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This Project Description provides the scientific and academic background and context for the research
project ‘Breastfeeding Osteopathic Manual Therapy Study (BROMS)'.

Summary:

This study is a two-armed, multi-centre, pragmatic, randomised clinical trial designed to examine the
effect of osteopathic care (OMT) on breastfeeding dyads experiencing breastfeeding difficulty. The trial
will be conducted in two stages: preliminary and full. Both stages have the same design.

The preliminary stage will pilot the design at a single clinic in Melbourne by recruiting 16 mother-infant-
dyads (MIDs) experiencing breastfeeding difficulty. The full stage will extend the pilot to multiple clinics
across Melbourne and Canberra (See Appendix 1.1 — Clinic Consent Form).

Participants in both stages will be randomly allocated to one of two groups: international board-
certified lactation consultant (IBCLC) - Standard care (Control) or IBCLC plus osteopathic intervention
(OMT) (Experimental). The full stage will continue the pilot stage and see a further 54 MIDs (total N=70)
experiencing breastfeeding difficulty randomly allocated to the same two groups. Recruitment for this
stage will be from osteopathic clinics, maternal health centres and breastfeeding drop-in centres across
metropolitan Melbourne and Canberra.

Each participant will undergo 4 weeks of intervention with a follow-up phone call one-month post-
intervention.

The primary outcome of the study is change in infant breastfeeding function as measured by the Bristol
Breastfeeding Assessment Tool (BBAT).

Secondary outcomes include maternal breastfeeding confidence, as measured by the Breastfeeding
Self-efficacy Scale — Short from (BSES-SF) and changes in breastfeeding symptoms such as maternal
breastfeeding-related pain, infant ability to latch and maintain latch to the breast and feeding noise at
the breast measured using a series of visual analogue scales (VAS).

1. Study details

1.1 Title: Breastfeeding Osteopathic Manual Therapy Study

1.2 Acronym: BROMS
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Lung fluid profile in premature infants: Comparison of exogenous surfactants Exosurf and
Survanta. Jane Lloyd, MSc, University of Sydney 2001.

Ureaplasmas and adverse pregnancy outcomes. Kirsty Hannaford-Turner, PhD., University of
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Heated humidification versus heat and moisture exchangers for mechanically ventilated
adults and children. Margaret Kelly, Treatise towards MPH, University of Sydney 2005.
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Statistics and Data Analyst:
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1.4 Funding:
Applications for funding have been submitted to:

e Osteopathy Australia (awarded — 16" November 2023)
e Sutherland Cranial Teaching Foundation (pending)

1.5 Background

Breastfeeding has been linked to short and long-term health benefits for infants and mothers.[1-6]
Despite these benefits, breastfeeding is no longer considered a norm in many communities across the
globe.[7] The World Health Organization (WHO) and the Australian Department of Health recommend
breastfeeding for the first 6 months after birth and support maintaining the practice for up to 2 years
with appropriate complementary feeding.[8-10]

Mothers can experience a range of physical symptoms associated with difficulty breastfeeding. These
relate to infant latch, leakage, letdown, engorgement, nipple pain, cracked and bleeding nipples and
nipple blistering.[11] In an attempt to manage such symptoms, a number of mothers are turning to
manual therapy practitioners for help. In the UK, the number of infants taken to osteopaths annually
has been estimated to be 61,000.[12] This corresponds to approximately 9% of all infants born in the
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UK each year,[13] while an Australian study reported 48.7% of infants presenting to a chiropractic clinic
did so for breastfeeding difficulties.[14] Despite an apparent high level of utilisation, evidence of the
effectiveness of OMT care for treating breastfeeding difficulty remains unclear.

1.5.1 Musculoskeletal findings associated with breastfeeding difficulty

Key determinants of effective breastfeeding are latch, suck, swallow, and the respiratory actions of the
infant at the breast [15, 16] where musculoskeletal dysfunction in an infant may affect the infant’s
ability to feed successfully from the breast. Musculoskeletal dysfunction such as congenital torticollis
has been linked to breastfeeding difficulties [17]. One osteopathic publication identifies the most
common musculoskeletal dysfunction found in infants with breastfeeding difficulties were found in the
cranial, cervical and temporomandibular regions [18]. However, this association is based on anecdotal
evidence and is yet to be tested under controlled settings.

1.5.2  Safety

Osteopathy has been used and documented in the management of breastfeeding difficulties [18-21].
No studies have reported on adverse events resulting from OMT care for infants with breastfeeding
difficulty. While this may represent a failure to report, it could also suggest that manual therapy is a
relatively low-risk care for this group of patients, a view that is supported in the literature. [22, 23]

A systematic review by Carnes et al (2017), concluded that the risk of adverse events associated with
manual therapy that involved physical and/or manual contact with the infant for therapeutic intent was
low (7 per 1000 infants exposed to manual therapy (n=1308)). Of the eight studies that reported on the
presence of adverse events, three reported no adverse events, two reported adverse events following
manual therapy while the other three reported adverse events in the non-manual therapy control
groups. All reported adverse events reported in the above studies were non-serious in nature.

In our study, the treating osteopaths will be carefully selected, they will need to have over 10 years’
experience and, have extensive training in paediatric care. This helps manage risks associated with
inexperience.

In our study, adverse events will be monitored at every treatment session by the treating osteopath or
IBCLC. This approach facilitates early detection, assists with mitigation, and improves management by
reducing the risk of recurrence. Regarding the techniques used, the Osteopaths participating in this
study are trained in low intensity, gentle techniques suitable for infants and children. High velocity or
forceful techniques do not form part of osteopathic paediatric care and are not part of this study. This
minimises the risk of iatrogenic injury.

All adverse events will be monitored at every treatment session by the treating osteopath or IBCLC.
This approach facilitates early detection, assists with mitigation, and improves management by
reducing the risk of recurrence.

1.5.3  Conclusion

The literature on the use of manual therapy intervention in the management of infants experiencing
breastfeeding difficulty highlights a growing body of evidence supporting its use, with the majority of
studies involving osteopathic care. Osteopathic manual therapy appears to be relatively safe for this
group of infants. Despite limited evidence, there is an increasing demand for osteopathic services



among mothers with breastfeeding difficulty. Further research is required before any claim about the
benefits of manual therapy intervention for infant breastfeeding difficulty can be relied upon.

1.6 Rationale and Justification for the Research

Lactation consultants, physiologists, speech pathologists and clinicians have extensively studied the
biomechanics, fluid dynamics and mechanism of infant sucking while breastfeeding. [24-26]
International Board-Certified Lactation Consultants (IBCLCs) are trained to assess difficulties, correct
positioning, provide emotional support to mothers and help babies improve the suck, swallow and
respiration behavioural sequence. However, these professionals often look for further assistance
when biomechanical sucking difficulties persist in infants despite their advice [20, 27, 28] Osteopathy
has been used and documented by some to be an additional help to breastfed infants in addition to
IBCLC care.[21, 29] More research is needed to explore the clinical partnership of osteopathic care
and IBCLC care for infants with breastfeeding difficulties.

1.7 Gaps in the research

- The effectiveness of OMT for infants with breastfeeding issues remains unclear

- ldentification of the possible anatomical musculoskeletal structures involved in breastfeeding
dysfunction is yet to be determined.

- The benefits of combining IBCLC with osteopathic care are unknown.

2. Aim of Research

The aim of this project is to investigate the efficacy of OMT intervention designed to address
musculoskeletal dysfunction in the infant with breastfeeding difficulty.

2.1 Research questions:
This research aims to answer the following research questions:

1. Does OMT intervention deliver additional improvements in breastfeeding compared to
standard care (IBCLC) in infants with breastfeeding difficulty?

2. Does OMT intervention deliver additional improvements in breastfeeding mechanical function
compared to standard care (IBCLC) in infants with breastfeeding difficulty?

3. Does OMT intervention deliver additional improvements in maternal breastfeeding confidence
compared to standard care (IBCLC) in infants with breastfeeding difficulty?

2.2 Research Hypotheses:
This study aims to test the following research hypotheses:

1. OMT intervention to the infant improves breastfeeding more than standard care (IBCLC) in
infants with breastfeeding difficulty.

2. OMT intervention to the infant improves breastfeeding mechanical function more than
standard care (IBCLC) in infants with breastfeeding difficulty.

2.3 Expected outcomes



We expect that infants receiving OMT intervention designed to address musculoskeletal dysfunction
will have greater improvements in breastfeeding and maternal confidence in breastfeeding compared
to standard care (IBCLC). We also expect that infant musculoskeletal dysfunction will present in the
cranial, facial and cervical regions more than the rest of the body.

3.0 Project Design

3.1 Research Setting

Private osteopathic clinics across metropolitan Melbourne and Canberra.

3.2 Physical Sites

The study will be conducted in 3-5 private osteopathic clinics across metropolitan Melbourne and
Canberra. (Both IBCLC and OMT intervention will occur at participating osteopathic clinics. All
participating clinicians will be provided with an information sheet (Appendix 2.1) and asked to complete
a practitioner consent form. (Appendix 3.1).

4.0 Methodological approach

This study is a two-armed, multi-centre, pragmatic, randomised clinical trial designed to examine the
effect of osteopathic care (OMT) on breastfeeding MIDs experiencing breastfeeding difficulty. The trial
will recruit 70 MIDs and be conducted in two stages: a preliminary stage leading to the full stage. Both
stages have the same design (see Figure 1). Stage 1 (preliminary) is designed to pilot test the design
and will involve 16 MIDs randomly allocated to one of the two groups. This will be followed by stage 2
(full stage) involving 54 MIDs randomly allocated to the same two groups.

4.1 Participants
Stage 1 (preliminary):

A total of N=16 MIDs experiencing breastfeeding difficulty will be randomly allocated to one of two
equal groups.

Group 1: IBCLC
Group 2: IBCLC + OMT

There will be a two-week pause in the study once Stage 1 is complete to provide time for the
researchers to review the trial’s processes and procedures and to make any necessary minor
modifications to the protocol. The trial will then proceed to Stage 2.

Stage 2 (full):

A total N=54 MIDs experiencing breastfeeding difficulty will be randomly allocated to one of the same
two groups.

Group 1: IBCLC
Group 2: IBCLC + OMT

Once allocated to a group, participants may not switch groups.



4.1.1 International Board-Certified Lactation Consultation (IBCLC)

An International Board-Certified Lactation Consultant (IBCLC) is a healthcare professional who
specialises in the clinical management of breastfeeding. IBCLCs are certified by the International
Board of Lactation Consultant Examiners (IBLCE), an international organisation that sets standards for
lactation consulting.

IBCLC intervention includes education, guidance, and support to help mothers overcome
breastfeeding challenges such as latch issues, low milk supply, and other breastfeeding-related
concerns. IBCLCs work in hospitals, clinics, private practices, and community settings.

Consultations with the IBCLC will include:
e Breastfeeding assessment
e Education
e latch and positioning techniques
e Advice on pumping and expressing milk
e Breastfeeding and nutritional counselling
e Growth and development monitoring
e Emotional support, counselling and problem solving
e Measurement of weight, length, and head circumference to track growth

e Assessment of vital signs, including heart rate, respiratory rate, and temperature
4.1.2  Osteopathic Manual Therapy

Osteopathy is a form of manual medicine that focuses on the musculoskeletal system and its impact
on overall health. Osteopaths use a hands-on approach to diagnose and treat a range of health issues.
An OMT treatment only includes gentle manual techniques such as massage, cranial osteopathy,
and/or myofascial release to areas of tension in the infant’s body.

Consultations with the Osteopath will include:

e Medical history taking, including pregnancy, birth and infant medical history

e Postural education for both mother and baby during feeding, breastfeeding assessment, latch
and suck function [20, 30-33]

e Positioning assessment [18, 34, 35]

e Musculoskeletal and health screen of infants including assessment of musculoskeletal trauma
or birth trauma, plagiocephaly [36-38] or torticollis [17, 39, 40])

e Monitoring of developmental milestones [41, 42] and cognitive development. [43]

e Sleep habit and sleep safety assessment[38]

e Head preference and infant positioning assessment,

e Crying habit assessment [23, 38]

Osteopathic Paediatric Physical Examination: Includes the following [41,42)

e Examination of the skin, eyes, ears, nose, tongue, palate and throat
e Inspection of the abdomen for any abnormalities or signs of discomfort



e Evaluation of muscle tone and primitive reflexes and established reflexes
e Examination of the spine, pelvis, hips and peripheral joints [38]

e Examination of facial, jaw and cranial asymmetry [17, 44, 45]

e Examination of infant suck function

Gentle Osteopathic Techniques for infant musculoskeletal care may include
Cranial Osteopathy

Paediatric osteopaths may use gentle manual techniques to assess and address any restrictions or
imbalances in the infant's musculoskeletal system, including the cranium, face, jaw, cervical spine and
associated musculoskeletal structures. The idea is that releasing tension in these areas may help the
infant feel more comfortable and relaxed, which then may positively influence breastfeeding and
alleviate issues such as difficulty latching, maintaining latch and maternal pain [18, 19, 46].

Oral assessment and suck function:

Paediatric osteopaths may assess the oral anatomy, structure and function, palate shape, buccal and
oral muscular tone, as well as infant suck function. This often includes assessment of tethered oral
tissues that may be inhibiting infant suck function. Treatment may involve gentle techniques to
release tension in the affected area as well as referral to a general practitioner or paediatrician for
ankyloglossia assessment and medically guided management [47-49].

Myofascial Release: Paediatric osteopaths may use myofascial release techniques to address tension
in the muscles and connective tissues around the baby's mouth, face, and neck. This can be especially
relevant for babies experiencing difficulty latching or sucking effectively [50, 51].

4.1.3 lIdentification and selection of osteopathic and IBCLC practitioners

Practitioners will be selected based on the level of their clinical experience and training. All participating
osteopaths and IBCLCs must have post-graduate training (in paediatrics for osteopaths and current
board certification in lactation consulting for IBCLCs), be currently registered/certified with their
governing bodies, have appropriate insurance, have a minimum 10 years of experience in managing
infant breastfeeding and paediatrics and have a valid working with children/vulnerable population
check.

All participating practitioners will undergo pretrial procedures training. A section on research ethics,
confidentiality, privacy, and sharing/handling of information will form part of the pre-trial training of
participating IBCLCs and osteopaths.

All participating practitioners must also complete the Global Health Training Centre - Good Clinical
Practice Course: https://globalhealthtrainingcentre.tghn.org/ich-good-clinical-practice/

An invitation will be emailed to the IBCLC and osteopathic professions calling for expressions of interest,
The information for practitioners and poster will be added as attachments to this email (see Appendices
4.1 and 5.1).

All professionals will then be contacted via a phone call and be selected by the Cl and co-investigators.
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4.1.4  Trial design
All participants will require a pre-screen appointment to assess their eligibility to join the trail.

All participants will receive a maximum of two IBCLC face-to-face sessions and two IBCLC telehealth
calls over a 4-week period. In addition to this, the IBCLC group will receive up to two additional
telehealth consultations if required whereas the IBCLC + OMT group will receive up to three OMT
consultations.

Outcome measures will be administered at baseline and again at weeks 4 and 8. At 8 weeks, all
participants will receive a follow-up phone call/email from the trial coordinator, which will gather
information on the breastfeeding status of the MID.

| Assessed for eligibility- mothers screened using the BBAT Excluded,
« declined to participate
I . do.es .not meet eligibility
| Eligible MID with BBAT<5 | criteria
* not breastfeeding and not
LA wishing to re-establish
‘ Randomisation | breastfeeding
| Group 1: IBCLC | | Group 2: IBCLC + OMT |
A 4 ¥
Week 0: Baseline assessment BBAT, BSES-SF Week 0: Baseline assessment BBAT, BSES-SF
& VAS & VAS
A 4 v
| Week 1: IBCLC 1 | | Week 1: IBCLC 1 |
| Week 2: IBCLC 2 | | Week 2: [BCLC 2 & OMT 1 |
b Y
Week 3: Up to 2 x % hour IBCLC Telehealth Week 3: Up to 2 x 1/4 hour IBCLC Telehealth
Consultation Consultation, OMT 2

h 4
Week 4: OMT 3, Post Intervention Assessment - BBAT,
BSES-SF & VAS

Week 4: Up to 2 x % hour IBCLC Telehealth
Consultation (as required)
Post Intervention Assessment - BBAT, BSES-SF & VAS

v
v

‘ 8 week assessment BSES-SF & VAS 8 week assessment, BSES-SF & VAS

Figure 1: Flow chart

4.2 Randomisation and blinding

MIDs will be randomly allocated to one of two groups using a computer-generated randomisation
sequence generated by a person not otherwise involved in the trial. Randomisation will be on a 1:1
allocation.

Assessors will be blinded to group allocation. Given the nature of the interventions, MIDs cannot be
blinded to intervention.

4.3 Selection methods — inclusion/exclusion criteria

4.3.1 Inclusion criteria
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To be eligible to enrol in the trial, an MID must meet the following criteria:

432

Mother must have read the information sheet (Appendix 5.1) and signed the consent form
(Appendix 6.1).

MID must have an intake BBAT score of <5

Mother must be 18 years of age or older

In order to provide informed consent, the mother requires a certain level of proficiency in
English. If she is not sufficiently proficient in English, the mother can use the Federal
Government’s Telephone Interpreter Service. This can be organised by the Cl at short notice.
https://www.tisnational.gov.au/Our-services/,https://www.vic.gov.au/interpreters-and-
translations. Given prior notice, the Cl can organise the translation service to be available at
the time of the appointments with the IBCLC and Osteopaths. Alternatively, the mother can
provide her own support person to help with translation.

Mother must self-identify as having difficulty breastfeeding

Mother must be breastfeeding, attempting to breastfeed, or wishing to re-establish
breastfeeding

Infant must be < 6 months of age at the time of enrolment

Infant gestation at birth must be > 37 weeks

Exclusion Criteria

An MID will be excluded from the trial if they present with any of the following:

4.4

Infant > 6 months of age at the time of enrolment

Mother not breastfeeding and does not intend to initiate or reinstate breastfeeding
Infant has a congenital condition that impacts breastfeeding e.g. cleft palate
Mother requires medication that is contraindicated for breastfeeding

Infant is part of a twin or multiple birth

Outcome measures include the following

Primary:

Bristol Breastfeeding Assessment Tool (BBAT) (Appendix 7.1)

Secondary:

441

Breastfeeding Self-Efficacy Scale — Short Form (BSES-SF) (Appendix 8.1)
Visual analogue rating scales (VAS) (Appendix 9.1)

- nipple and breast pain

- baby’s ability to latch to the breast

- baby’s ability to maintain latch to the breast

- feeding noise

Bristol Breastfeeding Assessment Tool (BBAT) (Appendix 7.1)

The BBAT is a valid and reliable tool for measuring change in infant breastfeeding mechanics. [52] It
was developed to measure frequently encountered postpartum breastfeeding difficulties.

The BBAT measures five aspects of breastfeeding:

1
2
3

Positioning
Attachment
Sucking
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4 Swallowing
5 Comfort

4.4.2 Breastfeeding Self-Efficacy Scale - Short Form (BSES-SF) (Appendix 8.1)

The BSES-SF is a validated measure of change in maternal breastfeeding confidence [53]. It consists of
14 questions, each on a 5-point Likert scale with a minimum score of 0 and a maximum score of 70. The
measure is set within a positive framework with each question preceded by the phrase "l can always".
The higher the score, the greater the level of breastfeeding self-efficacy. A BSES-SF score of 50 is
considered the threshold for identifying women at risk of ceasing exclusive breastfeeding, with a score
<50 indicating an increased risk of ceasing breastfeeding. This threshold has a sensitivity of 79% and
specificity of 52% and reflects those women who are likely to require care to support breastfeeding.
The BSES-SF has been validated for cross-cultural adaptation. [54-56]

4.4.3  Visual Analog Scale (VAS) (Appendix 9.1)

The VAS is a valid measure of change over time. [57] A separate VAS will be used to assess four aspects
of breastfeeding: nipple and breast pain experienced by the mother while feeding, level of noise made
by the infant while breastfeeding, infant ability to latch to the breast, and infant ability to maintain
latch. The higher the score for nipple and breast pain and noise while feeding means worse symptoms.
The lower the score for ability to latch and maintain latch means more severe symptoms.

4.5 Administration of Outcome Measures

The research assistant, blinded to group allocation, will manage the administration, collection and
recording of the outcome measures. All participating practitioners will be blinded to the results of the
outcome measures until the data collection phase of the trial has been completed.

4.6 Data collection and collection period
Data will be collected from MIDs enrolled in the study. Data collected includes:

e Participant demographics

e Infant and maternal medical histories and breastfeeding histories

e Birth and neonatal health statistics

e Infant musculoskeletal examination findings as assessed by the initial treating osteopath
e Adverse events

e Pre- and post-BBAT scores

e Pre- and post-BSES-SF scores

e Pre- and post-VAS scores

The planned data collection period for the trial is 12 months. There is scope to extend this period if
required. The need for extension will be determined by the recruitment rate.

5.0 Data Analysis

Patient demographic data will be analysed using descriptive statistics and include mean, mode,
standard deviation and interquartile range for the chosen variables.

Analyses for the purpose of generating hypotheses will be conducted using the statistical software
package R (version 4.1.0 and R Studio version 2022.07.1). Wilcoxon signed rank tests with continuity
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correction will be used to calculate p values for changes in BBAT, BSES-SF and VAS scores pre- and post-
intervention and Wilcoxon rank-sum tests will be used to determine whether BBAT and BSES-SF scores
differ between control and intervention groups.

6.0 Blinding and Quality Assurance

A blinded assessor will collect all BBAT, BSES-SF and VAS data. The treating osteopath will be blinded to
this data during the trial but will not be blinded to the medical history, consent form or treatment
effects during the trial.

The blinded assessor will transfer all BBAT, BSES-SF and VAS scores into an Excel spreadsheet which will
be stored in a password protected file on the ClI’s laptop and backed up on Southern Cross University’s
secure storage system. A copy of the data will be sent to a different member of the research team (RE)
for quality assurance and data cleansing.

7.0 Sample Size and Statistical Power Calculation

An a priori sample size calculation was performed using existing data on the BBAT. With 2 Groups, a
standard deviation of 2, a minimum clinically important difference (MCID) of 1.5,[52] an Alpha of 0.05
and power set at 80%, the minimum group size was calculated to be 31, giving a total sample size of
62. Allowing for a 10% drop-out rate means a total sample size of 70 is required.

8.0 Participant recruitment strategies - Posters/advertisements/electronic notices

Posters/advertisements/electronic notices advertising the trial will be placed at maternal health
centres, breastfeeding drop-in centres, and private osteopathic and IBCLC clinics (Appendix 10.1) in
metropolitan Melbourne and Canberra. They will direct interested mothers to contact the trial
coordinator. To reduce the risk of coercion, potential participants will not be directly approached at
these centres. Mothers who contact the trial coordinator will receive a copy of the participant
information sheet (Appendix 5.1) and instructions on how to book a pre-screening appointment.

If the MID meets all the inclusion criteria and is deemed suitable to participate in the trial, the mother
will be asked to complete the participant consent form. The mother can withdraw her infant from the

trial at any time without having to give a reason for the withdrawal.

9.0 Information and consent

The information sheets (Appendix 2.1 and 5.1) and consent forms (Appendices 3.1 and 6.1) for provide
clear communication and informed decision-making and prioritises the well-being and autonomy of the
parents and infants throughout the process.

10.0 Risks

The risks associated with participation in this study are around the potential for physical harm to a
member of a vulnerable population, psychological harm to the mother, and familial distress.
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Physical harm to a member of a vulnerable population

Participation in this research carries a risk associated with harm and/or discomfort to an infant
resulting from IBCLC and/or osteopathic intervention (OMT).

While the literature shows that OMT intervention has the potential to benefit infants experiencing
breastfeeding difficulty,[58] there have been no reports of any adverse events associated with
manual therapy intervention on infants with breastfeeding difficulty.[59, 60] This suggests that
manual therapy administered by an osteopath is a relatively low-risk intervention for this group of
patients.

Psychological harm to the mother

Living with an infant experiencing breastfeeding difficulty can be a distressing situation. Maternal
distress can be compounded by inadequate familial support, exhaustion and feelings of failure. This
may increase familial distress. Breastfeeding difficulty has also been linked to post-natal depression
(PND) in a both a positive and negative way. For some women, breastfeeding helps to reduce the
chance of PND or shorten how long it lasts. For others, it is the cause of stress and anxiety and can lead
to a situation where discontinuing breastfeeding may be the most appropriate course of action to take
under the circumstances. To monitor signs of PND or distress the practitioners (IBCLCs and osteopaths)
will have access to the Edenborough Postnatal Depression Scale (EPDS) (Appendix 11.1). This 10-item
self-reported measure is designed to screen women for symptoms of emotional distress during
pregnancy and the postnatal period. If a clinician suspects that a mother is distressed, they will utilise
this scale to monitor the level of maternal distress weekly (EPDS refers to the past 7 days). If the mother
has a score of >12 on the EPDS, she will be referred to Perinatal Anxiety & Depression Australia (PANDA
https://panda.org.au) and/or her GP.

Managing incidents of abuse

The IBCLCs, osteopaths and Cl who work on the trial are registered/certified health practitioners. It is
standard practice and a mandatory requirement for all registered/certified health practitioners in
Australia to report any abuse and/or neglect of children to the appropriate authorities.

10.1  Risk Management

The risks associated with participation in this study will be mitigated and managed along the following
lines:

Physical harm to a member of a vulnerable population

In conjunction with the research team, the treating clinician (IBCLC or osteopath) will question
parents about the occurrence of adverse events during the trial. If an adverse event requires
additional medical care, the treating clinician will refer the mother and infant to a hospital or their GP,
depending on which is the most appropriate course of action to take given the circumstances. The
adverse event will be recorded and reported to the Cl who will then take appropriate action.

Psychological harm to the mother
In conjunction with the research team, the treating clinician (IBCLC or osteopath) will monitor
participating mothers for signs of post-natal depression (PND). If signs of PND become apparent, the

mother will be referred to their GP for further assessment and management.
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Familial distress

In conjunction with the research team, the treating clinician (IBCLC or osteopath) will monitor
participating parents for signs of familial distress. If signs of familial distress become apparent, the
parents will be referred to their GP for further assessment and management.

11.0 Timeframes

TIMELINE

2023 2024 2025

Ethics

Recruitment

Intervention
phase

Data analysis

Manuscript
preparation

Final report

Figure 2. GANTT chart

12.0  Recruitment Duration and Study Duration

It is anticipated that the recruitment phase of the trial will be 12 months. If the target recruitment
number is not reached in that time, there is provision to extend the recruitment period by a further 6
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months. The entire project will run over a 2-year period (Figure 2). Each participant will be involved for
a total of 8 weeks.

13.0 Participant time commitment:

The total time commitment for each participant is 330 or 360 minutes (6-6.5 hours) (See Table 1).
We acknowledge that in some circumstances, there will be an inequality of 10% in the total time
spent for each group. We believe this is acceptable given the nature of the trial.

IBCLC IBCLC/OMT
INTERVENTION (Minutes) (Minutes)
Week O Baseline Measurements (Face-to Face)/Paperwork (Online) 60 60
Week 1 IBCLC 1 60 60
Week 2 IBCLC 2 30 30
OMT 1 60
Week 3 Up to 2 x 1/2-hour IBCLC Telehealth 60
Up to 2 x % - hour IBCLC telehealth 30
OMT 2 30
Week 4 Up to 2 x 1/2 - hour IBCLC Telehealth (as required) 60
OMT 3 (as required) 30
Post Intervention paperwork (Online) 30 30
Week 8 Discharge paperwork - Follow up Phone call 30 30
Total Minutes 330 360
Table 1: Participation for each group
IBCLC 1 Initial Consultation with an IBCLC
IBCLC 2 Follow-up Consultation with IBCLC
OoMT 1 Initial Consultation with an Osteopath

OMT2 &3  Follow-up Consultation with Osteopath

Practitioners must also complete a 4-hour pre-trial training and a 1-hour Global Health Training
Centre—Good Clinical Practice Course.

14 Participant follow-up

16



Participants will be followed up 1 month after finishing the intervention phase of the trial. At that
follow-up they will be asked to complete the BSES-SF and VAS measures via email and participate in a
short 5-minute telephone conversation with the trial coordinator about their current breastfeeding
status.

If they are continuing to have difficulty breastfeeding and need further support, they will be referred
to the Australian Breastfeeding Association where breastfeeding support councillors are available free
of charge.

15 Data Collection

15.1 Personal Data

Full name mother

Full name child

Mother’s date of birth

Child’s date of birth

Child’s gender

Mother’s contact information

Mother’s emergency contact information

Noukwne

15.2  Medical History Data

Existing medical conditions
Current medications
Allergies
Surgical history
Family medical history
Immunisation history
Lifestyle factors
Previous medical history
Maternal mental health history
. Pregnancy and birth medical history, including gestation, delivery information, care given,
agar scores, birth weight, birth length, and birth head circumference.
11. Current infant weight, length and head circumference
12. Breastfeeding history
13. Breastfeeding and feeding mode
14. Breastfeeding symptoms

L NOL A WN e

=
o

16 Participant withdrawal

Participants are free to withdraw from the trial at any time and for any reason. Withdrawal from the
trial will not affect the ongoing care of their infant at the participating clinic but may result in standard
fee-for-service charges being levied by the respective clinic on consultations provided after withdrawal
from the trial.

17 Data Loss:

If a participant withdraws from the trial before completing all of the intervention sessions, any data
collected up until withdrawal will be retained and used in the data analysis.
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18 Bias:

The withdrawal of certain participants may introduce bias into the results if those who withdraw have
different characteristics or experiences compared to those who continue. As part of this research the
research team will analyse the characteristics of participants who withdraw and compare them to those
who remain in the study. This analysis can help identify potential biases and inform appropriate
adjustments or interpretations of the results.

19 Data Safety Monitoring Board

A data safety monitoring board (DSMB) has been established for the trial. It will meet as required (but
at least on two occasions) during the trial. The DSMB will consist of the following people:

1. A Paediatrician — Professor Abdal - Latif Mohamed (ACT)
2. A Paediatric Osteopath & IBCLC — Dr. Emily Jones (Victoria)
3. Anindependent data analyst — Dr. John Smart (NSW)

The purpose of the DSMB is to monitor the progress of a trial and to make recommendations on
whether to continue, modify or stop the trial for safety or ethical reasons.

An interim analysis will be conducted at 40% recruitment (28 participants) by the statistician (PG). The
results of this interim analysis will be sent to the DSMB for appraisal.

20 Data Management

Data will be housed on Southern Cross University’s data storage system in accordance with the
University regulations for storing medical information.

Storage:

All digital trial data will be stored on a secure, password protected University server using appropriate
technical and data security measures. Prior to being uploaded onto the University’s server, trial data
will be stored in a password protected file on the Cl’s university computer. Any hard copy files related
to the trial will be stored in a locked filing cabinet at the Cl’s private office, until it is transferred to a
secure data storage system with Prof Sandra Grace at Southern Cross University.

Access:
Access to trial data is restricted to individuals named in this document.

Disclosure:

We will obtain informed consent from participants prior to participating in the study. Research findings
and publications will be presented in a manner that preserves the anonymity of participants. The
Joanna Briggs [61] and CONSORT [62] guidelines checklist for RCTs will guide the reporting process.

Destruction or Archiving:

Data will be retained in accordance with the National Statement 3.1.45 and 3.1.56. Data will be stored
and archived for 25 years (or until the children reach the age of 25). Data will then be destroyed
according to the standard procedures for the destruction of health records at Southern Cross
University.
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21 Adverse events

Training for recognising, managing and reporting adverse events forms part of the practitioner pre-
trial training module and is in line with current definitions of adverse events in the manual therapy
setting. In this research we classify adverse events in manual therapy as one of three types: [63]

e ‘Major’ adverse event is a medium to long-term, severe and unacceptable. It requires
medical treatment and is serious and distressing.

o ‘Moderate’ adverse event is medium to long-term but only moderate in severity. It may
require additional medical treatment and

e ‘Mild" adverse event is short-term, non-serious, transient, and reversible. No additional
medical treatment is required to resolve it.

Treating Osteopaths and IBCLCs will manage adverse events reported within their clinical sessions by
using their clinical reasoning and judgement to assess the severity of the adverse event. If the adverse
event is considered minor, the osteopath or IBCLC will monitor the participant, continue to provide
care and record the event in their medical file. The Cl will review all medical records daily during the
intervention phase of the trial. If moderate, the practitioner will report it to the Cl, who will then
determine the appropriate referral action in consultation with the practitioner. If a major event
occurs, the practitioner will immediately refer the participant for medical care and report it to the Cl.

The Cl will report all major and moderate adverse events, to the research team and HREC (through
the Adverse Event Report form in IRMA) within 72 hours of being notified. All mild adverse events
will be reported to the HREC using the same form on IRMA. Adverse events reported outside face-
to-face clinic time (e.g., via phone or email) will be managed by the Cl in consultation with the
practitioners in the same manner as outlined.

All adverse events that occur during the trial will be recorded, regardless of whether they are

related to the trial or not (Appendix 12.1). All adverse events (mild, moderate and major will be
included in the project’s annual report.

22 Dissemination of results
Results from this trial may be used in publications submitted to scientific journals. They may also be

used in presentations to the breastfeeding medical community, lactation consultants, midwives,
maternal health nurses and the paediatric clinician community.
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