or health care provider. 
· To ensure mutual understanding of the information the potential candidate heard, she was requested to repeat back to the delegated study midwife  what she heard and understood about the trial and her participation requirements in the presence of an interpreter when required. The potential candidate was given the explanation that the purpose of clinical research is produce generalisable knowledge. This is to minimalise any therapeutic misconception from participation. 
· The fully informed eligible candidate voluntarily consented to participate in the Trial without coercion or pressure.

Once the woman has consented to participate, she will be given a study number and the woman’s identifying details will be added to the ‘Study Participants Log’ (appendix 13).
[bookmark: _Toc23337557][bookmark: _Toc34591474][bookmark: _Toc34597864]    5.8 Study Procedures 
The Birth Unit and MGP midwives will provide their usual midwifery care to participant’s in both arms of the trial. The participants who are randomised to the intervention arm will have access to the Labour Support Chair during the first stage of labour and the midwives will have instructed them in its use (appendix 2). 
All Birth Unit and MGP midwives will be asked to complete a Tracking Chart (appendix 4 or 5) specific to the arm to which the participant she is caring for has been randomised. The midwives can write comments on these forms as well. Spare blank Tracking Charts and Pictogram Charts will be kept in the Site Investigators File (SIF)
The Tracking Charts are named 
a) Tracking Chart Intervention Arm (appendix 4)
b) Tracking Chart Non-Intervention Arm (appendix 5)
The participants will have been given a Pictogram Chart (appendix 3) on receipt of their signed consent form. They are able to use the Pictogram Chart during early labour at home. If the participant does not bring her Pictogram Chart to her birth, there are spare blank Pictogram Charts in the SIF and the midwife can give her another. The midwives will be shown the two Tracking Charts and the Pictogram Chart at the start-up meetings, and she will be able to answer any of the participant’s questions about the Pictogram Chart. 
After the participant has birthed her baby, the midwives will be responsible for collecting the completed Pictogram Chart from the participant and together with her own completed Tracking Chart (Intervention or Non-Intervention Arm), place them into the locked ‘Study Chart box’ (see explanation in Data Source section). This box will be emptied of completed study charts regularly by the research student.


There will be no extra visits for the participant women to the health facility required for this study. 
Randomisation will only occur once a participant woman has reached 37 weeks gestation and remains eligible. Eligibility status will be confirmed by the research student in communication with the site midwives. Any woman providing consent after 37 weeks gestation can be randomised at receipt of consent

Table of Study Procedures and Contact Points with Women
	
List Interventions
	
Recruitment Visit face to face or by phone with midwife and/or interpreter
	
Text, Email and Registered Post
	
Labour

	Two weeks  postnatal
	
Thank you email
	
Gift posted

	Study Explanation

	

	
	
	
	
	

	Inclusion / Exclusion criteria
	

	
	
	
	
	

	Informed Consent
	
	
	
	
	
	

	Randomisation @ 37 weeks 

	
	

	
	
	
	

	Pictogram Chart

	
	
	

	
	
	

	Tracking Chart 
Intervention or Non-intervention arm
	
	
	
     
	
	
	

	LAS survey

	
	
	
	

	
	

	Postnatal follow up
	

	
	
	
	
	

	Adverse Device  Effect & Serious Adverse Device Effect Assessment
	
	

	

	

	

	






























[bookmark: _Toc34597865]No additional vaginal examinations will be requested for this study.  If a woman chooses an epidural block for pain relief in her labour, then the contraction frequency, strength and length, at time of epidural block request, will be collected. If a vaginal examination (VE) to assess cervical dilatation is standard in this health facility prior to epidural block or after insertion of the indwelling bladder catheter then this information will be collected because it is available. 
       5.8.1 Permissions.
The Labour Agentry Scale (LAS) is a validated tool, as described in Section 5.3.1B.  Permission to use the LAS was sought from the author, Emeritus Professor Ellen Hodnett via her University of Toronto, Canada email address in 2018. Permission to use the Line drawings (Simkin, Hanson & Ancheta 2017) which comprise the Pictogram Chart (appendix 3) was required. Contact with the copyright owner Ruth Ancheta was initially via LinkedIn though, further contact continued via email as suggested by Ruth Ancheta. Permission to use the LAS (Hodnett & Simmons-Tropea 2003) (appendix 6),  and the Line drawings (Simkin, Hanson & Ancheta 2017) on the Pictogram Chart (appendix 3) are included in appendix 10.
[bookmark: _Toc34591475][bookmark: _Toc34597866][bookmark: _Toc23337558]    5.9 Randomisation 
Randomisation will only occur once a participant has reached 37 weeks gestation and remains eligible. Eligibility status will be confirmed by the research student in communication with the site midwives. Any woman providing consent after 37 weeks gestation can be randomised at receipt of consent. 

Randomisation will be a 1:1 ratio with the expectation that each group will have 20 participants.
Randomisation will be performed by the research student using the REDCap digital platform.
The participants will be notified of their randomisation outcome by either email or text. 
The message will be written in the participant’s preferred language with the English equivalent underneath, for cross language clarity. The two separate messages will be worded as below (appendix 15)

Intervention Arm message:
As a participant in the Labour Support Chair Trial, you have been randomly allocated into the group that CAN use the Chair.

Non-Intervention Arm message:
As a participant in the Labour Support Chair Trial, you have been randomly allocated into the group that will NOT have the chair available.

The participant’s randomisation outcome will also be documented in her Medical Records. If the participant no longer fulfils the eligibility criteria at 37 weeks gestation, she will be notified, thanked sincerely for her willingness to participate and wished well. This notification will also be provided in the participants preferred language. Her study number will be included in the ‘Ineligible after consent’ data pool.

[bookmark: _Toc34591476][bookmark: _Toc34597868]The study flow chart below (5.9.1) will be used by the research student to show the final numbers of eligible participants.
   5.9.1 Study Flow Chart
All Eligible 
Women
n =


Interested 
n =
Not interested
n =


Consented 
n =

No longer Eligible at 37 weeks after consent
n =
n
n =
Remains Eligible at 37 weeks
n =



Randomisation
n=



Intervention arm
n =
Non-Intervention arm
n=




UNAVAILABLE
midwife
n =

UNAVAILABLE midwife or intervention
n =

Did NOT use intervention
n =
DID use intervention
n =



Did NOT finish study forms 
n =

All study forms finished and returned
n = 


Did NOT finish study forms 
n =

All study forms finished and returned
n = 

Did NOT finish study forms 
n =

All study forms finished and returned
n = 

Did NOT finish study forms 
n =
All study forms finished and returned
n = 




All study forms finished and returned
n =
Did NOT finish study forms 
n =



Analysis
n= 
Intention to treat 
n = 


  5.10 Data Linkage 
No Data linkage will be made to any databases (as stated above).

[bookmark: _Toc229297242][bookmark: _Toc229297349][bookmark: _Toc229298372][bookmark: _Toc229307339][bookmark: _Toc229308159][bookmark: _Toc235338633][bookmark: _Toc236472635][bookmark: _Toc236473755][bookmark: _Toc23337561][bookmark: _Toc34591477][bookmark: _Toc34597869]6. ETHICAL CONSIDERATIONS
The Universal Trial Number (UTN) is U1111-1229-9942. The application to register this Trial with the ANZCTR (request Id: 377013) has commenced and the Clinical Trials Notification (CTN) will be made after Ethics approval and before the start date of the Trial.
All aspects of this Research and FRCT will run in compliance with the National Statement on Ethical Conduct in Human Research (NHMRC 2018b) including  Chapter 4.1 ‘The woman who is pregnant and the fetus in utero’(NHMRC 2018c). This research and FRCT will comply with the Principles and Responsibilities of the Australian Code for the Responsible Conduct of Research (ARC 2019).

Fully informed consent to participate will be voluntary, without coercion or pressure.
Participant Information Form and Consent will be provided in Arabic, English, Chinese and Vietnamese.

Withdrawal of consent will be without consequences or need to provide a reason.

No inducements will be offered to entice participation although once the survey is completed and returned a ’Thank you’ email or text will be sent to the participating women. This email or text will alert them to a small ’thank you for your participation’ gift that they are eligible to receive. Her preferred address will be confirmed, the gift will arrive via Australia Post. If the participating woman would prefer to collect the gift from the hospital, she will be informed where to collect the gift. The value of each gift will be approximately $30, and may take the form of a baby wrap, hand cream or something similar. At this time the participating women will be asked if they would like to receive any  published papers generated from the research project in which they participated. If so these participant women’s names, mobile phone numbers (for texts) and email addresses will be retained to fulfil this request, importantly their study number will not be retained on this contact list. 

The midwives will be invited to a ‘Thank you’ morning tea at the completion of the trial. There, a thank you gift will be given to the midwives, as without their help the trial would not have been possible. This could be a small individual gift or if the midwives preferred a resource for the women for whom they care. The gift could be something like a Transcutaneous Electrical Nerve Stimulation (TENS) machine or an electric oil diffuser. Suggestions can be made by the midwives at the Start-Up meeting. 

[bookmark: _Toc34591478][bookmark: _Toc34597247][bookmark: _Toc34597870]Any published papers will be made available to the site for those midwives who would like to know the results of the research project
[bookmark: _Toc236472636][bookmark: _Toc236473756]    















[bookmark: _Toc23337562][bookmark: _Toc34591479][bookmark: _Toc34597871][bookmark: _Toc34597872]   6.1 Study Procedure Benefits
       6.1.1 Possible benefits of this research for participants.
Labour is unpredictable, there is no ability to guarantee any outcome. However, the evidence based knowledge and wisdom available around labour and childbirth provides educated indicators to aid decision making.
As such, there can be no guarantee that there will be a benefit to the participants’ labour from participation in this research project, regardless of the arm of the trial into which she was randomized. Although the Pictogram Chart may provide a beneficial reminder of what activity or position she might choose to move on to at any stage of her labour. The other potential benefit may be the feeling of good will in contributing information of her labour and birth experience to this research project. These points are referenced in the woman's Participant Information Sheet and Consent (PISC). To attempt to minimalise any  therapeutic misconception by the participants, the explanation that the purpose of clinical research to produce generalisable knowledge, is stated in question seven (7) of the PISC and will be emphasised during recruitment  to the potential candidate prior to her signing the consent form. 
[bookmark: _Toc34597873]       6.1.2 Possible benefits for the fetus.
As stated above labour is unpredictable, there is no ability to guarantee any outcome. However, if the null hypothesis is rejected and sitting on the chair does show benefit to the labour, either psychologically or physically then there will be impact on the fetus, as the fetus is an integral part of this process. If there is an impact, the prediction is for improvement in the maternal experience of labour. The increased capacity in the pelvis, may improve the cardinal movements and angle of progression of the fetus through the pelvis. Consequentially, the duration of labour and the requirement for an instrumental delivery may be reduced (vacuum extraction or forceps delivery)
If any of these variables are found then there will be benefit to the fetus.

[bookmark: _Toc34597874]       6.1.3 Possible benefits of involvement for the midwives.  
[bookmark: _Toc23337563]There will be no clear benefit to the midwives for their help in this research project. However there may be a feeling of goodwill in contributing to the research project that is attempting to validate the usefulness of the Labour Support Chair to women’s birth experience. The further development and future implementation of the Labour Support Chair may allow the midwives to view their involvement in this research as worthwhile. The midwives will be able to document their involvement in this research project in their Professional Portfolio, Curriculum Vitae and yearly employment appraisal. 
[bookmark: _Toc34591480][bookmark: _Toc34597875]   6.2 Study Procedure Risks
The targeted group for this trial are pregnant women planning to labour, therefore a vulnerable group. This trial adheres to relevant guidelines of the National Statement 4.1.1- 4.1.10.and 5.2.17. As the site chosen for the Trial has a large CALD population the Study Documents that the women will read, use and answer will be translated into three (3) languages and will be available in English. 
A Decision Aid Review (DA19/025) was submitted to the HREC of the proposed research site. The advice given was that this project proposal will be reviewed via the greater than low risk pathway. The Labour Support Chair is an ‘unapproved medical device’ though complies with the TGA Medical Devices Essential Principles Checklist. The Labour Support Chair fits the TGA Class 1 Medical Device classification.
To ensure research integrity and eliminating any possibility of a dual relationship, there will be no contact in any form between the research student with the participant during her labour, or the midwives caring for the participant during labour. The only exception to this is in the scenario where the participant has arrived in the birth unit with her signed consent, before she has been randomised. If the participant is still keen to participate and the midwife has time, the midwife can ring the research student for an urgent randomisation. This scenario is unlikely yet, a contingency plan is available. 

[bookmark: _Toc34597876]      6.2.1 Risk to the pregnant woman 
The foreseeable risk to the pregnant woman in labour from participating in this study seems to be low risk according to National Statement 2.1.6, described as potential discomfort only. The ‘Table of potential issues, the causes and contingency plans’ (below), summarises these potential discomforts.
The issues for the woman sitting on the chair that are not foreseeable are:
· Overbalancing once sitting on the chair.
The chair has been engineered to the specifications of a detailed a Finite Element Analysis (FEA) to ensure that regardless of the way someone might reasonably use the Labour Support Chair according to its purpose, the Labour Support Chair will not overbalance. The Labour Support Chair is engineered to support a 200kg woman. In engineering, the actual weighting of the chair is twice the stated amount, therefore 400kg. The FEA is supplied in the Investigators Brochure (IB) as appendix no: 1. 

· Separation of the symphysis pubis joint (Diastasis).
The knees of the woman are able to be as wide or as close (abducted or adducted) as is comfortable for the woman, and this is under the control of the woman. Therefore no undue strain on the symphysis pubis or the hips can be envisaged.  The knees will need to be wider at birth than they are, while resting on the chair. If the participant develops symphysis pubis joint diastasis between randomisation to the intervention arm and onset of labour, she can choose to withdraw from the use of the Labour Support Chair, and her results be analysed as 'Intention to Treat'. Should participants feel discomfort from using the Labour Support Chair she will be assisted to alight and pursue alternative positioning for her labour.

· Falling whilst moving onto and alighting from the chair.
There is no greater risk of falling during this trial than for women using seated options in any other labour. However to mitigate the risks, midwives will be trained in teaching participating women in the intervention arm of the trial, how to move onto and alight from the chair safely. This procedure is described in the 'Guidelines for Use' document (Appendix no: 2) and will be demonstrated to all midwives attending the 'Start-up' meetings.  This document will be distributed to every midwife when they sign the training log and a copy will be stored in the SIF. 
If a participant fell whilst moving onto or alighting from the chair, the midwife would attend to her wellbeing, perform an initial assessment, and instigate a medical review by the hospital's resident medical officer. The initial routine observations; blood pressure, pulse, temperature, fetal heart rate and assessment of her uterine tone via an abdominal palpation would be made, along with assessment of any bruising, bleeding or potential broken bones and documented in the participant’s medical records. If further investigations are required, these will be ordered and reviewed by the resident medical officer, registrar and consultant doctor responsible for the participant’s care. The research student will be notified by the midwife caring for the participant. The research student will notify the Site Investigator as well as the Principal Investigator and Co-Investigator supervising the trial. Any Adverse Device Effect (ADE) or Serious Adverse Device Effect (SADE) will be reported as per Good Clinical Practice and will be reviewed by the HREC. 






Table of Potential Issues, the Causes and Contingency Plans for the participant woman.

	
Potential Issues
	
Why would it occur?
	
How severe might it be?
	
How long might it last? What action to take?

	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.
	Rarely
	Very mild
	Temporary – until you move off the chair

	Falling whilst moving onto and alighting from the chair
	Very unlikely when following ‘Guidelines of Use’
	Variable
	Variable, review by doctor



Should, the participant woman require counselling due to her participation in this trial she will be referred to the site maternity social worker or care through her general practitioner.
As there is only one chair, if it is being used by a participant, when a second participant (randomised to the intervention arm) arrives in the Birthing Unit, the second participant will miss out, unless the first participant, is no longer using the chair or gives birth. In the latter scenarios, the chair can be cleaned and brought to the second participant.  If the second participant misses out altogether her care will be as usual.  
She would remain a participant and complete the pictogram chart and the LAS survey.
This would also be the case for those participants belonging to either arm of the study unable to be cared for by a study midwife.
The data from these participant’s will be analysed in the Intention to treat cohort.
As these have been an un-intentional study non-compliance, another woman can be recruited to fulfil the study numbers.


[bookmark: _Toc34597877]        6.2.2 Risk to the fetus
The impact on the fetus to the woman sitting on the chair during her labour is not predicted to cause harm. The fetal monitoring will be conducted in accordance to the NSW Health guideline Maternity- Fetal Heart Rate Monitoring Guideline (GL2018_25) as is usual care, throughout out the trial.
Though, if the null hypothesis is rejected and sitting on the chair does show benefit to the labour, either physically or psychologically then there will be impact on the fetus, as the fetus is an integral part of this process. If there is an impact, the prediction is for improvement in the cardinal movements of the fetus, increased capacity in the pelvis through which the fetus travels, and reduced requirement for instrumental birth (i.e. forceps or vacuum extraction).
[bookmark: _Toc34597878]      6.2.3 Possible risks and disadvantages of participation for the site midwives.
After the training during the 'start- up' meeting, the midwife will be able to teach the participant to use the chair. The ‘Guidelines for Use’ document and training will allow her to assist the woman to use the Labour Support Chair with verbal instruction only and a guiding hand only if need be. There is no need to lift any part of the woman, the chair is on wheels two of which can be locked, but the woman can be moved whilst seated if necessary.  To listen to the fetal heart rate the midwife would need to bend at the knees in the same way as if the woman was seated on a recliner, on the floor, on all fours or in the bath. Safe work practice principles will be expected to be adhered to as per hospital policy. Participation in this trial will require some inconvenience and extra work for the site midwives, see table below
Table of time commitment for midwives.
	
 Study Duties
	
How long?

	Attendance at the Start-up meeting 
	30 minutes

	Screening women for eligibility 
	15 mins per ANC or MGP clinic

	Incorporating recruitment into antenatal appointment
with interpreter present if required
	10 minutes per woman

	Eligibility re-checking at 37 weeks gestation
	5 mins per participant

	Bringing the Labour Support chair into birth room
And teaching the participant how to use the chair.
	5 mins per woman in the Intervention Group.

	Completing Intervention or Control  Arm Tracking Chart
	5 mins 

	Placing completed Study charts into Study Chart Box
	5 mins

	‘Thank you’ morning tea after the study has finished 
	30 mins optional


[bookmark: _Toc23337564]Cleaning and safe storage of the Labour Support Chair is included in the ‘Guidelines for Use’ document supplied as Appendix 2.
[bookmark: _Toc34591481][bookmark: _Toc34597879]   6.3 Confidentiality and Privacy
Randomisation security and integrity will be achieved and maintained by REDCap.
Confidentiality and anonymity will be achieved by allocating each participant woman with a study number when consent is signed.

The personal identifiers linked to this study number in REDCap will be the participant woman’s email address and her mobile phone number if she does not have an email,
Her postal address will only be kept on the Study Participants Log. 

All data will be entered directly into REDCap which is password protected. The Study Participants Log (appendix 13) will be the only place that correlates all the participant’s identifying details with her study number. This chart will stay with and only be used by, the research student.

In the Birth Unit there will be a Randomisation Outcome Chart (appendix 12), as a ready reckoner for the midwives on duty. This chart will have the Study Participant’s name, medical record number, study number and randomisation outcome. This will prevent missed opportunities of study compliance. 
The names and identifying features will be de-identified from all data used for analysis. De-identified information will be used in written reports, presentations or publications.
A STASH Research Data Management Plan (RDMP) has been created to save and store data, throughout the duration of the study. 
[bookmark: _Toc23337565][bookmark: _Toc34591482]No data linkage will be made to any databases for this FRCT.
[bookmark: _Toc34597880]   6.4 Data Storage and Record Retention
All completed Study Charts will be placed in the locked Study Box kept in the birth unit by the site midwives.
The original paper copies of the consent forms and completed study charts will be transported directly from the study site to UTS by the research student. These documents will be securely stored in a dedicated locked filing cabinet in the Principle Investigator’s locked office at UTS. This filing cabinet will be accessible only by the Principle Investigator, Co-Investigator and research student until ready for destruction as outlined below.

The scanning, uploading of documents and data entry to REDCap will occur at UTS via a password protected computer. REDCap will be password-protected and accessible only by the research student, Principle and Co-ordinating Investigators.

REDCap will be used to randomise participants and store all study data while the research project is in progress. Upon receipt of the completed Arabic, Chinese and Vietnamese LAS surveys via either email or registered post, the free text answers to the supplementary questions will be sent to the NAATI Certified translation service for re-translation into English. 

Once this is completed, the data will be entered also into REDCap. All quantitative data will be exported directly from REDCap to the secure SPSS software for analysis. Due to the conflict of interest that the research student has in the outcome of the trial, no data analysis will be performed by the research student.

A STASH Research Data Management Plan (RDMP) has been created to save and store data, throughout the duration of the study. All data will eventually be moved from REDCap to STASH for storage. Once the research project is finished, an Archival Data Record will be created in STASH, where all data will be uploaded within the STASH interface and archived. As this is a clinical trial the storage and archival requirements are for 15 years. (NSW Gov 2015b) (NHMRC 2019).

Before the research student leaves UTS, there will be a transfer of responsibilities for the data record to the First Named Clinical Investigator (FNCI) who will then become the ‘Data Steward’. It is the data steward’s role to sign off on the disposal of the UTS copy of the records after the minimum period of retention. The responsibility will pass to the Associate Dean of Research if the FNCI has relinquished their role at the institution. 

Destruction of the study data after 15 years will be according to UTS Data Disposal policy, and The NSW Government Department of State Archives & Records (NSW Gov 2015a)
Therefore the principles of records destruction will be:
1. Authorised
2. Appropriate
3. Secure/confidential
4. Timely, and
5. Documented.

The method of destruction will be appropriate to the format of the data. Paper records will be either shredded, pulped or as a last resort, incinerated. Digital records will be sanitised by the overwriting method, which is appropriate for unclassified data.

According to the NSW Government Information Classification, Labelling and Handling Guidelines (NSW Gov 2015c) the term ÚNCLASSIFIED  is used to describe official information that is not expected to cause harm and is of low sensitivity requiring only limited protection.

[bookmark: _Toc34591483][bookmark: _Toc34597881][bookmark: _Toc23337566]7. SAFETY REPORTING 
Safety reporting will be in accordance with ICH GCP guidelines 4.11. (ICH 2016) 
Also the reporting responsibilities of the Sponsor, Principal Investigator, HREC, and Therapeutic Goods Administration are clearly described in the NHMRC Guidance: Safety monitoring and reporting in clinical trials involving therapeutic goods (NHMRC 2016). All safety reporting for this trial will follow the Reporting Flowchart for Investigational Medical Device Trials and the Safety Reporting Assessment Flowchart: IMD Trials (NHMRC 2016).

[bookmark: _Toc479147690][bookmark: _Toc34591484][bookmark: _Toc34597882][bookmark: _Toc23337567]8. Data Safety and Monitoring Board 
According to SWSLHD REO Trials Monitoring Statement  (SWSLHD REO 2016) and the NHMRC DSMB guidelines (NHMRC 2018a), a data and safety monitoring board (DSMB) will not be used as this is not a large multi-centre trial.

[bookmark: _Toc479147691][bookmark: _Toc34591485][bookmark: _Toc34597883][bookmark: _Toc23337568]9. Early Termination 
Apart from any unexpected safety issue the trial would only be stopped unexpectedly due to unforeseen circumstances related to the research student. Premature Termination or Suspension of the trial will be accordance with ICH GCP guidelines 4.12 (ICH 2016), if necessary.

[bookmark: _Toc479147692][bookmark: _Toc34591486][bookmark: _Toc34597884][bookmark: _Toc23337569]10. BLINDING AND UNBLINDING 
There is no blinding in this research project

[bookmark: _Toc23337570][bookmark: _Toc34591487][bookmark: _Toc34597885][bookmark: _Toc224114242][bookmark: _Toc224114367][bookmark: _Toc229297246][bookmark: _Toc229297353][bookmark: _Toc229298377][bookmark: _Toc229307345][bookmark: _Toc229308165][bookmark: _Toc235338639][bookmark: _Toc236472642][bookmark: _Toc236473762]11. CONFLICT OF INTEREST
The research student developed the device named The Labour Support Chair.
The research student holds the USA (Lamberton 2018), and Australian (Lamberton 2020) patent, as well as the patent pending in China, Europe (including Britain) and New Zealand .

[bookmark: _Toc23337571][bookmark: _Toc34591488][bookmark: _Toc34597886]12. FUNDING
[bookmark: _Toc34591489][bookmark: _Toc34597526][bookmark: _Toc34597800][bookmark: _Toc34597887][bookmark: _Toc34591490][bookmark: _Toc34597527][bookmark: _Toc34597888]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. The research student will apply in the future for funding to assist with the data analysis and translation of documents.

[bookmark: _Toc23337572][bookmark: _Toc34591491][bookmark: _Toc34597889]13. RESEARCH OUTCOMES 
As the participants are providing their own answers and are aware of their own labour and birth, the returning of individual results is irrelevant to this trial.
Data archiving and destruction described above in section 7.4.

Publications, will be submitted to peer-reviewed academic journals and presentations of the work will be given at midwifery conferences nationally and internationally. Due to the cross disciplinary nature of the study, it is anticipated that dissemination will occur within the midwifery discipline and also the architecture and design discipline.

The study size of this FRCT is not sufficient to establish efficacy of the Labour Support Chair. Although it may provide sufficient data from which could be calculated a sample size for a properly powered trial and whether further development of the chair is justifiable.

In the interest of respecting the efforts of the participants, adding evidence to midwifery practice and the eventual commercialisation of the Labour Support Chair, mediated data sharing is planned (D.B.Taichman 2017). All de-identified data, study documents, reports and analysis will be available following any journal publication. There will be a data sharing mechanism developed within ‘STASH’ at UTS, most likely with a DOI attached. UTS strongly recommends the Sharing of Data and enabling re-use.
The offer to provide any published papers to the interested research participants (women and midwives) is documented in the Participant Information Sheet and Consent (PISC). 


[bookmark: _Toc224114243][bookmark: _Toc224114368][bookmark: _Toc229297249][bookmark: _Toc229297356][bookmark: _Toc229298380][bookmark: _Toc229307348][bookmark: _Toc229308168][bookmark: _Toc235338642][bookmark: _Toc236472645][bookmark: _Toc236473765][bookmark: _Toc23337573]14. APPENDICES
   14.1 Appendix 1

The Intervention Device
The Labour Support Chair 


                                                                        [image: ]
                                                                  [image: C:\Users\marie-colette\Desktop\chair stuff 2018\!cid_image020_jpg@01D44470.jpg]
14.2   Appendix 2                              Guidelines for Use

Procedure for straddling the Labour Chair.

· Place chair in an appropriately peaceful, quiet, safe, ‘bound’ space (Stenglin & Foureur 2013)*.
· Apply brakes to castors.
· Ask the woman to stand firmly to left side of the chair, facing the arm/head rest of the chair.

Please give these verbal instructions…
· Place both hands on the arm/head resting ledge,
· Stand strongly on both of your legs and take a breath in, then on the out breath…
· Lift your right leg up, move it over the seat, placing it firmly on the floor on the right side of the seat.
· Lower yourself on to the seat portion of the chair settling into a comfortable position.
· Once settled, roll back on your sitting bones, allowing yourself to slump. 
This produces a ‘C curve’ in your back (Zwelling 2010) which improves the angle between 
your baby’s head and the top of your pelvis.  
· Adjust the width of your knees and position of your feet for your comfort.
· Use the footplates if your feet do not sit flat on the floor to make a 90⁰ angle at the hip.
· Place your feet, out to the side on the flat footrest, or
· Wrap your legs around chair, resting your feet on the wave footrest.
· Rest your head and arms on the resting ledge. 
· Take a big deep breath in, filling your lungs and breathe slowly out.
· Allow yourself to soften all your muscles now you are fully supported.
· Ask your support person to massage your back if you would like your lower back massaged.

The procedure for alighting from the chair, will be the reverse.
· Be deliberate in your movements.
· Firmly place both feet flat on to the floor, not on the footrests. 
· Strongly engage your leg muscles to support you and then stand up. 
· Support yourself with your hands on the arm/head resting ledge.
· Take a breath in.
· On the out breath, bring one of your legs over the seat to place it firmly next to your other leg. 
· Stand up straight and walk to where you are going.  
· Return to the chair whenever you want to.

*Building into the birthing space the ‘sense of protection, safety and shelter one feels in a ‘Bound’ space helps dissipate anxiety and enables the woman to let go of fear and shift the focus of her attention inwards’ (Stenglin & Foureur 2013. pp.820). 
Cleaning and Safe Storage

· Wipe all surfaces with the standard Neutral Detergent cleaner used for the site hospital equipment.
· The wheels can be washed off in the shower and allowed to dry. 
· While not in use the Labour Support Chair can be moved to the edge of the room. 
· Fold the footplates over onto the wave portion for safety when people are moving around the room. 
· Apply the brakes to the castors if required

14.3   Appendix 3
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14.4 Appendix 4
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14.6 Appendix 6
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14.6 Appendix 6 Cont.
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14.7 Appendix 7

             Supplementary Questions for Intervention Arm

1. Would you change anything about the Labour Support Chair?      Yes / No
Please explain what changes you would make and your reasons.

2. Did you like using the Labour Support Chair?         Yes / No 
Please explain your reasons.
3. If the Labour Support Chair was available for use for another labour, would you use it?      Yes / No
Please explain your reasons.

Thank you 
                   Colette (Research Student)



14.8 Appendix 8
               Supplementary Questions Non-intervention arm


If the Labour Support Chair was available for use for another labour, would you use it?         Yes / No
Please explain your reasons.
     Thank you 
     Colette (Research Student)


14.9 Appendix 9

Angle of Inclination of the Pelvic Brim in relation to gravity.[image: C:\Users\marie-colette\Documents\Scan0014.jpg] 









































Adapted from,
Beischer, N.A & Mackay, E.V. 1984 Obstetrics and the Newborn. Pg. 23 fig 2.13, W.B. Saunders, Sydney. (Beischer & Mackay 1984)

14.10 Appendix 10


                                        Permissions sought and granted

20/06/2018
Permission was granted by The Emeritus Professor Ellen Hodnett, University of Toronto, Canada, for the use of her published measurement tool; The Labor Agentry Scale.
Hodnett, E.D. & Simmons-Tropea, D. 2003, 'The Labour Agentry Scale', in Redman. B (ed.), Measurement tools in patient education, 2nd edn, Springer Publishing Company, New York, pp. 279-280

15/07/2018
Permission was granted by Ruth Ancheta for the reprinting of 20 of her copyrighted line drawings. These drawings were chosen as the women were modestly clothed and engaging in active labour activities, sixteen line drawings are being used. The drawing of the woman in the shower, was naked, permission was granted to alter this drawing slightly removing the line depicting the nipple. This action was requested to avoid being unintentionally culturally inappropriate. These drawings make up the data collection tool Appendix 3 ‘Pictogram Chart’.
"Line drawings by Shanna dela Cruz and Dolly Sundstrom, copyright Ruth S. Ancheta, reprinted by permission from the Labor Progress Handbook: Early Interventions to Prevent and Treat Dystocia, 4th ed. (2017). Hoboken NJ, USA John Wiley & Sons." 



14.11 Appendix 11
                                      Antenatal Screening Chart

	
Date of 
ANC or MGP clinic
	
No. of women
  37 weeks gestation
	
No. Women eligible 
	
No. Ineligible 
	
Reason for ineligibility [footnoteRef:2] [2:  Desire to have the option of an Epidural block as pain relief is not a criteria for exclusion
] 


	Example

5/5/2020
	1111, 1111, 1111,


         Total = 15
	1111, 1111


     
 Total = 10
	1111


     
Total = 5
	Elective LSCS                      = 3
= 0
Non consent                      = 2
CALD needs other than
Arabic, English, Chinese or Vietnamese                       =

	



	


    Total =
	


Total =
	


        Total =
	Elective LSCS                      = 
Non consent                      =
CALD needs other than 
Arabic, English, Chinese  or Vietnamese                        =

	



	


               Total =
	


            Total =
	


         Total =
	Elective LSCS                      = 
Non consent                      =
CALD needs other than 
Arabic, English, Chinese or Vietnamese                       =

	



	


               Total =
	


            Total =
	


         Total =
	Elective LSCS                      = 
Non consent                      =
CALD needs other than 
Arabic, English, Chinese or Vietnamese                        =

	



	


               Total =
	


            Total =
	


        Total =
	Elective LSCS                      = 
Non consent                      =
CALD needs other than 
Arabic, English, Chinese or Vietnamese                        =

	



	


               Total =
	


            Total =
	


        Total =
	Elective LSCS                      = 
Non consent                      =
CALD needs other than 
Arabic, English, Chinese or Vietnamese                         =





14.12 Appendix 12
                             Randomisation Outcome Chart
	Study Participants
 Name or Label
	Medical Records No.
	Study No.
	Randomised Group 
	Due Date
	Birthed Yes/No

	




	
	
	
	
	

	




	
	
	
	
	

	




	
	
	
	
	

	




	
	
	
	
	

	




	
	
	
	
	

	




	
	
	
	
	

	




	
	
	
	
	

	




	
	
	
	
	

	




	
	
	
	
	





	Study No.
	Medical 
Record 
No.
	Name 

	Email address and/or mobile phone no.
	PISC Language
	Consent signed
date
	Preferred mode of receiving LAS
	Randomization outcome:
Control/ Intervention
	EDC
	Date of giving birth

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	



	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	



14.13 Appendix 13
Study participant log   for research student use only


        14.14 Appendix 14

        Why this chair design?
       Response to Item 13. SWSLHD HREC 25 Aug 2020
Background to this Literature Review.
This Literature review was written in response to the SWSLHD HREC determination that more information was required for ethics application 2019/ETH13313: A feasibility randomised controlled trial of women's experience of an innovative Labour Support Chair, submitted through REGIS.

Item 13 stated: There seems to be clinical equipoise in that there is good evidence that being upright during the first stage of labour is beneficial but there is no evidence for the efficacy of this particular chair. Please provide more evidence for the use of this chair design in labour? Please update the protocol.

RESPONSE:
There is no evidence for the use of the particular Labour Support Chair that is the centre of this FRCT; this is the reason for the proposed study. Section 2, of the FRCT Protocol presents seminal references and current research underpinning the evolution of the Labour support Chair However throughout this literature review I will focus on the evidence around the art of position modification for women in labour, which this chair will facilitate.

Introduction
For a woman to have a vaginal birth, she needs to have successfully negotiated the first stage of labour waiting until her cervix is fully dilated and the fetal head engaged in her pelvis. This labour process is enhanced by utilising gravity in mobile and appropriate positions (Gupta & Nikodem 2000; Lawrence et al. 2013; Liu 1979). As a midwife, I have observed that women who are in the active phase of the first stage of labour often find it physically and emotionally difficult to continue to mobilise. Midwives and birth supporters also find it increasingly difficult to encourage a woman to continue to mobilise and remain vertical when she is becoming physically and emotionally exhausted. These insights led me to develop a customised Labour Support Chair that physically supports the labouring woman allowing her to rest while she attempts to maintain beneficial positioning during the sometimes lengthy first stage of labour. 
This evidence will explain how positions can increase the internal diameters of the pregnant woman’s pelvis (increase space for the fetus) and make it easier for the fetus to move into and through the woman’s pelvis.
There have been a number of biomechanical experiments to discover optimal positions for childbirth. In a series of important studies called the OPTIMAC Project (Improvement of obstetric outcomes by biomechanical optimization of childbirth), (Desseauve, Fradet, et al. 2017, 2019; Desseauve et al. 2016; Desseauve, Pierre, et al. 2019; Desseauve, Pierre, et al. 2017), researchers used an Optoelectronic motion capture device named Vicon(Oxford Metrics). This has been widely used to assess human movement along with the Epionics spine system (a system to measure the lumber curve). The hips, pelvis and lumbar spine were measured in various positions to find the ‘theoretical’ optimal position for the labouring woman to adopt, to achieve the best ‘axis of progression’ for her fetus through her pelvis. The authors found that that modification of the posture of women in labour can benefit the progress of her labour.
[bookmark: _Toc532075000]Bio-mechanics of the pelvis
Essentially, the aim of positioning in labour, is to facilitate the fetus to move past the bony obstacles of the mother’s pelvis. A woman’s pelvis shape is malleable in pregnancy, labour and birth. Reitter et al (2014) used magnetic resonance imaging (MRI) pelvimetry measurements of the female pelvis whilst participants were in two different positions (supine and kneeling squat). These measurements found that the woman’s pelvis changed shape with positioning, regardless of pregnancy. However, the pelves of pregnant women were more flexible than those of non-pregnant women. All pregnant women in the study (Reitter et al. 2014) were between 35+2 and 39+2 weeks gestation which adds to the study’s uniqueness, the measurements being close to the actual diameter changes in labour. The MRI imaging found that during squatting, the bi-spinous and bi-tuberous diameters, the anterior angle and pelvic outlet were significantly increased. These benefitted the woman and fetus during descent, rotation and birth. 

The biomechanical pilot study (Desseauve, Fradet, et al. 2019) has examined 13 women squatting with their feet both flat and on tiptoe, see Figure 1.
[image: ]                                                      Figure 1. (Desseauve, Fradet, et al. 2019)
Maintaining either of these positions (in Figure 1) unsupported would be difficult during labour. Unsurprisingly, the flat footed squat flattened out the lower back curve (lumbar lordosis) and the pelvic inlet plane angle was able to move closer to the ‘optimal position’ than the tiptoe squat. Though women found it more difficult to stabilise themselves in the flat foot squat and needed to hold on to a stick. To relate this finding to the proposed FRCT, the flat footed squat approximates the position of a woman seated on the Labour Support Chair. The difference being that she would be supported, therefore able to relax all her muscles and slump onto the arm/head rest allowing her lower back to flatten. 
Another finding in the OPTIMAC project in attempting to optimise the childbirth position was ground breaking (Desseauve, Pierre, et al. 2019). It demonstrated the importance of looking at the woman’s position from a ‘whole body’ perspective rather than just pelvis and hips. The flattening of the lower back curve (lumbar lordosis) was the significant finding in the quest to optimize the axis of progression of the fetus. Yet the lumbar spine is rarely included in diagrams or discussions around birth. The Labour Support Chair, supports the woman’s whole body, encouraging her whole body to relax forward into a ‘C’ curve, see Figure 2, below.
[image: ]
Figure 2.  A pregnant woman resting on the actual Labour Support Chair to be used in the Trial.
Anecdotally, throughout my years of practise as a Labour Care midwife I have encouraged women to sit straddled a makeshift labour support chair, and once they are seated after walking/standing for some time, invariably they sigh with relief. They are freed from using their own muscles and strength to walk, rock or be on all fours. They can safely let go of the tension in their bodies, and the protection ‘helps dissipate anxiety and enables the woman to let go of fear and shift the focus of her attention inwards’ (Stenglin & Foureur 2013. p.820). Her partner is able to sit behind her providing comfort by holding her, whispering visualizations, massage and creating a safe bound space for them both (Stenglin & Foureur 2013).
During pregnancy, with the forward pull of the abdomen on the lower back, most women’s back will develop a marked ‘S’ shaped curve. Midwifery practise encourages relaxing of the lower back (lumbar lordosis) by promoting the ‘C’ curve and lower back massage (Zwelling 2010). It takes time for the woman in labour to be able to soften her musculature, and only if she is psychologically calm and safely physically supported. In Figures 3 and 4, these positions are very similar to those of women using the Labour Support Chair.
[image: ] (Zwelling 2010)
[image: ](Zwelling 2010)




Figures 5 and 6 below show more images of a woman sitting on the actual Labour Support Chair to be used in the Trial. Collectively with Figure 2, they show the positions that the above literature review has discussed as being highly appropriate and beneficial for women in labour. The Labour Support Chair can also be used in the shower for the comfort of warm water.
[image: ]
Figure 5. Narrow waist of chair for knee comfort.             	[image: ]
 Figure 6. Lower back available for massage. 	

Summary
Women want to be independent and help themselves in labour, though as labour progresses, the intensity of the emotional, psychological and physical support she requires tends to increase. The Labour Support Chair may provide the opportunity for the woman and her partner to work together towards the birth. This Chair is designed specifically to enhance the internal capacity of the pelvis, adjust the plane of the pelvic inlet close to the theoretical ‘optimal position’ and allow for relaxation of the lower back (lumbar lordosis) that can deepen throughout pregnancy. 
The woman can relax and feel safe. She no longer has to support her own weight.  She is relatively comfortable and will not fall.  The Labour Support Chair Patent states;
‘The vulnerable anterior (front) of her body is protected and supported by the ledge and intermediate portion of the appliance (chair).  She can rest with her head or arms on the pillow ledge and she does not have to utilise her musculature to support herself.  She can concentrate on relaxing all her muscles including her pelvic floor, enabling the fetal head to descend and rotate into her pelvis during the course of her labour.’ (Lamberton 2018).

Conclusion
Research around the ‘optimal position’ for effective safe labour and birth is important. What is also important is that the woman in labour can maintain these appropriate positions.  Several Australian studies have identified that most birth rooms/wards, have limited furniture that is useful for the woman in labour. Having had a long career caring women in labour with an absence of appropriate, purposefully designed furniture, has been the impetus for the development and trial of this Labour Support Chair.



















14.15 Appendix 15

Messages to participants that will be translated into Arabic, Chinese and Vietnamese.

All messages will be written in the participant’s preferred language with the English equivalent underneath, for cross language clarity.
Randomisation message to be sent to participants via email or mobile phone text message.

Intervention Arm message:
As a participant in the Labour Support Chair Trial, you have been randomly allocated into the group that CAN use the Chair.

Non-Intervention Arm message:
As a participant in the Labour Support Chair Trial, you have been randomly allocated into the group that will NOT have the chair available.



Labour Agentry Scale survey message.

The Study Team hope you are settling in well with your new baby.
Please complete this survey and return it in the pre-paid envelope.
Thank you.
Colette

The Study Team hope you are settling in well with your new baby.
Please complete this survey and return it via email.
Thank you.
Colette

The text message to those women who opt to collect their gift at the hospital.

Your gift from the Labour Support Chair Study Team is ready for collection at Bankstown Hospital.
Please page Nicole Greig to arrange collection.
9722-8000 pager no. 23507
Kind regards.
Colette 

Note: On receipt of the Labour Agentry Scale survey, the gift will be sent to the women who opt to have their gift sent by registered post.


The message accompanying the gift

The Study Team at the University of Technology appreciate your participation in the Labour Support Chair Trial. Please accept this gift in recognition of our gratitude.
Kind regards.
Colette
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Labour Agentry Scale (LAS!

To be answered around 4 Weeks Postpartum
These statements are referring to your feelings about your Childbirth Experience.
Just as no two women are exactly alike, no two women have exactly the same experiences during childbirth
Please try to recall your labour and your baby's birth as vividly as you can
Think about your feelings during labour and birth.
Of course, you probably had many different feelings, but try to remember what it was like for you during this fime.
Instructions on how to use this Scale
Please try to rate each statement on its own.
Do not consider the other statements.

The position of the circles in relation to “almost always" and “rarely” is what is important, not the numbers under
the circle.

This is an example.

I felt confident Almostalways 0.0 0 0 00Q Rarely
1234567
If you felt confident almost all of the time Almostaiways @0Q.0 Q O O Rarely
Then mark this circle 1234567
If you felt confident a lot but not always Almostalways O@ 00000 Rarely
Then mark this circle 1234567

If you felt confident a little more than half the ime ~ Almostalways OQ@O0Q.Q O Rarely

Then mark this circle 1234567

If you felt confident about half the time Almostalways 000 @000 Rarely
Then mark this circle 1234567

If you felt confident slightly less than half the time ~ Almostalways 0 Q0 Q@00 Rarely
Then mark this circle 1234567

If you sometimes felt confident Almostalways 00000 @0 Rarely
Then mark this circle 1234567

If you never or almost never felt confident Amostalways 000000 @ Rargly

Then mark this circle 1234567

Hodnett E.D. & Simmons-Tropea, D. 2003, The Labour Ageniry Scal’, in R. B (ed.), Measursment ool in patient ecucation, 2nd edn, Springer Pubishing
‘Company, New York, pp. 74-2
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Labour Agentry Scale (LAS)

Please see the previous page for instructions on completing this scale

1. Ielttense Almostalways 0000000 Rarely,
1234567
2. Ifeltimportant Almostalways 0000000 Rarely
1234567
3. Ifelt confident Amostalways 0000000 Rarely
1234567
4. Ifeltin control Amostalways 0000000 Rarely
1234567
5. Ifelt fearful Almostalways 0000000 Rarely
1234567
6. Ifeltrelaxed Amostaiways 0000000 Rarely,
1234567
7. Ifelt good about my behaviour Amostalways 0000000 Rarely
1234567
8. Ifelt helpless (powerless) Almostaiways 0000000 Rarely
1234567
9. Ifelt] was with people who Amostalways 0000000 Rarely
cared about me 1234567
10. | feltlike a failure Amostalways 0000000 Rarely
1234567

Hodnett, .0. & Simmons-Tropea, D. 2003, The Labour Agentry Scale!, in R (ed.), Measurement tools in patient education, 2nd edn, Springer Publishing
Company, New York, pp. 71-2.
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Figure 3. Sitting With Labor Partner to Promote
“C Curve” and Increase Uterospinal Drive Angle.
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Figure 4. Sitting With Labor Ball to Promote
“C Curve” and Increase Uterospinal Drive Angle.
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