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Abstract

An assets-based intervention before and after birth to

improve breastfeeding initiation and continuation:
the ABA feasibility RCT

Joanne L Clarke®,! Jenny Ingram®,2 Debbie Johnson®,2 Gill Thomson®,3
Heather Trickey®,* Stephan U Dombrowski®,>¢ Alice Sitch®,1

Fiona Dykes®,2 Max G Feltham®,” Christine MacArthur®,?

Tracy Roberts®,® Pat Hoddinott®? and Kate Jolly®1*

1Institute of Applied Health Research, University of Birmingham, Birmingham, UK

2Centre for Academic Child Health, University of Bristol, Bristol, UK

3Maternal and Infant Nutrition and Nurture Unit (MAINN), University of Central Lancashire, Preston, UK

4Development and Evaluation of Complex Public Health Interventions (DECIPHeR), Department of
Social Medicine, Cardiff University, Cardiff, UK

5Faculty of Kinesiology, University of New Brunswick, Fredericton, NB, Canada

¢Department of Psychology, University of Stirling, Stirling, UK

7Birmingham Clinical Trials Unit, University of Birmingham, Birmingham, UK

8Health Economic Unit, University of Birmingham, Birmingham, UK

?Nursing, Midwifery and Allied Health Professions Research Unit, University of Stirling, Stirling, UK

*Corresponding author c.b.jolly@bham.ac.uk

Background: The UK has low levels of breastfeeding initiation and continuation, with evident
socioeconomic disparities. To be inclusive, peer-support interventions should be woman-centred rather
than breastfeeding-centred. Assets-based approaches to public health focus on the positive capabilities
of individuals and communities, rather than their deficits and problems. The Assets-based feeding

help Before and After birth (ABA) intervention offers an assets-based approach based on behaviour
change theory.

Objective: To investigate the feasibility of delivering the ABA infant feeding intervention in a
randomised controlled trial.

Design: This was an individually randomised controlled feasibility trial; women were randomised in a
1:1 ratio to either the intervention group or the comparator (usual care) group.

Setting: Two separate English sites were selected because they had an existing breastfeeding peer
support service, relatively high levels of socioeconomic disadvantage and low rates of breastfeeding.

Participants: Women aged > 16 years who were pregnant with their first child, irrespective of feeding
intention (n = 103), were recruited by researchers in antenatal clinics.

Interventions: Proactive, woman-centred support, using an assets-based approach and including
behaviour change techniques, was provided by an infant-feeding helper (a breastfeeding peer supporter
trained in the ABA intervention) and delivered through face-to-face contact, telephone conversations
and text messages. The intervention commenced at around 30 weeks’ gestation and could continue until
5 months postnatally.
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ABSTRACT

Main outcome measures: The main outcome measures were feasibility of intervention delivery with
the requisite intensity and duration; acceptability to women, infant-feeding helpers and maternity
services; and feasibility of a future randomised controlled trial. Outcomes included recruitment rates
and follow-up rates at 3 days, 8 weeks and 6 months postnatally, and outcomes for a future full trial
were collected via participant questionnaires. A mixed-methods process evaluation included qualitative
interviews with women, infant-feeding helpers and maternity services; infant-feeding helper logs; and
audio-recordings of antenatal contacts to check intervention fidelity.

Results: Of the 135 eligible women approached, 103 (76.3%) agreed to participate. The study was
successful in recruiting teenagers (8.7%) and women living in areas of socioeconomic disadvantage
(37.3% resided in the most deprived 40% of small areas in England). Postnatal follow-up rates were
68.0%, 85.4% and 80.6% at 3 days, 8 weeks and 6 months, respectively. Feeding status at 8 weeks

was obtained for 95.1% of participants. Recruitment took place from February 2017 until August
2017. It was possible to recruit and train existing peer supporters to the infant-feeding helper role.
The intervention was delivered to most women with relatively high fidelity. Among the 50 women in
the intervention group, 39 received antenatal visits and 40 received postnatal support. Qualitative data
showed that the intervention was acceptable. There was no evidence of intervention-related harms.

Limitations: Birth notification delays resulted in delays in the collection of postnatal feeding status
data and in the offer of postnatal support. In addition, the intervention needs to better consider all
infant-feeding types and did not adequately accommodate women who delivered prematurely.

Conclusion: It is feasible to deliver the intervention and trial.
Future work: The intervention should be tested in a fully powered randomised controlled trial.
Trial registration: Current Controlled Trials ISRCTN14760978.

Funding: This project was funded by the National Institute for Health Research (NIHR) Public Health
Research programme and will be published in full in Public Health Research; Vol. 8, No. 7. See the NIHR
Journals Library website for further project information.
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Plain English summary

B reastfeeding is good for the health of babies and mothers. There are low levels of breastfeeding
in the UK, with the lowest rates among poorer women. Almost one in five women starting to
breastfeed stop within 2 weeks.

We developed an approach that we hoped would support new mothers feeding their babies. Women
were given a trained ‘infant-feeding helper’ who met with women antenatally to discuss feeding their
baby and supported them after birth. The support was ‘woman centred’, including breastfeeding and

formula feeding, working with a woman towards her own feeding goals.

The study aimed to discover if it was feasible to test the intervention in the future in a larger study.

We recruited women from two sites in England who were pregnant with their first child. Half of the
women were allocated to the intervention group and half were allocated to the usual care group. We
sent each mother a text message when her baby was 3 days old and a questionnaire when her baby
was 8 weeks old and 6 months old to ask how she was feeding her baby. We interviewed women,
infant-feeding helpers and midwives to capture their thoughts.

We were successful in recruiting women to the study. Of 135 women approached, 103 agreed to take
part, including women living in disadvantaged areas and teenagers. We received responses from 68%,
85% and 81% of participants at 3 days, 8 weeks and 6 months, respectively. Information collected in
interviews showed that the intervention was acceptable.

Delays in finding out when women had given birth led to delays in offering support to some women in
the crucial early days and in providing support to some women who gave birth prematurely.

In summary, it was feasible to deliver and test the intervention in a controlled study. To find out if it
has any effect on breastfeeding rates, a large-scale trial is needed.
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Scientific summary

Background

The benefits of breastfeeding to the health of both infants and mothers are well known. Breastfeeding
duration in the UK is among the lowest worldwide. In the UK, 81% of mothers initiate breastfeeding,
but the proportion drops in the early weeks; the proportion of babies receiving any breastmilk is 69% at
1 week, 55% at 6 weeks and 34% at 6 months (McAndrew F, Thompson J, Fellows L, Large A, Speed M,
Renfrew MJ. Infant Feeding Survey 2010. Leeds: Health and Social Care Information Centre; 2012). There
are marked health inequalities in breastfeeding in the UK, with breastfeeding initiation and continuation
lowest among women living in socioeconomically disadvantaged areas, teenagers, those with lower
educational outcomes and white women. Mothers show dissatisfaction with breastfeeding care, and
those who do not receive support for breastfeeding difficulties in hospital or at home are more likely to
cease breastfeeding.

Peer support is recommended in the UK to improve breastfeeding initiation and continuation in
disadvantaged populations. To increase acceptability, peer support interventions should be woman-
centred (including help with formula and mixed feeding), be offered proactively and focus on the
early weeks. Assets-based approaches to public health focus on positive capabilities of individuals
and communities, rather than concentrating on their needs, deficits and problems. The use of peer
support and encouragement to access community support for breastfeeding and social opportunities
for new mothers can be seen as an exemplar of an assets-based approach to public health.

The Assets-based feeding help Before and After birth (ABA) intervention offers an assets-based
approach that includes behaviour change theory.

Aim and objectives

Aim
The overall aim of the ABA study was to investigate the feasibility of delivering the ABA intervention
in a randomised controlled trial.

Objectives

® To adapt existing peer support services to provide a new infant-feeding helper intervention,
underpinned by theory and evidence, with service user and provider input.

® To undertake a feasibility randomised controlled trial of the new infant-feeding helper role
compared with usual care (comparator) for women living in areas of low breastfeeding prevalence.

® To determine levels of uptake and engagement with the intervention and to describe
socioeconomic/demographic profiles to ascertain reach and explore health inequalities.

® To describe the care received by the reactive ‘usual care group’ in relation to feeding method.

® To assess the fidelity of intervention delivery and any contamination, and to explore feedback from
infant feeding helpers to improve fidelity if required.

® To assess whether or not women are willing to be recruited and randomised, whether or not the
expected recruitment rate for a subsequent full-scale effectiveness randomised controlled trial is
feasible and to identify successful recruitment strategies.

® To explore mothers’ and feeding helpers’ perceptions of the intervention, trial participation and processes.

® To explore the acceptability and fidelity of the intervention when it is delivered by paid and
volunteer feeding helpers.
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® To assess the acceptability of the intervention to, and integration of the intervention with, other
providers of maternity care, postnatal care and social care.

® To explore the relative value of the individual feeding support versus the community integration
elements to inform the design of a future trial.

® To provide estimates of the variability in the primary outcome to enable a sample size calculation
for a definitive trial.

Methods

Design
A feasibility individually randomised controlled trial with a mixed-methods process evaluation was
undertaken.

Setting and participants

The study took place in two geographically distinct areas in England with existing peer support
programmes [one paid (site A) and one voluntary (site B)]. Community midwives were asked to hand out
a summary participant information leaflet to women who were pregnant with their first child at their
25-week antenatal appointment. Women were recruited by a researcher at their 28-week appointment
from antenatal clinics in the study areas. Women were eligible to participate if they were aged

> 16 years and pregnant with their first child. Women were recruited up until 32 weeks’ gestation. At
recruitment, participants were given a fridge magnet with the study contact details and were asked to
notify the team as soon as their baby was born. We aimed to recruit 100 participants (50 in each group).

Intervention and comparator
Women were randomly assigned (1 : 1 ratio) to either the ABA intervention or the comparator group.

Women allocated to the intervention group were assigned an infant-feeding helper (an existing peer
supporter who had attended a full day of training on delivering the ABA intervention). In site A the
infant-feeding helpers were paid and in site B they were volunteers.

Intervention design was informed by the Medical Research Council Complex Interventions and RE-AIM
(Reach, Efficacy, Adoption, Implementation, Maintenance) frameworks, systematic reviews, surveys,
qualitative studies and discussions with patient and public involvement groups. The intervention
offered woman-centred, proactive support utilising an assets-based approach, including behaviour
change techniques. The intervention started at around 30 weeks’ gestation, when women were offered
a face-to-face meeting to discuss infant feeding. At this antenatal meeting, infant-feeding helpers
explored women'’s personal, family and social network assets for breastfeeding and produced a genogram
(family tree diagram) of available support. Women were provided with an ‘assets leaflet’ (designed with
patient and public involvement input) detailing locally available support. Following the visit, contact was
maintained via telephone calls and/or text messages to build a relationship and encourage the woman

to inform the infant-feeding helper when she had given birth, so that the postnatal support could
commence. Postnatally, infant feeding support was offered via telephone calls and/or text messages or
face-to-face home visits (in site A only), with the aim of daily contact in the first 2 weeks and less
intensive contact until 5 months. The level of contact was informed by the mother’s wishes.

Women assigned to the comparator group received the usual care available for infant feeding in their
area, including routine support from midwives and health visitors.

Assessment of feasibility of delivery and acceptability of the intervention

The feasibility of delivery and the acceptability of the intervention were assessed by fidelity checking
audio-recordings of antenatal visits, assessing infant-feeding helpers’ case notes/database, and carrying
out qualitative interviews with women (n = 30) and interviews/focus groups with infant-feeding helpers
(n = 13) and maternity service staff (hn=17).
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Collection of outcome data

Outcome data were collected from women via questionnaires at three time points: baseline, 8 weeks
postnatally and 6 months postnatally. Data included feeding intentions, delivery details, feeding status,
feeding history, maternal well-being and maternal satisfaction with feeding experience and support,

as well as data required for a future economic evaluation.

In addition, at 3 days postnatally, participants were asked to respond to a text message with their
feeding status (formula milk only, breastmilk only or both formula and breastmilk).

Routinely collected data from health visitors were used to obtain missing infant-feeding outcomes
at 8 weeks.

Results

Of 135 women approached, 103 women were recruited to the ABA study (recruitment rate of 76.3%),
including women living in areas of socioeconomic disadvantage, teenagers and those intending to
formula feed. Women and community midwives reported that recruitment and randomisation processes
were acceptable. Postnatal follow-up rates of 68.0% (95% confidence interval 58.2% to 76.4%), 85.4%
(95% confidence interval 77.1% to 91.6%) and 80.6% (95% confidence interval 71.6% to 87.7%) were
achieved at 3 days, 8 weeks and 6 months, respectively. With the addition of health visitor data, feeding
status at 8 weeks (the primary outcome for a future trial) was obtained for 95.1% of participants.
Breastfeeding reported by responders to the 8-week questionnaire was 50.0% (95% confidence interval
35.2% to 64.8%) in the intervention group and 44.0% (95% confidence interval 30.0% to 58.7%) in the
usual care group. High levels of data completeness were achieved on questionnaires at all three time
points. Over the course of the study, two participants requested to withdraw from the study and one
woman was withdrawn following a stillbirth.

It was feasible to recruit and train existing peer supporters (n = 13) to the ABA infant-feeding helper
role. With some caveats, the intervention was delivered with relatively high fidelity to the majority of
participants. Of the 50 intervention participants, 39 (78%) received an antenatal visit and 40 (80%)
received postnatal support. Despite repeated attempts, a number of women could not be contacted by
the infant feeding helpers either antenatally (n = 4) or postnatally (n = 5). In addition, four women gave
birth prematurely, before antenatal contact could be established.

Analysis of available recordings of antenatal visits showed that, on the whole, infant feeding helpers
were able to develop a rapport with women and hold assets-based conversations incorporating the
intended core behaviour change techniques of social support and restructuring the social environment.
An unwillingness to record antenatal visits at site A made it difficult to assess the fidelity of antenatal
visits at this site.

The study team was notified of only half of births within the 3 days. This resulted in delays in collecting
feeding status data at 3 days, as well as delays in the commencement of postnatal support for those in
the intervention group.

Qualitative data showed that the intervention was acceptable to women, infant-feeding helpers and
maternity services. Women were very positive about the ABA intervention, especially in the volunteer
site. They liked and used the assets leaflet. The genogram, although reported to be acceptable, received
a more mixed response from women and infant-feeding helpers in terms of its usefulness. In general,
the volunteer infant-feeding helpers were much more supportive of the intervention than the paid
infant-feeding helpers, who sometimes disliked its prescriptive nature. Evidence that infant-feeding
helpers delivered core behaviour change techniques was shown in the interviews with women, when
they discussed the genogram (restructuring the social environment) and being invited to antenatal
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breastfeeding groups. Postnatally, evidence participants gave of both practical and emotional social
support included receiving ‘positive feedback and encouragement’ and finding the helpers ‘reassuring’,
‘kind’ and ‘supportive’.

Elements of the infant feeding helper training that were identified as in need of improvement in a
future study included using the genogram to stimulate conversation, providing more explicit guidance
on the use of behaviour change techniques and placing greater focus on active listening skills.

Intervention contamination in the control group was low, and there was no evidence of any harms
related to the intervention.

Supportive management and infant-feeding helpers working locally were facilitators of delivery.
The paid infant-feeding helpers were working outside their usual locality and their service faced an
uncertain future, with an open tender advertised for the future provision of the peer support service.

Conclusions

The ABA intervention was found to be feasible to deliver with adequate fidelity and was acceptable
to women, infant-feeding helpers and maternity services. It was feasible to recruit women from
socioeconomically disadvantaged areas, teenagers and women planning to formula feed. Women
were willing to be randomised and acceptable follow-up rates were achieved. Although recognising
that this feasibility trial was not powered to detect differences between study groups, we did find
that the proportion of intervention women reporting initiation of breastfeeding and any breastfeeding
at 8 weeks and 6 months was consistently higher than in the usual care group, suggesting that the
intervention is promising. There were differences by site, and the study identified the importance

of stability of public health commissioning of a peer support service in sites for a future definitive
trial, as well as the need for more flexibility of infant-feeding helpers in their availability to contact
women. In this feasibility trial, these features were more evident in the site that had volunteer infant
feeding helpers.

Following some modifications to the training for infant-feeding helpers, there is a need for a future
definitive trial to evaluate the effectiveness and cost-effectiveness of the ABA intervention in increasing
breastfeeding initiation and continuation.

Trial registration

This trial is registered as ISRCTN14760978.

Funding
This project was funded by the National Institute for Health Research (NIHR) Public Health Research

programme and will be published in full in Public Health Research; Vol. 8, No. 7. See the NIHR Journals
Library website for further project information.
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Chapter 1 Introduction

The benefits of breastfeeding for health and well-being

Breastfeeding (defined as the baby being put to the breast or receiving breast milk on at least one
occasion) is associated with short- and long-term benefits to both the breastfed infant-1° and the
mother.1! Internationally, the largest health gains are seen in low-income countries, as breastfeeding
protects against infant mortality by reducing acute infections in infants. However, considerable health
gains from breastfeeding are also possible in high-income countries. Currently, only around 12% of babies
in the UK are exclusively breastfed at 4 months. If this figure increased to 45% of women in the UK
breastfeeding exclusively for 4 months, then at least £17M could be saved annually in NHS treatment
costs for common acute illnesses in infants, with additional longer-term gains for mothers and children.1213

The benefits of breastfeeding are considerable. The evidence has been collated in systematic reviews??
and is consistent across cohort studies in a range of settings and from a randomised controlled trial
(RCT) of a breastfeeding support intervention with long-term follow-up of the children.1* For the infant
and child, any breastfeeding is associated with reduced risk of gastrointestinal infection by 63% [95%
confidence interval (Cl) 50% to 94%],%° sudden infant death syndrome by 36% (95% Cl 10% to 49%),15
otitis media by 33% (95% Cl 28% to 38%),2 asthma when aged 5-18 years by 12% (95% Cl 5% to
18%),2 being overweight in the future or obese by 26% (95% Cl 22% to 30%),” type 2 diabetes mellitus
by 35% (95% Cl 14% to 51%)7 and malocclusions by 68% (95% Cl 60% to 75%).> Exclusive breastfeeding
for > 4 months reduces the risk of hospital admission for lower respiratory tract infections in the first
year by 72% [risk ratio (RR) 0.28, 95% Cl 14 to 54]° and for 3-4 months reduces the risk of eczema by
26% in children at < 2 years.? Exclusive breastfeeding for > 3 months is associated with a reduced risk
of type 1 diabetes mellitus of up to 30%.1> Meta-analyses show that being fed breast milk is associated
with a 58% (95% Cl 4% to 82%) reduced risk of necrotising enterocolitis in pre-term infants!¢ and with
reduced mortality. It is also associated with improved performance in intelligence tests.2 Mothers have a
reduced risk of breast (26%, 95% Cl 21% to 31%) and ovarian (37%, 95% Cl 29% to 44%) cancers if they
breastfeed for > 12 months!! and lower post-menopausal body mass index if they have ever breastfed.”

Breastfeeding rates and duration in the UK

Breastfeeding duration in the UK is among the lowest worldwide, with routinely collected data and
5-yearly infant feeding surveys!8-20 showing relatively small improvements over the past two decades,
particularly for rates of exclusive breastfeeding. Although breastfeeding initiation increased from

76% in 2005 to 81% in 2010, exclusive breastfeeding at 6 weeks increased only from 21% to 23%
during the same period. There are considerable health inequalities, despite government initiatives;
breastfeeding initiation and duration rates are lowest in teenagers (58% initiated breastfeeding in
2010), women living in socioeconomically disadvantaged circumstances, women with lower educational
outcomes and white women.!8 In 2010, 90% of UK mothers in managerial and professional occupations
breastfed, compared with 74% of those in routine and manual occupations and 71% among those who
had never worked.18

The World Health Organization?! recommends exclusive breastfeeding for 6 months to optimise infant
and maternal health, a recommendation endorsed by UK governments;22 however, < 1% of infants

in the UK receive this.’® Data from the Infant Feeding Survey 201028 show that the steepest decline

in breastfeeding occurs soon after birth: 81% of women who give birth initiate breastfeeding but only
69% of babies are breastfed at 1 week, 66% at 2 weeks, 55% at 6 weeks and 34% at 6 months. Rates of
exclusive breastfeeding are even lower: 46% at 1 week and 23% at 6 weeks.18 More recent data collected
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from local authorities in England show that 44.4% of babies receive breast milk at 6-8 weeks, with the
range being 19.3% to 75.6%.22 Mothers express dissatisfaction with breastfeeding care,2425 and 30%
report feeding problems in the early weeks.1® A 2017 survey by the National Federation of Women’s
Institutes and the NCT (formerly known as the National Childbirth Trust) identified baby feeding as the
greatest area of unmet need for support.2¢ Women who reported that they did not receive support for
breastfeeding difficulties in hospital or at home were more likely to discontinue breastfeeding within the
first 2 weeks.18

Effectiveness of peer support for breastfeeding initiation and continuation

In the UK, breastfeeding peer support has been widely recommended as a means of increasing
breastfeeding initiation and continuation rates among women from disadvantaged communities.27.28

Breastfeeding peer support has been defined as ‘support offered by women who have received
appropriate training and either have themselves breastfed or have the same socio-economic background,
ethnicity or locality as the women they are supporting’.2? From a theoretical perspective, Dennis3°
defines peer support as the provision of ‘emotional, appraisal and motivational assistance by a created
social network member who possesses experiential knowledge of a specific behaviour or stressor, and
has similar characteristics to the target population’. In comparison with health-care professionals, peer
supporters may be considered more approachable and operate as positive role models to whom women
can relate because of their direct experience of the challenges of breastfeeding, and in contexts where
breastfeeding may not be the social norm.st

A systematic review32 of breastfeeding peer support interventions reported a significant increase in
breastfeeding initiation in three trials that targeted this support at pregnant women who had decided
to breastfeed (relative risk for not initiating breastfeeding 0.64, 95% Cl 0.41 to 0.99), but no difference
in the three trials that offered universal peer support to all pregnant women (relative risk for not
initiating breastfeeding 0.96, 95% Cl 0.76 to 1.22). Heterogeneity in the meta-analysis of targeted
breastfeeding peer support was high, which might be because of differences in the settings and context
where the peer support was offered and the intensity of the interventions.32

A systematic review?? to assess the impact of breastfeeding peer support on breastfeeding continuation
rates reported significant effects on any breastfeeding rates and exclusive breastfeeding rates at

the last study follow-up (relative risk of not breastfeeding at last follow-up 0.85, 95% CI 0.77 to 0.94,
and 0.82, 95% Cl 0.76 to 0.88, respectively). Heterogeneity was high and was explored using subgroup
analyses and meta-regression. Peer support interventions were found to have a significantly greater
effect on any breastfeeding and exclusive breastfeeding in low- or middle-income countries than in
high-income countries. However, in high-income countries, peer support reduced the risk of not
breastfeeding by 7% (0.93, 95% Cl 0.87 to 1.00). The risk of non-exclusive breastfeeding decreased
significantly, by 10% (0.90, 95% CI 0.85 to 0.97). No significant effect on any breastfeeding or exclusive
breastfeeding was observed in the three UK-based studies. Peer support had a greater effect on

any breastfeeding rates when given at higher intensity (five or more planned contacts; p = 0.02).

A 2017 Cochrane review?3 of support for breastfeeding mothers found strong evidence that providing
extra professional, lay or peer support for women who wish to breastfeed increases the duration of
exclusive breastfeeding (cessation of exclusive breastfeeding at 6 months, average RR 0.88, 95% Cl
0.85 to 0.92) and of babies receiving breast milk alongside other liquids or solids (cessation of any
breastfeeding at 6 months, average RR 0.91, 95% CIl 0.88 to 0.95). The review found that the effects

of lay support were broadly similar to those of professional support.3® Lay support is broader than

peer support and does not require that the supporter and mother share experience or characteristics.
Nine trials of lay support compared with usual care reported a RR of stopping breastfeeding before the
last study assessment up to 6 months of 0.85 (95% Cl 0.77 to 0.93), but with considerable heterogeneity,
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and 13 trials reported a reduced risk of stopping exclusive breastfeeding before the last study assessment
(RR 0.76, 95% Cl 0.65 to 0.87). However, the generalisability of these findings to the UK context is
uncertain. Nine UK trials since 2000 providing additional support using a range of models, including peer,
lay and professional support, have failed to improve breastfeeding outcomes significantly.3+

Similar systematic review results to those for peer support?’ were reported by Renfrew et al.3 in
relation to frequency of planned contact for lay support. Interventions with four to eight contacts had
a larger effect size than combined interventions with fewer than four planned contacts in trials with a
usual care control group.

There is evidence that, to be effective, peer support should be offered proactively. In Canada, peer
supporters with 2.5 hours’ training proactively telephoned women (n = 256) using a woman-centred
format;3¢ the relative risk for any breastfeeding at 4 weeks was 1.10 (95% Cl 1.01 to 2.72).

Preliminary research suggests that early proactive telephone support might suit a UK context.3”

In a pilot trial (69 women),®” intensive early proactive telephone support (not peer support) for women
who initiated breastfeeding, delivered by a postnatal ward feeding team with personal breastfeeding
experience, increased any breastfeeding by 22% (RR 1.49, 95% Cl 0.92 to 2.40) at 6-8 weeks compared
with the opportunity to access reactive telephone support from the team. A Cochrane review3 of
telephone support for women during pregnancy and up to 6 weeks after the birth showed that women
who had received a telephone support intervention were more likely to be exclusively breastfeeding
(RR 1.51, 95% Cl 1.19 to 1.93) at 3-6 months postpartum than those in the comparator group, but this
included only three trials, and no difference was observed in the four trials that reported breastfeeding
at 4-8 weeks postpartum.s8

A UK study? applying a theory of constraints model to investigate the barriers to effective lay feeding
help recommended that (1) to gain wider acceptability, interventions should be mother-centred
(rather than breastfeeding-centred), both enabling breastfeeding and giving help with formula milk,

(2) there should be a greater focus on the early weeks after the birth, as establishing breastfeeding
can be difficult and mothers frequently stop feeding before they had planned, and (3) support should
be offered proactively to improve the take-up of breastfeeding.

A recent realist review* of breastfeeding peer support interventions in high-income countries found

that breastfeeding peer support appears to rely on a chain of mechanisms firing in sequence. The realist
review found that intervention design should take account of needs as perceived by the target population;
integration with health professional care can be critical, and so ensuring mutual respect and overcoming
local barriers to integrated working practices, collaboration and feedback are important. Peers need to be
accessible when mothers most need support; support around the time of the birth can help mothers who
are unsure to firm up decisions to breastfeed. Peer support also needs to be proactive, as reactive support
tends to be used by mothers who are motivated or confident, and is unlikely to be effective in improving
rates overall. Mothers value friendly, competent and proactive peers, and these qualities may outweigh
social similarity. Mothers who experience a warm and affirming relationship with their peer supporter
often feel helped to overcome challenges and to meet their feeding goals. The review also found that

peer supporters are motivated when they feel valued and are demotivated when their offers of help

are rejected. As a result, peers tend to focus their energy on mothers who seek support and seem to

be appreciative.

These findings from the realist review are in line with a meta-synthesis#! of women'’s perceptions and
experiences of breastfeeding support that recommended person-centred approaches and qualitative
studies?2442 of women'’s experiences of infant feeding support that found that structured approaches to
support-giving are unpopular?4 but flexible support is acceptable.*? How breastfeeding interventions
are delivered and the intervention-context fit are important determinants of outcomes.*?® The timing
of support in the very early postnatal period may be an important feature of effective breastfeeding
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support.404445 Continuity of targeted peer support by having an antenatal visit and postnatal support
from the same local supporter is associated with psychosocial benefits for mothers, health professionals
and peer supporters.+2

Existing provision of breastfeeding support in the UK

In hospital, midwives deliver breastfeeding support, with breastfeeding counsellors and hospital peer
supporters also available in some areas. However, length of stay following a singleton vaginal delivery
in the UK is one of the shortest internationally (1.5 days).4¢ Many women, including first-time mothers,
go home 6 hours after giving birth; 19.8% of women in 2016/17 were discharged on the same day as
the birth.4” This gives insufficient time to establish breastfeeding. Reduced hospital stay following birth
provides a suboptimal context to support establishing breastfeeding for many new mothers. Care is
transferred from midwives to health visitors between 10 and 30 days postnatally. Much community
breastfeeding support is provided by lay workers in children’s centres and by peer supporters.
Breastfeeding peer support is offered by a range of organisations, including voluntary and charitable
organisations, local authorities and the NHS. Peers may be paid or voluntary, and training and
supervision are offered by a range of providers. The UNICEF UK (United Nations Children’s Fund,
London, UK) Baby Friendly Initiative stage 1 accreditation“® requires a meaningful discussion about
infant feeding in the antenatal period and identifies that this might be delivered by a peer supporter.
Additionally, for accreditation, local maternity services are required to have mechanisms in place to
enable mothers to access support for breastfeeding with basic problem-solving via their local maternity
service or other local routes, for example breastfeeding support groups or peer support, and to ensure
that mothers know about these services.

The characteristics of peer support provided for pregnant and breastfeeding women across the UK
are not routinely collected. A survey in 2014 of all known infant feeding co-ordinators in the UK had a
19.5% response rate, and covered of 58% of NHS trust/health board areas.*? This study identified wide
availability of breastfeeding support across the UK, with peer support available in 78% of areas and
breastfeeding support groups available in 90% of areas. However, these may not be representative of
all areas and the support may be provided only in selected localities within trust/health board areas.
The survey identified a lack of standardisation of the provision of breastfeeding peer support across
the UK and the challenging context of limited financial support. Services were reduced and increased
in line with funding availability.#? The most common providers were third-sector organisations, such

as the NCT and the Breastfeeding Network, and most peer supporters were volunteers.# In the 2010
Infant Feeding Survey,8 69% of women reported being given the details of a voluntary organisation

or community group that helped new mothers to breastfeed, and 64% were aware of the National
Breastfeeding Helpline. A report of breastfeeding support in London*° found that the proportion of
new mothers receiving breastfeeding support from a peer supporter varied from < 5% to 52% in
London boroughs.

Research into the role of UK fathers in supporting breastfeeding reported that they wanted to be

able to support their partners, but they were often excluded from antenatal breastfeeding education
or were considered unimportant in postnatal support.5t Many fathers feel ignored throughout the
whole journey of pregnancy and postnatal care.’2 Men want more information about how they can
practically support their partner,’! and a survey of women with young children suggested that engaging
the fathers in breastfeeding education was as a way of increasing breastfeeding support.53

Apart from the father of the child, many other ‘significant others’ influence a woman'’s decisions about
breastfeeding,>* and the composition of a woman'’s social network changes over time.>> Women'’s
support needs can be mapped in an infant feeding genograms: that records the feeding history of
family and friends and the strength of relationships with these social network members. This genogram
can be used as a tool to support discussion around breastfeeding and to identify support needs.
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Information needs of and risks for mothers who feed their babies formula milk

Previous UK studies to promote breastfeeding have focused solely on breastfeeding, excluding any
discussion of formula feeding with mothers. The evidence shows that, for infant-feeding interventions
to be acceptable to women, it is important to address issues related to mixed feeding and formula
feeding.#05¢ This need is now explicitly recognised by several UK key providers of peer support; for
example, NCT (the UK’s largest charity for expectant and new parents) policy is to provide support

to all women with their infant feeding decisions, regardless of how they are feeding their babies.>”
The 2010 Infant Feeding Survey showed that 54% of babies had received formula milk by the age of

1 week, 88% had received it by 6 months and 95% had received it by 9 months.8 Furthermore, the
survey highlighted that half of mothers who prepared powdered infant formula did not follow all three
key NHS recommendations (making only one feed at a time, making feeds within 30 minutes of the
water boiling and adding the water to the bottle before the powder), which are intended to reduce the
risk of infection and overconcentration of feeds. Other studies have also highlighted a high frequency
of errors in formula feed preparation.>85? Current guidance for mothers is available on the NHS
website© and includes a 13-point set of instructions for making up a bottle of formula. The evidence
indicates that an intervention to increase breastfeeding rates that fails to address mothers’ needs in
relation to formula feeding (particularly in a culture where mixed feeding is common) risks alienating
potential beneficiaries, limiting intervention reach and retention, and decreasing the likelihood of
achieving breastfeeding-related outcomes.*¢! Improving the preparation of formula feeds will incur
additional infant health benefits from reduced gastrointestinal infections.>? Moreover, by focusing on
the mothers’ needs, there may be less guilt associated with feeding decisions.s2

Assets-based approaches in public health

The use of peer support and encouragement to access community support for breastfeeding and social
opportunities for new mothers is an exemplar of an assets-based approach to public health. An assets-
based approach focuses on the positive capabilities of individuals and communities, rather than solely
on their needs, deficits and problems. This approach is linked to the theory of salutogenesis (health
origin),s3¢4 which conceptualises health as a continuum and focuses on what helps individuals retain
positive health and well-being rather than on factors that cause disease.t3-65 |t also has parallels

with economic theories of capability and well-being, from a broad physical, psychological, social

and community perspective.¢¢

Assets-based approaches are about recognising and making the most of people’s strengths to change
the balance between meeting the needs of people and communities and nurturing their strengths and
resources.t’ This is accompanied by a corresponding shift in focus from the determinants of ill health
to the determinants of health and well-being. Although assets can include material resources,¢86?

in public health more typically, the primary focus is on valuing individual and collective psychosocial
attributes. These include confidence, optimism, self-esteem, knowledge and skills, as well as features
of social capital such as social networks and reciprocity.”0-73

Longitudinal qualitative research with families living in disadvantaged areas suggests that family
well-being rather than potential future health benefits is the outcome that matters most and that
drives decisions to stop breastfeeding.5¢ In the context of breastfeeding, assets may include intrinsic
personal resources such as willingness to ask for and accept help, self-efficacy in relation to infant
feeding,”* and motivation and drive to maintain feeding.”*-77 These assets also include extrinsic
resources such as availability of social support from partner,’8-80 family and friends, wider social
networks of new mothers and women who have breastfed, and community assets such as children’s
centres, mother-and-baby groups, breastfeeding groups or baby cafes. Local breastfeeding peer
supporters are also community assets for breastfeeding. Hopkins and Rippon’s7® theory of change
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approach to assets-based working focuses on recognising and mobilising assets. An assets-based
approach, by focusing on a woman'’s priorities, is woman-centred.

Rationale for the ABA study

In 2015, the National Institute for Health Research Public Health Research programme called for
studies to determine the effectiveness of community-based interventions that promote the uptake
and maintenance of breastfeeding. Our study aimed to assess the feasibility of delivering a new
Assets-based feeding help Before and After birth (ABA) infant feeding helper (IFH) intervention
within a RCT. The ABA intervention was built on systematic review evidence,2?323341 behaviour change
theory,8! extensive qualitative research#1425682 and learning from the FEST (FEeding Support Team)
pilot trial about woman-centred feeding support after birth.37:83

The study took place in geographical areas of socioeconomic disadvantage, as the largest potential
public health gain is obtained from improving health outcomes for disadvantaged infants.84

The ABA intervention used an assets-based approach, drawing on the community, social network,
family and personal assets of each woman. This enabled the extent of support to be tailored to the
assets a woman has available for infant feeding. This assets-based approach was enhanced with
behavioural change theory. In addition, we developed a new feeding helper approach that is woman-
centred, aims to establish a strong supportive relationship with continuity of care from pregnancy until
after birth, respects a woman'’s choices, is non-judgemental and discusses both breastfeeding and
formula feeding issues, should a mother wish to.5¢¢28283 This is because trials of breastfeeding peer
support in the UK have had unexpected null results contrary to the worldwide systematic review
evidence.?? One hypothesis is that women who engage with breastfeeding-centred intervention
research are those who are highly motivated to breastfeed. In taking a broader feeding approach, we
were compliant with current UNICEF guidance,?> and at the same time aimed not to alienate women
who were considering mixed or formula feeding#35¢62 by using the term ‘infant feeding’ in ABA
information materials.

Peer support is a behaviour change technique found to be effective in increasing breastfeeding
initiation and continuation.2?333586 Peer support is recommended by the National Institute for Health
and Care Excellence (NICE);8” many programmes are in existence in the NHS and are suggested by
UNICEF as a potential mechanism for achieving effective onward community support.8s

This assets-based feeding intervention is a new approach to peer support that seeks to overcome

some of the pitfalls identified in previous studies, while building in methods to enable women to
identify and activate assets within their family and friendship networks and in the wider community.
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Chapter 2 Methods

Aim and objectives

Aim
The overall aim of the ABA study was to investigate the feasibility of delivering the ABA intervention
within a RCT.

Objectives

® To adapt existing peer support services to provide a new IFH intervention underpinned by theory
and evidence, and with service user and provider input.

® To undertake a feasibility RCT of the new feeding helper role compared with usual care (control
group) for women living in areas of low breastfeeding prevalence.

® To determine levels of uptake of and engagement with the intervention and to describe
socioeconomic/demographic profiles to ascertain intervention reach and explore health inequalities.

® To describe care those in the usual care group received regardless of feeding method.

® To assess fidelity of intervention delivery and any contamination, and to use feedback from feeding
helpers to improve fidelity, if necessary.

® To assess whether or not women are willing to be recruited and randomised, assess whether or not
the expected recruitment rate for a subsequent full-scale effectiveness RCT is feasible and identify
successful recruitment strategies.

® To explore mothers’ and feeding helpers’ perceptions of the intervention, trial participation
and processes.

® To explore acceptability and fidelity of the intervention when it is delivered by paid and volunteer
feeding helpers.

® To assess the acceptability and integration of the intervention to other providers of maternity,
postnatal care and social care.

® To explore the relative value of the individual feeding support versus the community integration
elements to inform the design of a future trial.

® To provide estimates of the variability in the primary outcome to enable sample size calculation for
a definitive trial.

® To measure the features of the feeding helper provision and service use that would underpin the
cost-effectiveness of the intervention and determine the feasibility of data collection.

® To test components of the proposed RCT to determine its feasibility as outlined in the protocol.

Setting

The study was undertaken in two distinct geographical areas in England (site A and site B). Both areas
had existing programmes of peer support, but these were provided reactively through, for example,
midwife referral or self-referral. In site A paid peer supporters employed by a social enterprise
organisation delivered the programme, whereas in site B peer supporters were volunteers managed

by a national charity. The sites were selected from five that were initially identified as interested

in participating in the study. Sites were chosen (1) to reflect the diversity of existing peer support
services, but those with no proactive peer support offered antenatally, (2) as they had relatively high levels
of socioeconomic disadvantage and low rates of breastfeeding initiation and continuation, and (3) because
they were reasonably local to the investigators to enable oversight of the study.
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Study design

We undertook a feasibility individually randomised controlled trial (1: 1) in two UK sites with a
mixed-methods process evaluation.

Study management

The ABA study was overseen by a Trial Steering Committee (TSC) made up of two subject experts,
a statistician and a public representative. A study management group, comprising the principal
investigator, the trial co-ordinator and the 10 co-investigators, met regularly to guide study conduct.

Ethics approval and study registration

Ethics approval was obtained on 28 November 2016 from South West - Cornwall and Plymouth
Research Ethics Committee (16/SW/0336). The study was registered with the International Standard
Randomised Controlled Trial Register Number ISRCTN14760978. During the course of the study, some
minor revisions were made to the protocol (see Appendix 1). The final protocol was published as a
journal article.s8

Participant identification

We aimed to recruit 100 women to the study (at least 50 from each site), with half randomly allocated
either to the intervention group or to the usual care group. We hoped to recruit sufficient numbers of
teenagers, women of low socioeconomic status and women with limited social network breastfeeding
exposure to allow us to investigate their experiences of the intervention. The two study sites were
selected to reflect our target population.

Community midwives in the study areas were asked to hand out a summary participant information
leaflet (PIL) to women who were pregnant with their first child at their 25-week antenatal appointment.
At their 28-week antenatal appointment, women were approached in clinic by a researcher. The
researcher provided the woman with further information about the study, including a full PIL (see
Appendix 2), and gave her an opportunity to ask any questions. The woman was then asked if she would
like to take part in the study. Women were given the option of signing up to the study there and then, or
having time to think about it and/or discussing with others before contacting the researcher to arrange
a time and place to sign up. Women were able to enrol in the study only up until 32 weeks’ gestation;
this was to allow sufficient time for intervention participants to meet with their IFH before the birth.
Researchers completed screening logs to record the number of women who were approached. At
recruitment, women were told that if they completed and returned follow-up questionnaires at both

8 weeks and 6 months, they would receive a £25 shopping voucher at the end of the study to thank
them for their time.

Recruitment ran from 28 February 2017 until 23 May 2017 in site A and from 21 April 2017 until

31 August 2017 in site B. Follow-up took place between 24 April 2017 and 12 March 2018 in site A and
between 21 June 2017 and 23 May 2018 in site B. Recruitment ended when at least 50 participants had
been recruited from each site.

NIHR Journals Library www.journalslibrary.nihr.ac.uk



DOI: 10.3310/phr08070 Public Health Research 2020 Vol. 8 No. 7

Inclusion and exclusion criteria
Women were eligible to take part in the study if they were:

® pregnant with their first child (excluding previous stillbirth)
® aged > 16 years.

Women were excluded if they had had a previous live birth or were aged < 16 years.

We decided to include only first-time mothers as they would have had no experience of infant feeding
and might have been more likely to be influenced by the intervention. This is because mothers often
repeat the infant feeding method they used for their first baby with their second baby.8?

Consent-taking process

The researcher checked the woman’s eligibility to participate in the study before asking her to
complete, sign and date three copies of the consent form (see Appendix 3). The consent form was also
signed and dated by the researcher. One copy of the consent form was given to the participant, one
was kept by the research team and the third was stapled into the woman'’s maternity notes. Details of
the discussion about informed consent were recorded in the woman’s maternity notes (including date,
name of study, discussion summary, PIL and consent form version numbers). Participants’ contact
details were recorded and a baseline questionnaire was completed at the time of recruitment. Women
were given a fridge magnet with the ABA study team contact number and were asked to notify the
team as soon as their baby was born.

Randomisation

Women were randomised to intervention or usual care in a 1: 1 ratio. The randomisation process
differed by site.

In site A, a randomisation list was developed by the clinical trials unit, minimised by age group (< 25 years
and > 25 years). The list was stored securely and was not available to the researcher enrolling participants.
After the participant had signed the consent form, the researcher telephoned the randomisation service
who checked the participant’s eligibility and assigned her to the intervention or usual care. The researcher
informed the participant there and then of her allocation. If the telephone randomisation service was
unavailable, the researcher contacted the woman later, by letter, to inform her of her allocation.

In site B, a different method of randomisation was required to be able to match the number of IFHs
available in the different areas of the study site (in site A, all IFHs were available to cover the whole
study site). Therefore, block randomisation was used to randomise multiple women from each area
of the site. Each block of women was randomised simultaneously by a researcher who was not
undertaking recruitment; the recruiting researcher was then informed of allocation and notified
women in writing.

Intervention design

Intervention design was informed by the Medical Research Council Complex Interventions and RE-AIM
(Reach, Efficacy, Adoption, Implementation, Maintenance) frameworks.?091 We also used information
from systematic reviews, surveys and qualitative studies and discussions with our patient and public
involvement (PPI) group to ascertain barriers to both breastfeeding initiation and breastfeeding
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continuation. We used the behaviour change wheel framework [in which behaviour is analysed in
context with respect to capability, opportunity, motivation and behaviour (COM-B)] alongside the
theoretical domains framework to identify a number of behaviour change functions and behaviour
change techniques (BCTs) from the behaviour change taxonomy.8192 Following this, we considered
possible BCTs using the APEASE (Affordability, Practicality, Effectiveness and cost-effectiveness,
Acceptability, Side-effects/safety, Equity) criteria. Components of the intervention were identified that
were simple, low cost, practical and acceptable. A review of multicomponent incentive interventions
to support breastfeeding had mapped BCTs and discovered social support to be predominant.?3

Social support is fundamental to peer support.3°

The chosen BCTs, with definitions and prespecified examples based on the ABA intervention, are
shown in Table 1. Core and non-core BCTs for the antenatal part of the ABA intervention were agreed
by the research team (core BCTs were social support and restructuring the social environment; non-
core BCTs were emotional social support and instruction of how to perform behaviour). Some of these
BCTs overlapped with the social support and use of social networks within the assets-based approach.

TABLE 1 Behaviour change techniques prespecified for the ABA intervention

BCT number Label

1: goals and planning

1.2 Problem-solving

1.3 Goal-setting
(outcome)

1.7 Review outcome
goal(s)

2: feedback and monitoring

2.7 Feedback on
outcome(s) of
behaviour

3: social support

3.1 Social support
(unspecified)

Definition

Analyse, or prompt the person to
analyse, factors influencing the
behaviour and generate or select
strategies that include overcoming
barriers and/or increasing
facilitators

Set or agree on a goal defined in
terms of a positive outcome of
wanted behaviour

Review outcome goal(s) jointly with
the person and consider modifying
goal(s) in light of achievement.

This may lead to resetting the same
goal, a small change in that goal or
setting a new goal instead of or in
addition to the first

Monitor and provide feedback on
the outcome of performance of the
behaviour

Advise on, arrange or provide social
support (e.g. from friends, relatives,
colleagues, 'buddies’ or staff) or
non-contingent praise or reward
for performance of the behaviour.
It includes encouragement and
counselling, but only when it is
directed at the behaviour

Examples

Prompt the woman to consider what
may encourage or prevent her from
successful breastfeeding. Help the
woman to identify strategies,
solutions and support she can access
to help overcome any difficulties

To discuss the woman's (postnatal only)
goals for breastfeeding

To have ongoing discussions about
the woman'’s breastfeeding
achievements, and to provide
support for alternatives (i.e. mixed
feeding, breastfeeding cessation) as
appropriate

Inform the woman about ongoing
health benefits of breastfeeding at
different stages

Suggest that the woman calls a
‘buddy’ if she feels that she is
struggling with feeding or needs
some support

Provide positive feedback on
the woman’s progress with
breastfeeding

Arrange for a family member or
friend to encourage continuation
with breastfeeding
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TABLE 1 Behaviour change techniques prespecified for the ABA intervention (continued)

BCT number Label

3.2 Social support
(practical)

3.3 Social support
(emotional)

4: shaping knowledge

4.1 Instruction on
how to perform
a behaviour

5: natural consequences

5.1 Information
about health
consequences

6: comparison of behaviour

6.1 Demonstration of
the behaviour

8: repetition and substitution

8.1 Behavioural
practice/rehearsal

Definition

Advise on, arrange or provide
practical help (e.g. from friends,
relatives, colleagues, ‘buddies’ or
staff) for performance of the
behaviour

Advise on, arrange or provide
emotional social support (e.g. from
friends, relatives, colleagues,
‘buddies’ or staff) for performance of
the behaviour

Advise or agree how to perform the
behaviour (includes ‘skills training’)

Provide information (e.g. written,
verbal, visual) about health
consequences of performing the
behaviour

Provide an observable sample of the
performance of the behaviour,
directly in person or indirectly

(e.g. via film or pictures) for the
person to aspire to or imitate

Prompt practice or rehearsal of the
performance of the behaviour one or
more times in a context or at a time
when the performance may not be
necessary to increase habit or skill

Examples

Suggest that the woman call an IFH,
health professional, helpline or
‘buddy’ if she feels that she is
struggling with feeding or needs
some support

Ask the partner/family members of
the woman to bring her the baby
when the baby is ready to feed,
bring a drink for the mother

Ask the partner/family members to
help with other activities in the

home while the mother is feeding the
baby (meal preparation, washing)

Encourage the woman to access a
breastfeeding support group or to
call a helpline during times when
other people are not available

to help

Ask the woman to take a friend to
the breastfeeding group, or ask the
feeding helper to meet her there

Provide information (visual images,
DVD) and model demonstrations to
show the woman how to position her
baby to facilitate good latching on

Show a woman how to prepare a
bottle of formula correctly

Explain the health benefits of
breastfeeding for both the woman
and the baby

Demonstrate breastfeeding in a

film clip or via the use of aids

(e.g. breastfeeding doll). Pictures of
‘good’ positioning and attachment to
be shared with women

Encourage attendance at
breastfeeding group to observe
other women breastfeeding

Show and ask women to practice
behaviours (i.e. hand expressing or
breastfeeding) using aids such as a
breastfeeding doll or knitted breast

continued
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TABLE 1 Behaviour change techniques prespecified for the ABA intervention (continued)

BCT number Label Definition Examples

12: antecedents

12.2 Restructuring Change or advise to change the Encourage the woman to attend
the social social environment to facilitate social gatherings where other
environment performance of the wanted mothers are breastfeeding

behaviour

13: identity

13.1 Identification of Inform that one’s own behaviour Inform the woman that if she
self as role model may be an example to others breastfeeds she will be a role model

within her community and to her
child, who will be influenced by her
feeding choice

15: self-belief

15.1 Verbal persuasion Tell the person that they can Inform the woman that she can
about capability successfully perform the wanted successfully breastfeed despite
behaviour, arguing against initial difficulties
self-doubts and asserting that
they can and will succeed Encourage women to talk to friends/

family members as well other
mothers at breastfeeding groups to
hear stories of how others have
managed to breastfeed successfully

15.2 Mental rehearsal Advise to practice imagining Ask and encourage women to
of successful performing the behaviour imagine breastfeeding in public
performance successfully in relevant contexts locations and plan how this can be

undertaken discreetly

Table 2 provides details of the rationale for including the intervention components drawing on
behaviour change theory and assets-based approaches.

The ABA intervention consisted of proactive peer support underpinned by behaviour change theory
and an assets-based approach. The intervention delivered person-centred care*! and used best
evidence in terms of setting and frequency, duration and manner of support provision from the ABA
IFH. The ABA intervention aimed to be inclusive of all feeding methods (i.e. breastfeeding, formula or
mixed feeding) and to provide support to all women.

Before the intervention commenced, researchers developed an ‘assets leaflet’ at each study site

that was designed by a graphic designer. This leaflet (developed with the assistance of local contacts
and using internet searches) was specific to the study areas and included information on local
community ‘assets’ (e.g. antenatal or postnatal groups, breastfeeding drop-in centres, details of local
breastfeeding counsellors and baby groups), as well as details of national helplines and internet
resources. The leaflet, entitled ‘What's available locally for you and your baby?, had input from two
PPI groups (mothers of young babies attending children’s centre groups) that provided constructive
feedback on making the leaflet more user-friendly. Quotations from previous qualitative work were
included in the leaflet (e.g. concerning the usefulness of breastfeeding drop-in centres), as well as tips
on what to do when feeling uncomfortable about going along to a new group. Contact details for the
ABA study were included on the leaflet, along with a space for the IFH to put their name and contact
details. All details were checked prior to the start of the intervention to make sure they were up to
date. For an anonymised example of the leaflet, see Appendix 4.
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TABLE 2 Intervention components: rationale for inclusion

COM-B Assets-based Mode of Intervention
Behaviour change item component approach delivery function
Discuss benefits of Motivation  Information about health - Face to face Education
breastfeeding consequences (individual)
Goal-setting (outcome)
Video clip about Motivation  Information about health Internet link Education,
breastfeeding consequences (general) from phone persuasion
Mental rehearsal of Enablement
behaviour
Instruction on how to
perform the behaviour
Breastfeeding support Social Social support Face to face Education,
groups/social groups opportunity persuasion
Rehearsal (mental or Social media
Capability actual) of behaviour Enablement
Motivation  Verbal persuasion about
capability
Demonstration of
behaviour
Instruction on how to
perform the behaviour
Restructuring the social
environment
Written and website Motivation  Information about health Leaflet Education,
materials about feeding consequences persuasion
Study website
Instruction on how to Enablement
perform the behaviour
Identification of social Capability Social support Face to face Enablement
network, social comparison,
other facilitators of and Social Problem-solving
barriers to breastfeeding/ opportunity
support to overcome them
Further telephone contact  Capability Social support Telephone Enablement
Motivation  Feedback on outcome(s) Persuasion
of behaviour
Education

Verbal persuasion about
capability

Problem-solving
Review outcome goal(s)

Identification of self as
role model
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The two PPI groups were also asked for their opinions on a library of text messages produced by the
research team, intended to be used by IFHs to engage with and support women in the intervention
group. These texts aimed to take a woman-centred approach, to be infant feeding rather than
breastfeeding centred and to draw on BCTs and an assets-based approach. The PPI groups were given
cards with the various text messages and were asked to put them into one of three piles (yes, no or
maybe). A group discussion was then facilitated by a researcher, and feedback on and suggestions
about the various messages were noted. The PPI feedback was then used to finalise the library of
suggested text messages available for use by the IFHs (see Appendix 5).

The ABA intervention outline is shown in Table 3. The intervention started at around 30 weeks’
gestation and could continue up until 5 months postnatally. At around 30 weeks’ gestation, the IFHs
contacted women by telephone to arrange a face-to-face meeting, either at home (site A only) or at

a suitable location, such as a café or children’s centre. The IFHSs in site B (volunteer peer supporters)
were not able to offer home visits because of local policies, unlike the paid peer supporters working in
site A. Women were welcome to include partners or family members in this and subsequent meetings.
The purpose of this face-to-face meeting was to talk about infant feeding and investigate the woman'’s
personal, family and social network assets for infant feeding. An approach of ‘narrative storytelling’
was used to produce a simple family tree diagram (‘genogram’) of experiences with infant feeding,5s
incorporating the woman'’s social network, to allow her to reflect on future feeding relationships and
sources of support.5* [See Appendix 6 for an example genogram from the training session (real names
are not used).] At the antenatal visit, IFHs gave the woman the assets leaflets and explained the range
of support available for infant feeding. In addition, contact details were swapped and a ‘Let us know
when you've had your baby’ fridge magnet was given to the woman to encourage her to include the
IFH on the list of people she would notify of the birth of the baby.

TABLE 3 The ABA intervention outline

Timing Objectives and tasks

Antenatal face-to-face meeting (plus partner/ 1. Establish rapport, listening, open reflective questions
family if woman would like this) at 30-32 weeks 2. Discuss social network feeding behaviours, develop friends
(duration 1 hour) and family diagram (genogram)

3. Explore her thoughts and feelings about feeding

4. Discuss the realities of infant feeding and distinguishing

feeding myths from facts

5. Discuss what partner, family, friends, work colleagues can do
to help her when deciding how to feed her baby; highlight the
partner’s contribution

6. Encourage woman to start building her social support network
for when her baby is born and attend local groups before birth.
If the woman knows anyone who is breastfeeding then
encourage her to spend some time with her or talk to people,
especially family members who might have breastfed in the
past, about their experiences

7. Share telephone numbers and send text so that the ABA
number is in the woman’s phone and ask the woman to
respond to ‘break the ice’

8. Introduce ABA assets leaflet/information about local
opportunities for new mothers. Encourage use of
local resources

9. Encourage attendance at children’s centre feeding group
(offer to accompany)

Text immediately after visit (e.g. ‘Nice to meet you, if you have
further questions do give me a call or send a text and I'll get
back to you’)
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TABLE 3 The ABA intervention outline (continued)
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Timing Objectives and tasks

Telephone call after 2 weeks (text if no response)
(approximately 32-34 weeks)

Text after 4 weeks (approximately 36-38 weeks)

Postnatal first contact

Postnatal visit/Skype™ (Microsoft Corporation,
Redmond, WA, USA) (site A only)

Daily telephone calls or texts for 2 weeks

2-8 weeks: contact and support as needed

3, 4 and 5 months - standard texts

1.
2.

3.
4.

Establish rapport, see how things are going

Encourage the woman to identify family/peer help for feeding
and proactively approach them to ask for help

Offer information in response to questions from the woman
Encourage the woman to build social networks that are likely
to help once her baby is born and attend local groups

before birth

. Send good wishes for the birth

Agenda: to get the woman to call/text the IFH when her baby
is born

1.

2.

Encourage woman to contact ABA as soon as possible after
delivery to allow IFH to begin contact or to arrange a home
visit (site A only)

Offer information in response to questions from the woman

To commence contact via text or telephone calls within 24 hours
of the woman’s discharge from hospital, and to offer face-to-face
contact (site A only)

Practical feeding issues: observe feed if possible, advise about
any difficulties experienced, encourage to take it a day at a time

Find out whether or not the mother feels that she is receiving
sufficient help from others

Discuss practical help that the mother could ask for

Focus: person centred, well-being and feeding

Arranged to suit mother/frequency determined by mother

Encourage mother to start thinking about attending local feeding
group

Encouragement to continue breastfeeding - taking it a day or a
week at a time

Troubleshoot any problems

Advise mother of option to pull in people who will help and
develop a strategy for those who do not help

Encouragement to attend mother and baby groups/breastfeeding
groups

Planning for getting out and about

Advise mother to call IFH if considering changing how she feeds
her baby

If formula feeding established, negotiate end of support

For those still breastfeeding:

encouragement to continue breastfeeding, exclusively

if possible

reminder of benefits for baby and self

reminder of role model

reminder of local/national support options and feeding groups
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Following the face-to-face antenatal visit, the IFHs were asked to call and/or text the women fortnightly
during the pregnancy. The aim was to encourage a strong rapport between the IFHs and the women
that would facilitate successful immediate engagement after birth. In addition, IFHs were encouraged to
facilitate a visit (antenatally) by the woman to a local breastfeeding group. The aim of this was so that
the woman would know how and where to access support for infant feeding once her baby was born.

Postnatally, support from IFHSs in both sites was by telephone calls or text messages every day until the
baby was 2 weeks old. Additionally, at site A, IFHs were asked to arrange a postnatal home visit/Skype
call as soon as possible after the mother and baby were discharged home.

From 2 to 8 weeks, frequency of contact was reduced based on the preferences of the mother. Text
messages were sent to those still breastfeeding (or mixed feeding) at 3, 4 and 5 months. Women were
able to ask for telephone calls or text messages to stop at any point. At site A, IFHs were unable to
support women from 8 weeks postnatally because of their working practices. Therefore, in site A,

a researcher sent out the 3-, 4- and 5-month texts and provided signposting support for women

if required.

The intervention timeline is presented in Figure 1.

Antenatal home visit/meeting at 30-32 weeks pregnant

v

Telephone contact at 32-34 weeks pregnant

v

Text message at 36-38 weeks pregnant

v

Antenatal visit to breastfeeding group (optional)

v

Postnatal first contact, telephone call as soon as possible after
discharge home

'

Daily telephone/text contact for 2 weeks postnatally
(to suit mother)

.

[ Contact and support according to need 2-8 weeks postnatally

v

[ Support by text message at 3,4 and 5 months

— N N N

FIGURE 1 The ABA intervention timeline.
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Recruitment of ABA infant-feeding helpers

At site A, a paid peer support service providing reactive postnatal support (and no antenatal support)
already existed. Although the service was available across the entire local authority area, peer supporters
had traditionally worked within certain inner-city areas. Within the local authority, community midwives
were split into three teams, each serving a distinct geographical area. For the ABA study, site A was
selected as it was the area with the lowest rate of breastfeeding and highest rate of teenage pregnancy
within the local authority. This area had traditionally not been served by the peer support service.

The peer support service manager was willing to support the ABA study following discussions with the
research team.

In site A, researchers attended part of the peer supporters’ regular team meeting on two occasions
prior to the ABA training day. The purpose of these meetings was to introduce the ABA study, to
encourage the peer supporters to take part in the study and to provide background information that
would facilitate the smooth running of the ABA training day. Researchers also attended a team
meeting after the training day to answer any questions arising from the session.

At site B, a volunteer peer support service was already in existence, which was overseen by a national charity.
Again, this service provided reactive postnatal support, based around breastfeeding support groups, and no
antenatal support. The geographical areas chosen within site B were those with the lowest breastfeeding
rates within the local authority and with active peer supporters. Researchers met the charity manager and
the peer supporter co-ordinator to discuss details of the study and recruitment of peer supporters.

Within the two sites, existing peer supporters were asked if they would like to support the ABA study.
At site A, six of the seven existing peer supporters agreed to participate. At site B, seven of 11 peer
supporters volunteered to be involved.

Training for ABA infant-feeding helpers

Infant feeding helpers were provided with 6 hours of training plus a study folder. The folder included
details of all aspects covered in the training day. The intervention training was delivered face to face on
1 day in site A and over 2 half-days in site B. Heather Trickey led on the development of the training
materials and led the training days, with input from Dr Kirsty Darwent (Programme Director, Family
Therapy Training Network Ltd).

The aims of the training were (1) to promote competence and confidence in delivering the ABA
intervention and (2) to facilitate understanding of the ABA study (to enhance fidelity to the intervention
delivery). The training was designed to enable IFHs to learn about how to deliver the ABA intervention
and to practise the skills required to deliver the intervention effectively. The training was interactive and
involved simulations and role-play of contact with women as well as group-based learning activities.

Although the training did not explicitly present the BCTs to IFHs, it specifically focused on the delivery
of the prespecified core BCTs (social support and restructuring the social environment) via the genogram
and assets leaflet.

The training included the following.

1. Study information
Kate Jolly gave an overview of the study. She explained that the aim of the ABA study was to
compare two ways of delivering feeding help to first-time mothers in areas where breastfeeding
rates were low. Half of the mothers recruited to the study would have the usual feeding support
from midwives, health visitors and any voluntary agencies or peer support that they choose to
access; the other half would, in addition, receive the new ABA intervention.
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2. Overview of the intervention
The ‘assets-based’ approach was outlined as an approach that encourages women to draw on support
and help from their family, social and community networks. It was explained that the intervention was
more intensive than usual peer support, and that is was peer supporter initiated rather than mother
initiated. Every woman in the intervention would be offered antenatal contact, and continuity of care
would be given wherever possible by women having the same IFH throughout the intervention.
Trainees were informed that the intervention would end when the baby was 5 months old (if still
being breastfed), or at a time when formula feeding had been established. Key principles of the ABA
intervention were presented: the importance of a woman-centred approach and building a strong
rapport, the use of open questions and active listening, seeing the woman (not the IFH) as the
solution and viewing relationships as assets. The intervention timeline (see Figure 1) was presented to
the IFHs, with opportunities given for discussion and clarification of any uncertainties.

3. Antenatal contact
In this part of the training, expectations for the antenatal visit were detailed. The trainers simulated
the visit to facilitate good practice. Role-play techniques were then used to allow the IFHSs to try
out the approach. This session included:

O Introducing themselves as an ABA IFH and explaining the purpose of the antenatal visit.

O Learning how to explain the ABA timeline so the woman knows what to expect.

O Learning how to open a conversation on infant feeding, and being led by the woman.
The importance of good listening skills and using open questions was emphasised.

O Discussing support from family and friends, including completion of a simple genogram.

O Discussing support available in the community, and introducing the ‘assets leaflet’.

O Offering to accompany the woman on an antenatal visit to a local breastfeeding support group
and encouraging the use of the group after the baby is born.

O Swapping telephone numbers, encouraging the women to let the IFH know when they have
given birth, and discussing plans for keeping in touch.

The role plays were also used as an opportunity for IFHs to practise person-centred listening skills,
with IFHs working in groups of three to give feedback to each other on the use of verbal and
non-verbal active listening techniques.

4. Supporting mothers who use formula milk
The importance of being inclusive of all feeding types was stressed. A group discussion on supporting
mothers who formula feed was facilitated, with the aid of a ‘myths and truths about formula feeding’
exercise. Key information about different kinds of formula milk and preparation of feeds, and up-to-date
advice on formula feeding in response to the baby’s cues was delivered to IFHs during the session and
supplemented with a key messages information leaflet and links to further information.

5. Postnatal contact
In this session, scenarios and group work were used to facilitate understanding. Groups worked
together to decide how they would support women in the different scenarios. The ‘assets-based
approach’ was underlined in the support provided, for example by encouraging women to use their
personal and community-level assets for infant feeding.

Comparator group

Women allocated to the comparator (or ‘usual care’) group received usual care for infant feeding
available in the study areas; this included routine support from midwives and health visitors. We
describe the support for infant feeding that was available and accessed by women, which included local
services, such as breastfeeding support groups and peer support, and national breastfeeding helplines.
This usual care was available only reactively to women (i.e. the woman had to ask for support or the
midwife asked for support on behalf of the woman).
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In site A, peer supporters who did not volunteer to participate in the study were available to cover any
requests for support received from the usual care women (as per usual care). In site B, breastfeeding
support was available at any of the breastfeeding groups in the area.

Outcome assessment

All women were asked to notify the ABA study team about their baby’s birth by text message, e-mail
or telephone call. To ensure that we found out about as many births as soon as possible, researchers
from the ABA study team in site A also maintained daily telephone contact with the community
midwives to find out if any of the women had given birth. On notification of an intervention participant
giving birth, researchers contacted the IFHs to let them know. In site B, we relied on women notifying
the research team or their IFH directly. Details of those who did not use either method in site B were
obtained from midwives.

Feasibility outcomes
The feasibility of intervention delivery and the research methods were determined by:

Reach of recruitment of women to reflect required sociodemographic profile.

Ability to recruit, train and engage current peer supporters to the new ABA IFH role.

Ability to deliver planned number of contacts at a time and location convenient to participants.
Acceptability to women.

Fidelity of delivery and whether or not woman-centred care was provided.

Unintended consequences of the intervention.

The feasibility of a future definitive trial assessed by recruitment rates, willingness to be randomised,
follow-up rates at 3 days, 8 weeks and 6 months and level of completion of assessments by text?
(see Criteria for progression to main trial).

® Potential cases of intervention contamination in the usual care group; at 8 weeks’ follow-up, all
women were asked if they had used national breastfeeding helplines or any breastfeeding support,
whether or not there was a home visit or one-to-one meeting at a children’s centre and number of
contacts by the IFHs. They were asked in interviews whether or not they had met other women
taking part in the study and whether or not they had discussed the study.

Assessment of feasibility outcomes
A number of methods were used to assess feasibility outcomes. Table 4 summarises these.

Researcher notes of meetings with peer supporters, including training sessions

Researchers kept reflective notes of all meetings with peer supporters and their organisations,
including the training sessions. These notes included documentation and reflections on the number of
peer supporters recruited, the ease of recruiting peer supporters to the role, and the engagement of
peer supporters with the new ABA intervention.

ABA infant feeding helper electronic database (site A only)

At site A, there was an existing electronic database in place to capture details of peer supporter
contact with women, including date of contact, mode of contact and notes of discussions. We secured
agreement for this data set to be shared with the study.
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TABLE 4 Methods of assessing feasibility outcomes

Feasibility outcome Method of assessment

Reach of recruitment of women to reflect required ® Sociodemographic data collected from study participants
sociodemographic profile compared with sociodemographic information data available
for the study areas

Ability to recruit, train and engage current peer ® Researcher notes of meetings with peer supporters, including
supporters to the new ABA IFH role training sessions
e Qualitative interviews with IFHs

Ability to deliver planned number of contacts at a ® |FH electronic database
time and location convenient to participants ® |FH case notes
e (Qualitative interviews with women and IFHs

Acceptability to women e Qualitative interviews with women and IFHs
Fidelity of delivery and whether or not woman- ® |FH case notes
centred care was provided e Qualitative interviews with women and IFHs

e Recordings of antenatal visits

Unintended consequences of the intervention e 8-week questionnaire (see Assessment of adverse events)
e Qualitative interviews with women, IFHs and maternity
care providers

The feasibility of a future definitive trial assessed ® Proportion of women approached who were recruited
by recruitment rates, willingness to be randomised, taken from researcher recruitment logs

follow-up rates at 3 days, 8 weeks and 6 months, Qualitative interviews with women and IFHs

and level of completion of assessments Percentage of women responding to 3-day text
Percentage of women returning 8-week questionnaire
Percentage of women returning 6-month questionnaire

Potential cases of intervention contamination in Qualitative interviews with women, IFHs and maternity
the usual care group care providers

Presence of social desirability bias ® |FH case notes
Qualitative interviews with women and IFHs
® Routine feeding data (from health visitors)

ABA infant feeding helper case notes

At site A, case notes were already used by peer supporters to record details of home visits and ongoing
support. At site A, these case notes were amended for the purposes of the ABA intervention to include the
ABA logo and approach, the intervention timeline and space for notes from the antenatal visit (including
whether or not the genogram was completed, the assets leaflet was handed out and telephone numbers
were exchanged).

At site B, logs were developed to include similar items to the amended site A case notes to record text
messages, telephone calls and other contacts, such as visits to breastfeeding groups.

Recordings of antenatal visits

The IFHs were asked to audio-record their discussions with women during the antenatal visit. IFHs
were provided with encrypted voice recorders and asked to seek permission from women to record the
discussion. Researchers devised a fidelity checklist (see Appendix 7) for use when listening to recordings
to record:

® the feeding intention of the mother (based on categorisation by spontaneous statements developed
by Hoddinott and Pill%)

® whether or not the IFH described the intervention as intended, including the purpose of the visit,
the support she would provide as an IFH, the timeline of the intervention, and the requirement for
the mother to contact the IFH once the baby was born
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® whether or not the IFH introduced local assets, including taking the mother through the local
community assets leaflet and introducing specific local assets to the mother

® whether or not the IFH used the genogram as intended, including whether or not the genogram was
used to stimulate a conversation about feeding and whether or not a photograph of the genogram
was taken

® whether or not the IFH used BCTs as part of the conversation, including the use of specified core
techniques - ‘social support’ and ‘restructuring the environment’ - as well as non-core techniques such
as ‘emotional support’, ‘instruction to perform a behaviour’, ‘information about health consequences’,
‘verbal persuasion about capability’ and ‘mental rehearsal for successful performance’

® whether or not the IFH achieved fidelity in terms of the overall intended tone of the encounter,
including achieving rapport, demonstrating inclusivity (about intended feeding method), using active
listening skills and delivering a mother-centred rather than breastfeeding-centred conversation.

All recordings were analysed by Heather Trickey using the checklist. The task of double-assessing the
recordings was shared among seven other members of the research team (GT, JI, JLC, DJ, SD, KD and KJ)
to ensure inter-rater reliability in fidelity testing.

Qualitative study

Semistructured interviews were undertaken with women, and focus groups (FGs)/interviews were
undertaken with IFHs and midwives and other health-care providers. Further details are provided in
Qualitative research.

Qualitative research

Semistructured interviews with women were carried out in the woman’s own home or in another
convenient location. Sampling was purposive, aiming for a diverse range of experiences, and included
teenagers, unemployed women (as indicated on the baseline questionnaire), women in socioeconomically
disadvantaged areas, women with disparate feeding methods, women with different levels of contact
with the IFH and women in the usual care group where intervention contamination was suspected
(based on responses to the 8-week questionnaire).

With the exception of the first four, interviews took place after return of the 8-week questionnaire.
After the first four interviews (all at site A), we decided to wait until after the 8-week questionnaire had
been completed to avoid any possible interference with the primary outcome of a future definitive trial
(any breastfeeding at 8 weeks). We aimed to interview around 15 women at each site (10 intervention,
5 usual care). Women were able to have a person of their choice present for the interview (research
team experience has been that this can boost participation among socioeconomically disadvantaged
groups). Interviews with women were conducted by Joanne L Clarke (site A) or Debbie Johnson (site B),
both experienced qualitative researchers.

Interviews with women allocated to the intervention group explored the acceptability of the ABA
intervention, as well as investigating the interaction of the intervention with other sources of support
that are available, particularly with respect to existing community assets (e.g. breastfeeding support
groups and baby groups). Interviews with women in the usual care group looked at their experiences of
‘usual care’ for infant feeding, and investigated possible cases of contamination. In addition, all women
were asked about their experiences of being part of the ABA study, including the acceptability of the
recruitment and randomisation process and follow-up methods.

We conducted FGs or interviews with all IFHs (n = 13), with the IFH manager at site B and with
health-care providers (midwives and other providers of infant feeding support) working in the study
areas (n = 17). FGs and interviews with IFHs investigated intervention acceptability, satisfaction with
the ABA training, experiences of delivering the intervention and any barriers to or facilitators of
intervention implementation. We also explored any additional training or supervision requirements.
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Focus groups and interviews with health-care providers investigated how the ABA intervention fitted
with existing support and whether or not the intervention had in any way changed ‘usual care’, as well
as issues concerning referral or delivery. Possible cases of contamination were investigated with both
IFHs and health-care providers.

Focus groups took place in a convenient location, and interviews with those unable to attend the FGs
were conducted over the telephone. At the FGs with the IFHSs, there was a lead facilitator (GT) who had
no prior interactions with the IFHs, and at least one other member of the project team (JLC, DJ or JI) to
record notes, interpersonal issues and ask follow-up questions, as appropriate. The FGs with health-care
providers were conducted by Joanne L Clarke at site A and by Debbie Johnson and Jenny Ingram at site
B. At the start of the FGs, all participants were asked to be mindful of confidentiality issues, whereby
they should refrain from providing personal information about individual cases, and not to share what
was discussed outside the FG. During the FGs, the lead facilitator encouraged all individuals to share
their views, such as through seeking confirmatory or disconfirming views, and questions were directed
to different individuals. At the end of the FGs, a summary of all key issues discussed was provided, with
participants invited to offer any final comments.

Semistructured interview schedules were developed (see Appendix 8) based on research literature,
team discussions, our logic model, PPI input and the ‘stages of breastfeeding peer support intervention
design model’ constructed from a realist review of peer support intervention studies.*

All interviews and FGs were audio-recorded. An external transcription company was employed to
transcribe the recordings verbatim, including pauses and laughter, and anonymise them (by removing
names of people and places). Transcriptions were checked for accuracy by researchers and reflective
notes were made after every interview.

Qualitative analysis

For the qualitative analysis, we undertook thematic analysis using Braun and Clarke’s?¢ thematic
approach supported by NVivo version 11 (QSR International, Warrington, UK). First, in line with the
adopted approach, three researchers (JLC, DJ and GT) listened to the recordings and read and reread
the transcripts of four participant interviews (one usual care and one intervention from each study site)
before independently performing line-by-line inductive coding. Codes were discussed and developed into
an initial and tentative coding framework of themes and subthemes. The remaining transcripts from all
participant groups were then coded by Joanne L Clarke and Debbie Johnson using the coding framework
that was iteratively refined (i.e. new codes added and/or refined), as appropriate. A number of external
checks were undertaken to ensure that all data were represented within the coding framework. This
involved the coding framework and NVivo files being reviewed by Gill Thomson, followed by discussions
with Joanne L Clarke and Debbie Johnson, and amendments made as appropriate. The final coding
framework was agreed by all researchers. In this report, we describe the qualitative results relevant to
the feasibility outcomes. The full qualitative findings will be published in Health Expectations.

For each of the participant interviews, BCTs delivered by IFHs were coded as standalone themes.
Coding of BCTs was based on reports of the behaviour of the IFH, regardless of the participant’s
response. BCTs delivered by people other than the IFHs (e.g. midwives) were not coded for the
purpose of this analysis.

Outcome measures for a future trial

The primary outcome for a future trial was any breastfeeding at 8 weeks.
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Secondary outcomes for a future trial were:

® breastfeeding initiation (at 2-3 days, as defined by the UK Infant Feeding Survey 2010,28 even if on
one occasion only; includes giving expressed breastmilk)

® exclusive breastfeeding at 6-8 weeks (exclusive breastfeeding defined in accordance with the WHO

definition of infants who received only breastmilk during the previous 24 hours)?

any/exclusive breastfeeding at 6 months

duration of any and exclusive breastfeeding, if ceased breastfeeding

maternal well-being [Warwick-Edinburgh Mental Well-being Scale (WEMWBS)]%8

maternal satisfaction with feeding experience and support provided at 8 weeks and 6 months

(using a single-item question used in a previous trial?” and coproduced with PPI).

Outcomes for a future economic evaluation included in the feasibility trial were:

® self-reported use of health and feeding support services
® overall feeding support activity during the intervention
® use of child care.

Assessment of outcomes

Table 5 presents a summary of the data items collected. At baseline (around 28 weeks’ gestation), women
were asked to complete a baseline questionnaire. This included questions on demographic characteristics,
feeding intentions, how they were fed as a baby, whether or not they knew anyone who had breastfed a
baby, maternal well-being (WEMWBS) and use of health services. A researcher was present during
questionnaire completion to answer any queries or clarify any points on the questionnaire.

At 2-3 days postnatally, women were sent a text message by the study team asking them how they
had fed their baby since the birth. They were asked to text back a response: 1 for formula milk, 2 for
breastmilk or 3 for formula milk and breastmilk (see Appendix 9).

At 8 weeks and at 6 months postnatally, women were sent a brief questionnaire in the post (with a
prepaid return envelope). These included questions on the delivery of their baby, the length of hospital
stay, feeding methods, feeding support received and satisfaction with feeding support, maternal well-
being (WEMWABS) and social support.?? Women who did not return their questionnaire within 2 weeks
received a text-message reminder followed by a telephone call giving them the option of completing the
questionnaire over the telephone. If women were reluctant to complete a questionnaire, attempts were
made to secure the primary outcome (feeding status at 8 weeks) over the telephone.

See Putz et al.1 for copies of the questionnaires.

For women who did not return their 8-week questionnaire, and who could not be contacted by telephone
to secure data on the primary outcome of a definitive trial (feeding status at 8 weeks), local health
visiting teams were contacted to request this information.

Assessment of adverse events

Information on possible adverse events was collected at 8 weeks using an open question asking about
any difficulties experienced in feeding their baby and any hospital admissions related to infant feeding
for mother or baby. The research team contacted the woman for more information, as required. The
chief investigator reviewed adverse events to define their severity and causality. Only serious adverse
events that could be related to the intervention were to be reported to the Research Ethics Committee.
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TABLE 5 Summary of data collected for the ABA study

Time point

Baseline 2-3 days 8 weeks 6 months
Type of data (antenatal) postnatally postnatally postnatally

Demographics [date of birth, ethnicity, highest level of v
qualification, relationship status, postcode (for calculation of
Index of Multiple Deprivation quintile), work status]

Feeding intentions v

How participant was fed as a baby v

Knowledge of contacts who have breastfed v

Receipt of benefits v

WEMWABS? (score ranges from 14 to 70; 70 indicates highest v

level of well-being; minimum clinically important difference

varies between 3 and 8 points)°®

Use of health services v

Feeding status v v v
Delivery details and length of hospital stay v

Feeding history v v
Satisfaction with feeding support (hospital and community) v

Requests for support (frequency and location) v

Feeding experiences v

Adverse events v

Medical Outcomes Study Social Support Survey?®® (score ranges v v
from O to 40; 40 indicates highest level of social support)

Use of child care v v
Work status 4

Weaning status

Sample size

The selected sample size (n = 100) allowed us to estimate feasibility outcomes with reasonable precision,
allowing us to estimate recruitment, follow-up and questionnaire completion rates to within + 15% with
95% confidence. This was based on a worst-case (in terms of precision) estimate of 50% for each outcome,
the targets being 75% for recruitment, 75% for follow-up and 70% for questionnaire completion.

To enable us to calculate the necessary sample size for a future definitive trial, we determined the
percentages of participants initiating breastfeeding and breastfeeding at 6-8 weeks for both groups;
95% Cls were given for the estimates acquired.

Statistical analysis

The study statistician was blinded to allocation group. We calculated recruitment and follow-up rates
(with 95% binomial exact Cls) as a measure of trial feasibility.
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To determine intervention implementation and contamination levels in the usual care group, we report
the frequency and method of IFH and peer support contacts for both the intervention and the usual
care groups.

Although the feasibility trial was not powered to detect a difference between the groups, we calculated
the percentages of women breastfeeding and exclusively breastfeeding at 6-8 weeks by allocation,
with 95% Cls presented. We also determined the dropout rate and the completeness of data, which
will inform the sample size calculation and feasible outcome selection for a future definitive trial.

Women'’s characteristics were described by allocation group, with simple summaries presented for each
outcome measure. The primary analysis was by modified intention to treat, which included all randomly
assigned patients for whom data on the primary end point were available.

The variability between IFHs in the primary outcome of a future trial was assessed by calculating
the intracluster correlation coefficient (ICC) using a null linear model with a random effect for IFH.
These data will inform the sample size calculation for a future definitive trial.

Feasibility of data collection for a future economic evaluation

This feasibility study explored whether or not it would be possible to collect the data required for
a future economic evaluation. In a future definitive trial, we would want to be able to estimate the
health service costs associated with the intervention (e.g. the costs of training the IFHs, telephone
calls, text messaging service, one-to-one meetings with women, staff time to respond to women'’s
requests and any payments to IFHSs).

In a future economic evaluation, we would calculate the extra cost for each additional case of
breastfeeding in the intervention group compared with the usual care group. We may also consider
how appropriate it is to link the increase in the uptake of breastfeeding to longer-term health benefits
using a model-based economic evaluation.

Criteria for progression to a main trial

For the Phase Il trial to be considered, the following criteria (predetermined by the TSC) needed to
be met:

® The process evaluation suggests that the intervention is acceptable to a majority of mothers,
their partners, ABA infant feeding team members and local services.

® At least 75 women need to be recruited in 5 months.

® The study must be able to recruit women of low socioeconomic status, teenagers and
ethnic minorities.

® |[ntervention needs to be implemented with fidelity in 75% of mothers (this will be defined as
contacts made in both the antenatal period and the postnatal period).

® 75% of participants should receive the assets-based antenatal face-to-face contact.

® > 70% follow-up should be achieved at 8 weeks and 6 months, with additional missing data able to
be obtained from routine sources.

The criteria agreed by the ABA study TSC are presented in Table 6.
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TABLE 6 Criteria for progression as agreed by the ABA study TSC

For TSC and funders to

Progress - green advise - amber

Acceptable intervention Generally positive views of Some concerns raised
women, IFHs and health about acceptability and/or
service staff towards the feasibility of delivery

intervention

Recruitment > 75 women in 5 months 50-74 women in 5 months
Recruitment of women At least 5% of recruits are > 0% to < 5% teenagers
with socioeconomic teenagers

disadvantage,
teenagers, etc.

Fidelity of intervention > 75% receive contact in 50-74% receive contact in

delivery antenatal and postnatal period® antenatal and postnatal
period?

Receipt of assets-based > 75% 50-74%

face-to-face contact

Follow-up at 8 weeks > 70% plus ability to obtain 70-79% of primary
and 6 months routine data to achieve 80% of outcome data obtained
primary outcome

Not progress - red

Considerable negativity about
the intervention from women

< 50 women in 5 months

No teenagers recruited

< 50% receive contact in
antenatal and postnatal period?

< 50%

< 70% of primary outcome
data obtained

a Contact defined as a call made (answered or message left) or text sent.
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Chapter 3 Results

Feasibility of recruitment

In total, 135 women expecting their first child were approached at an antenatal clinic. Of these,
103 women (76.3%) agreed to participate in the study. Recruitment ran from 28 February 2017 until
23 May 2017 in site A and from 21 April 2017 until 31 August 2017 in site B.

Figure 2 shows the recruitment flow diagram for the ABA study. (See Appendix 10 for the recruitment
flow diagrams for sites A and B.) The total number of births to primiparous women during the 3-4 month
period was not routinely available. The researchers attended only some of the antenatal clinics during the
period, so the 135 women who were approached were a sample of all of the eligible women.

Reach of recruitment of women to reflect the required
sociodemographic profile

The demographic and delivery characteristics of women who took part are presented in Table 7.

(See Appendix 11 for additional details and characteristics by site.) The mean age of participants was
28.5 years. At both sites, the proportion of teenagers recruited was higher than the overall proportion
for the area. Overall, nine of the study participants (8.7%) were teenagers, indicating successful reach
of recruitment and acceptability of the recruitment process to this age group. The majority of women
(n =88, 86.3%) described their ethnicity as white British, a proportion that is reflected in local census
data for the two sites. Most of the women were in paid employment (n = 90, 88.2%), and two (2.0%)
were in full-time education or training. Nine participants (8.8%) were unemployed. Forty-six participants
(45.1%) were educated to degree level or higher, 33 (32.4%) were educated to Advanced/Advanced
Subsidiary (A/AS) level or equivalent, 22 (21.6%) were educated to General Certificate of Secondary
Education (GCSE) or equivalent, and one participant (1%) had no formal qualifications. The majority of
women were either married or in a civil partnership (n = 48, 47.5%) or living with their partner (n = 38,
37.6%). Fifteen participants (14.9%) were single. Overall, 38 participants (37.3%) resided in areas of the
most deprived two Index of Multiple Deprivation quintiles, although this differed by site [33 participants
(63.5%) in site A and five participants (10%) in site B]. The mean baseline score for mental well-being
(WEMWBS) was 54.1 (the maximum possible score was 70).

The majority of women planned to feed their baby either breastmilk only (n = 35, 34.7%) or mainly
breastmilk (n = 30, 29.7%). Twenty-two participants (21.8%) intended to feed their baby half breastmilk
and half formula milk. Nine participants (8.9%) intended to feed their baby only formula milk, and a
further five (5.0%) intended to feed mainly formula milk. More participants had been breastfed entirely
as a baby (n = 36, 35.3%) than formula fed entirely (n =29, 28.4%). Most of the women (nh =93, 91.2%)
knew someone who had breastfed her baby.

Mean gestational age at birth was 39.5 weeks. Thirty-seven babies (44.1%) were delivered by normal
vaginal birth, and 23 (27.4%) were delivered by forceps, ventouse or vacuum delivery. There were

18 births (21.4%) by emergency caesarean section and six (7.1%) by planned caesarean section.

The proportion of women reporting staying in hospital for more than 48 hours after the birth was
high (41.7%).
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Screened prior to eligibility
(n=135)

Excluded
(n=31)
¢ Declined to participate,n=31
4

Assessed for eligibility
[ |

Excluded
(n=1)
e Declined to participate,n=1
A 4

Randomised
(n=103)

l Allocation

[ Allocated to intervention ] [ Allocated to control ]

(n=50) (n=53)

| Withdrawn (stillbirth) ] Withdrawn
-

Follow-up at 8 weeks

=)
e

4 v
Completed 8-week questionnaire Completed 8-week questionnaire
(n=41) ) (n=47) _
[Did not return questionnaire (n=8)] [Did not return questionnaire (n=5)]
Withdrawn
(n=1)
Follow-up at 6 months
Completed 6-month questionnaire Completed 6-month questionnaire
(n=39) (n=44)
[Did not return questionnaire (n=9)] [Did not return questionnaire (n=8)]

FIGURE 2 Flow diagram of participant flow through the ABA study. Reproduced from Clarke et al.*®* © 2019 The Authors.
Maternal & Child Nutrition published by John Wiley & Sons, Ltd. This is an open access article under the terms of the
Creative Commons Attribution License, which permits use, distribution and reproduction in any medium, provided the
original work is properly cited.

Baseline imbalances

A visual inspection of the baseline participant demographic and delivery characteristics (see Table 7)
revealed some imbalances. Those in the intervention group were more likely to be unemployed,

less likely to be educated to degree level and more likely to be single. In addition, there were more
premature deliveries and more admissions to the neonatal unit in the intervention group than in the
usual care group.
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TABLE 7 Participant demographic and delivery characteristics

Characteristic Intervention (N = 50) Usual care (N=53) All (N=103)
Age at baseline (years), mean (SD) 28.6 (5.2) 28.5 (5.8) 28.5 (5.5)
Age range (years), minimum-maximum 17.7-43.0 17.9-42.9 17.7-43.0
Missing, n (%) 0 (0) 1(1.9) 1(1.0)
Ethnicity, n (%) N=54
White British 43 (86.0) 45 (86.5) 88 (86.3)
Other 7 (6.0) 8(7.7) 14 (6.9)
Missing 0 (0) 1(1.9) 1(1.0)
Employment status, n (%) N=49 N=102
In paid work 40 (80.0) 50 (96.2) 90 (88.2)
Unemployed 8 (16.0) 1(1.9) 9 (8.8)
In full-time education or training 1(2.0) 1(2.0) 2 (2.0)
Missing 0(0) 1(1.9) 1(1.0)

Highest level of qualification, n (%)

No formal qualification 1(2.0) 0 (0) 1(1.0)
GCSE or equivalent 12 (24.0) 10 (19.2) 22 (21.6)
A/AS level or equivalent 20 (40.0) 13 (25.0) 33 (32.4)
Degree level or higher 17 (34.0) 29 (55.8) 46 (45.1)
Missing 0(0) 1(1.9) 1(1.0)

Relationship status, n (%)

Married/registered civil partnership 22 (44.0) 26 (51.0) 48 (47.5)
Living together 18 (36.0) 20 (39.2) 38 (37.6)
Single 10 (20.0) 5(9.8) 15 (14.9)
Widowed, divorced or separated 0 (0) 0 (0) 0 (0)
Missing 0 (0) 2(3.8) 2(1.9)
Index of Multiple Deprivation quintile, n (%) N=52 N=102
1 (most deprived) 14 (28.0) 11 (21.2) 25 (24.5)
2 5 (10.0) 8 (15.4) 13 (12.8)
3 9 (18.0) 10 (19.2) 19 (18.6)
4 13 (26.0) 14 (26.9) 27 (26.5)
5 (least deprived) 9 (18.0) 9 (17.3) 18 (17.7)
Maternal well-being (WEMWABS), mean (SD) 53.7 (8.1) 54.4 (8.7) 54.1 (8.4)
Missing, n (%) 0 (0) 1(1.9) 1(1.0)
Intention to feed, n (%)
Breastmilk only 17 (34.0) 18 (35.3) 35 (34.7)
Mainly breastmilk 17 (34.0) 13 (25.5) 30 (29.7)
Half and half 10 (20.0) 12 (23.5) 22 (21.8)
continued
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TABLE 7 Participant demographic and delivery characteristics (continued)

Characteristic
Mainly formula
Formula milk only
Missing
Gestational age at birth (weeks), mean (SD)
Missing
Premature baby, n (%)
Missing
Mode of delivery, n (%)
Vaginal birth
C-section
Forceps, ventouse, vacuum delivery
Missing
Duration of mother’s hospital stay, n (%)
< 24 hours
24-48 hours
> 48 hours
Home birth
Missing
Baby admitted to neonatal unit, n (%)

Missing

Intervention (N = 50)
3(6.0)
3(6.0)
0(0)

39.4 (2.0)

1(2.0)
7 (14.3)
1(2.0)

15 (37.5)
11 (27.5)
14 (35.0)
10 (20.0)

8 (20.0)
18 (45.0)
14 (35.0)

0(0)

10 (20.0)

7 (17.5)
10 (20.0)

Usual care (N=53)
2(3.9)
6(11.8)
2(3.8)
39.7 (1.6)
1(1.9)
2(3.9)
1(1.9)

22 (50.0)
13 (24.5)
9 (20.5)
9 (17.0)

10 (22.7)

12 (27.3)

21 (47.7)
1(2.3)
9(17.0)
4(9.1)
9 (17.0)

All (N=103)
5 (5.0)
9 (8.9)
2(1.9)
39.5(1.8)
2(1.9)
9(8.9)
2 (1.9)

37 (44.1)
24 (23.3)
23 (27.4)
19 (18.4)

18 (21.4)
30 (35.7)
35 (41.7)
1(1.2)
19 (18.4)
11 (13.1)
19 (18.4)

A/AS level, Advanced/Advanced Subsidiary level; C-section, caesarean section; GCSE, General Certificate of Secondary

Education; SD, standard deviation.

WEMWABS?® score ranges from 14 to 70; 70 indicates highest level of mental well-being.

Birth notifications

The median age of babies at the time the study team found out about the birth was 3 days (interquartile
range 0-30 days) (Table 8). Overall, 50.5% of births were reported to the study team when the baby was
< 3 days old. The source of birth notification to the study team was the community midwife in the majority
of cases (57.4%), followed by the participant (35.6%) and the IFH (6.9%). However, the proportions for this
differed by site. At site A, the primary source of birth notifications was the community midwife (78.4%),
followed by the participant (17.1%) and the IFH (3.9%). At site B, 54.0% of birth notifications were from

the participant, 36.0% were from the community midwives and 10.0% were from the IFHs.

Those women who notified the study or the IFH about the birth were more likely to be breastfeeding

at 8 weeks and less likely to have had a long hospital stay (Table 9).
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TABLE 9 Participant notification of birth and feeding method and length of hospital stay

Participant notified study Participant did not notify

Feeding method and hospital stay and/or IFH of birth study or IFH of birth
Feeding method at 8 weeks N=43 N=>58
(including health visitor data), n (%)

Only breastmilk 23 (53.5) 12 (21.8)

Only formula 14 (32.6) 37 (67.3)

Breastmilk and formula 3(14.0) 6 (10.9)
Length of hospital stay, n (%) N=41 N=43

<24 hours 9 (22.0) 9 (20.9)

24-48 hours 16 (39.0) 14 (32.6)

> 48 hours 15 (36.6) 20 (46.5)
Home birth, n (%) 1(2.4) 0 (0)

Feasibility of postnatal text at 3 days

The research team sent postnatal texts (asking women how they were feeding their baby) to 81.6% of
women before their baby was 10 days old (Table 10). Postnatal text responses were received from 68%
of participants overall.

Follow-up rates

Follow-up data were obtained from 68% of women at 3 days postnatally. The 8-week questionnaire
was completed by 85.4% of participants (including three women who provided primary outcome data
only over the telephone). Primary outcome data were available from 95.1% of participants (local health
visiting teams provided 6- to 8-week feeding data for 10 participants who had not returned the 8-week
guestionnaire). At 6-month follow-up, 80.6% of participants returned a completed questionnaire.
Follow-up rates were higher at all three time points at site B than at site A (Table 11).

See Appendix 12 for tables showing data completeness.

Table 12 shows follow-up rates by site and group. Follow-up rates were consistently higher in the usual
care group than in the intervention group.

Study withdrawals

In site A, there were three withdrawals from the study. One participant withdrew immediately after
recruitment (no reason given; she requested that her data be destroyed), and another withdrew
between the 8-week and 6-month follow-up points (she no longer wanted to be part of the study).

One participant was withdrawn by the study team after midwives reported that she had experienced
a stillbirth. There were no study withdrawals at site B.
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TABLE 10 Number of postnatal texts sent (up to 10 days postnatally) and response rate (up to 14 days postnatally)

Site A
Postnatal texts sent and

response rate Intervention

3-day text sent (up to 10 days 20/25 (80.0)
postnatally), n/N (%)

Response to 3-day text 14/25 (56.0)
(up to 14 days postnatally), n/N (%)

Usual care

25/28 (89.3)

17/28 (68.0)

All
45/53 (84.9)

35/53 (66.0)

Site B
Intervention

21/25 (84.0)

21/25 (75.0)

Usual care

18/25 (72.0)

18/25 (72.0)

All
39/50 (78.0)

35/50 (70.0)

Overall

Intervention

41/50 (82.0)

31/50 (62.0)

Usual care

43/53 (81.1)

39/53 (73.6)

84/103 (81.6)

70/103 (68.0)

TABLE 11 Recruitment rates and follow-up rates at 3 days, 8 weeks and 6 months

Recruitment and follow-up

Recruitment rate: eligible women 53/68
who were approached by researcher
and who were recruited

3-day text® 35/53
8-week questionnaire® 42/53
6-month questionnaire 37/53
8-week feeding status obtained® 49/53

77.9

66.0
79.2
69.8
92.3

95% CI
66.2 to 87.1

51.7 to 78.5
65.9 to 89.1
55.7 to 81.7
81.8 to 97.9

50/67

35/50
46/50
46/50
49/50

74.6

70.0
92.0
92.0
98.0

95% CI
62.5 to 84.5

51.7 to 78.5
80.8 to 97.8
80.8 to 97.8
89.4 to 99.9

Overall
n/N
103/135

70/103
88/103
83/103
98/103

76.3

68.0
854
80.6
95.1

95% CI

68.2 to 83.2

58.0to0 76.8
77.1to 91.6
71.6 to 87.7
89.0to 98.4

a Includes responses received up until 14 days postnatally.
b For three questionnaires only the primary outcome was recorded.
¢ Where 8-week questionnaire data were not available, information was obtained from routine health visitor data.
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TABLE 12 Follow-up rates by site and group

Site A Site B

Intervention Usual care Intervention
Follow-up
rates % 95% Cl n/N %  95% Cl % 95% Cl
Response 14/25 56.0 34.9to 75.6 21/28 75.0 55.1t089.3 17/25 68.0 46.5to 85.1
to 3-day text
(baby aged
< 14 days)
Response 19/25 76.0 54.9 to 90.6 23/28 820 63.1to 93.9 22/25 88.0 68.8 to 97.5
to 8-week
questionnaire
Response 17/25 68.0 46.5t085.1 20/28 714 51.3to86.8 22/25 88.0 68.8 to 97.5
to 6-month

questionnaire

Overall

Usual care Intervention Usual care

%  95% Cl %  95% Cl n/N % 95%ClI

18/25 72.0 50.6to 87.9 31/50 62.0 47.2to 753 39/53 73.6 59.7 to 84.7

24/25 96.0 79.6to 99.9 41/50 82.0 38.6to 91.4 47/53 88.7 77.0to 95.7

24/25 96.0 79.6to 99.9 39/50 78.0 64.0to 88.5 44/53 83.0 70.2to 91.9

S11NS3y
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Characteristics of participants who were followed up compared with
characteristics of those who were lost to follow-up or withdrew

Demographic characteristics of responders (i.e. those who responded to the postnatal text and the
8-week questionnaire) were compared with those of non-responders (Table 13). At both time points,
when compared with responders, non-responders were younger, more likely to be of white British
ethnicity, less likely to be in paid work, less likely to be educated to degree level or higher, less likely to
be married or in a civil partnership or living with their partner, less likely to be intending to breastfeed
at baseline and less likely to be breastfeeding at 8 weeks.

Qualitative study participants

Thirty of the study participants were purposively sampled to take part in a qualitative interview, 15 from
each site. Twenty-one interviewees were from the intervention group and nine were from the usual care
group. The sample included three teenagers (site A) and two from the 35-39 years age group (site A),
with the remaining spread between 20-34 years (25-29 years, n = 10; 30-34 years, n = 11). The majority
were white British (n = 26, 86.6%) and in paid work (n = 25, 83.3%); all those who were unemployed

(n =4) or students (n = 1) came from site A. Over half the sample were still breastfeeding at 8 weeks
(h=17, 56.6%); the majority of these (11 out of 17, 64.7%) were from site B. One woman at site A was
interviewed together with her partner.

TABLE 13 Characteristics of participants who were followed up compared with characteristics of those who were lost to
follow-up/withdrew (at postnatal text and 8 weeks)

Returned Did not return Followed up

postnatal text postnatal text at 8 weeks

(baby aged (baby aged (returned 8-week Lost to follow-up
Participant characteristic < 14 days) < 14 days)® questionnaire) at 8 weeks®
Age (years), mean (SD) 29.8 (4.9) 25.7 (5.7) 28.7 (5.5) 27.1 (5.3)
Ethnicity white British, n/N (%) 59/70 (84.3) 29/33 (90.6) 75/88 (85.2) 13/14 (92.9)
In paid work, n/N (%) 67/70 (95.7) 23/33 (71.9) 79/88 (89.8) 11/14 (78.6)
Educated to degree level or higher, 39/70 (55.7) 7/33 (21.9) 42/88 (47.7) 4/14 (28.6)
n/N (%)
Married/in civil partnership/living 62/70 (88.6) 24/33 (77.4) 75/88 (86.2) 11/14 (78.6)

together, n/N (%)
Feeding intentions (first 6 months), n/N (%)

Breastmilk only 28/70 (40.0) 7/33 (22.6) 33/88 (37.9) 2/14 (14.3)
Mainly breastmilk 23/70 (32.9) 7/33 (22.6) 25/88 (28.7) 5/14 (35.7)
Half and half 12/70 (17.1) 10/33 (32.3) 19/88 (21.8) 3/14 (21.4)
Mainly formula 2/70 (2.9) 3/33 (9.7) 2/88 (2.3) 3/14 (21.4)
Formula only 5/70(7.1) 4/33 (12.9) 8/88 (9.2) 1/14 (7.1)
Gestational age (weeks), mean (SD) 39.8 (1.4) 39.0 (2.5)° 39.5 40.0°
Any breastfeeding at 8 weeks (including 41/69 (59.4) 5/29 (17.2) 45/88 (51.1) 1/10 (10.0)

health visitor data), n/N (%)°

SD, standard deviation.

a Data not available for one participant who withdrew.
b No data for stillbirth (n = 1).

¢ Data not available for five participants.
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All IFHs took part in either a FG (n =9) or a one-to-one interview (n = 4). At site B, the IFH manager
also participated in the FG. Seventeen maternity service providers (including midwives and infant-
feeding staff) also participated in either a FG (n = 14) or an interview (n = 3).

Quotations in this report are labelled by type of interviewee [P (woman participant), IFH or maternity
services], by number (for women participants and IFHs), by intervention or usual care (for women
participants), by site (site A or site B) and by whether the data were collected during an interview or
a FG (for IFHs and health-care providers). For example, ‘P1 - intervention, site A" would be woman
participant number 1 from the intervention group in site A.

Women’s and maternity services providers’ views on recruitment and
randomisation process

Women's views on recruitment
All of the women interviewed found the recruitment process acceptable, with one woman referring to
how it had strengthened and affirmed her decision to breastfeed:

It was nice to be able to talk to somebody and confirm how adamant | was about doing it really ...
because it was about breastfeeding obviously my ears pricked up straight away and | was like
breastfeeding yes that’s what | want to do ... what help can | get?

P1 - intervention, site A

Women considered the timing of recruitment to be appropriate. It was felt that recruiting women at a
later gestational stage and after the anomaly scan was important, as this is when women'’s attention
turns towards the birth and postnatal period:

I didn’t really want to acknowledge until the 20-week scan just because my brain wasn't ... | was still on
my medical everything is going to wrong path, so | don’t know if | would have at that point, 12 weeks ...
I don’t think | was even thinking about post birth.

P16 - intervention, site B

Although there were variations in when women received the study leaflet - some pregnant women
received the leaflet early, others received it on the day of recruitment - this did not affect women’s
willingness to be involved:

| guess if the midwife of the previous appointment said there’s a feeding study going on, this is the leaflet
about what they are doing, they’re going to be here next time and they might want to have a chat with
you, then | suppose that could have given me a bit more time to have a think about it. But | wasn't really
thinking | wish | had more time to think about it or anything like that.

P17 - usual care, site B

Although one mother stated she would have preferred having more notice to consider her involvement,
this still would not have affected her decision to participate:

Maybe looking back, yeah, | didn’t feel pressurised but maybe yeah, a little bit rushed ... it wouldn’t have

changed my mind, | probably still would have gone along with it, but yeah just a little bit more notice.
P18 - intervention, site A
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Women found the PIL to be straightforward; however, there were mixed responses about whether

or not the information conveyed a breastfeeding rather than an inclusive ‘infant-feeding’ approach.
One mother recognised that her reading of the leaflet as being breastfeeding-centred could have been
associated with her feeding preference and the cultural pressure to breastfeed, rather than with the
information per se:

| think because | was wanting to breastfeed that’s how | read it rather than just help generally around
feeding ... | think there was so much pressure, | felt, from NCT and midwives that breastfeeding is what
you should be doing so | think that’s probably why | saw it more as a breastfeeding research.

P16 - intervention, site B

Women provided diverse responses regarding the involvement of midwifery staff in study recruitment.
Some were less concerned about midwifery involvement and felt that it was more important to discuss
the purpose and practicalities of the study with the researcher. Others felt that midwifery endorsement
helped to authenticate the study:

| probably wouldn’t have done anything if it was just you [researcher] if | was honest, it was because my
midwife said . .. this is a research would you want to take part? ... it was nice to have that confirmation
that it is an actually [sic] study going on.

P28 - usual care, site B

Women'’s views on the randomisation process

Overall, women in both study groups found the randomisation process to be acceptable. Women wanted
to be part of a study, which may or may not have direct personal benefits, but might make a difference
to others:

| think it’s interesting and it’s good to participate in this kind of research because then other people can
get help afterwards, so it was OK.
P27 - intervention, site B

A few women assigned to the intervention group reported ambivalence about participating in the
study (e.g. ‘I'll go with the flow with anything really’) or about the need for additional support. More
women expressed how they were hoping to have the additional help and had been ‘really pleased’
when they were told of their allocation, and for some it had provided ‘reassurance’ because they had
been undecided about breastfeeding:

That felt fine because | knew | would have fell in one or the other. But when | found out | was in the
enhanced | was quite happy about it, because | was so on the fence about it [breastfeeding] to have that
extra support felt very reassuring.

P19 - intervention, site B

Women assigned to the usual care group generally expressed disappointment; for example, one woman
referred to feeling ‘sad’ as breastfeeding was important to her and she knew that additional support
would be required:

When you said | was going to be in the control group | said then that’s a real shame. | did feel sad about
that because | knew | wanted to breastfeed and | knew | was going to need an awful lot of support,
because everybody needs support.

P3 - usual care, site A

However, the prevailing opinion from women in the usual care group was that they understood why
randomisation was important and held altruistic desires to help inform future care provision.
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Maternity services providers’ views on recruitment

Some health professionals felt that issuing leaflets and informing women about the study at a later
point in pregnancy (i.e. > 16 weeks’ gestation) was appropriate. This was considered important to avoid
recruiting women who experienced a pregnancy loss, or reduce the chances that women would not
remember the information:

If you ask too early or discuss something with them too early, often people forget all about it.
Maternity services - site B, interview

A recurring issue was how introductions/discussing the study during ‘easier appointments’, such as the
one at 24 weeks that involved basic antenatal checks, was more acceptable as there was ‘less going on'.

The midwives did not experience any particular difficulties or issues in giving the leaflets or introducing
women to the study. They valued the researcher’s presence as she had the knowledge and time to
explain the study more thoroughly:

It's good having you there rather than us having to ... You explain it better ... You could spend as much
time then going through it with the woman and it didn’t hold our clinic up or anything like that ...
It flowed quite well really, it didn’t cause us any problems at all.

Maternity services - site A, FG

Although some of the midwives at site B referred to how they occasionally forgot to issue the
information to women, the fact that the researcher would notify/remind them about who met the
eligibility criteria was helpful:

There was a couple of occasions | did forget to give it ... but | found it all right giving out ledflets . ..
It was good that she saw them when they were coming here for their clinic so it wasn’t a special visit that
they had to make.

Maternity services - site B, FG

None of the midwives interviewed experienced any problems with women not wanting to participate.
This, they believed, could be attributed in part to their personal introductions to the study, such as
saying ‘we've got a study’ as opposed to ‘it’s a study’, thereby demonstrating their endorsement. Some
professionals also considered that women were willing to take part as a result of the study’s general
approach being ‘infant feeding rather than just breastfeeding’.

The process of identifying women who met the inclusion criteria at site B was more problematic because
of the way information was stored on various hospital recording systems and because midwifery teams
had different procedures: ‘each team does things differently, it’s not all standardised’. One staff member
involved in helping to identify eligible women (via hospital systems) found the process to be acceptable
but ‘quite time consuming’. There were also additional complications caused by staff rotation when new
midwives were unaware of the study in advance of the researcher attending the clinic, despite their
managers being aware of it.

Recruitment at site B was also more challenging as it needed to be staggered to prevent overburdening
the IFHs. Midwives discussed the importance of making women aware that even if they expressed an
interest in the study, not all women would be approached by the researcher, and participation might
not be possible.

A further suggestion to improve the recruitment processes was to provide midwives with a ‘crib sheet’
that provided an overview of the study and the procedures involved.
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One issue raised at site A related to privacy. Some of the midwives felt that a more private location
than the waiting area of the clinic would have been more appropriate for discussing the study:

The only thing | would say is maybe having somewhere a bit more private to talk to them rather than
getting all their details in the waiting room.
Maternity services - site A, FG

Social desirability bias

Self-reported ‘breastfeeding initiation’ from the 8-week questionnaire data and self-reported ‘any

breastfeeding at 8 weeks’ data from the 8-week questionnaire plus health visitor data were cross-
checked with IFH logs and qualitative evidence. We were able to triangulate data for 44 out of 49
intervention (90%) participants. There was no evidence of social desirability bias.

Feasibility and process outcomes for the intervention

Ability to recruit, train and engage current peer supporters to the new ABA infant-feeding

helper role

In site A, researchers visited the peer support team to discuss the ABA intervention and recruit them to
the new IFH role. All seven members of the peer support team agreed to attend the ABA intervention
training day. Following the training day, the peer support team raised a number of uncertainties about
taking part in the study. These mostly concerned additions to their existing workload and travel to a
different part of the local authority where they did not usually work to undertake visits. Researchers
attended a meeting with the peer supporters to discuss their concerns. Peer supporters were reassured
that, although the IFH role was new, it had similarities to their existing role, and that ABA study
participants would count as part of the targets that peer supporters work towards. Travel routes to

the new area were also discussed. Following discussions, six out of the seven existing peer supporters
volunteered to take on the new role as part of their job (leaving one peer supporter available if any of
the usual care women approached the service for support).

At site B, areas were identified that met the demographics required by the ABA study, and peer
supporters working in or close to these areas were asked to volunteer for the IFH role. Advertising
was via a closed social media platform and was posted by the team’s supervisor. All peer supporters
interested in taking part contacted the researcher directly, who then explained the study in more
detail. The peer supporter supervisor supported the study and was also able to answer questions. All
those who responded went on to complete the training and become IFHs (n = 7). One peer supporter
who wanted to participate was pregnant at the time, and due to have her baby during the study. She
was very keen to undertake the ABA training so that she would be ready to see women as soon as she
felt able to after the birth of her baby.

All IFHs attended a full day’s ABA intervention training session (delivered over 2 half-days at site B) and
continued with their role until the end of the intervention period. At site A, one IFH went on maternity
leave towards the end of the intervention, and her participant were reallocated to another IFH. At site B,
the IFH who was pregnant during the training period started to take ABA referrals when her baby was a
few weeks old, and she completed four interventions. Another IFH had a baby during the intervention
period, but planned and completed four interventions before giving birth; a further IFH with three young
children took on a part-time job and had to stop taking participants as she became too busy, and one of
her participants was transferred to another IFH before the antenatal meeting took place.

Infant-feeding helper views on ABA training

The IFHs across the two sites held varied views about the ABA training. IFHs at site A used terms such
as ‘fine’, ‘good’ and ‘OK’ as general reflections, although several failed to see any differences between
the ABA approach and the one they already used for supporting women: ‘because it’'s what | do
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anyway, so couldn’t see any difference’. One described the training on ‘how to have a conversation’

as ‘patronising’. Some of the IFHs in site A reflected that the only distinctions between their previous
role and that of an ABA helper were how they introduced themselves (as infant-feeding rather that
breastfeeding helpers) and that they provided an antenatal contact. Although the genogram and leaflets
were considered to be useful tools, the IFHs felt that the focus on identifying and raising awareness of
available assets was already standard practice.

Some of the IFHs at site B reported how they had initially felt apprehensive about attending the
training programme. As their usual practice was to offer support in an informal group setting, with
other peer supporters on hand as needed, the idea of providing one-to-one support was daunting.
However, following the training, the IFHs expressed positive views about the new approaches to
engage and support mothers. The ABA intervention (and associated training), with its focus on
individual, proactive mother-centred help, and relationship building, was notably different and valued:

It was all good, like [name] said the role playing, because the discussion around the mum-centred bit
rather than being breastfeeding-centred, just trying to shift gear a little bit and have different mind-set
about that and the importance of building ... it was useful to have the handout about it and all the
different pointers for things to go through, but | think the emphasis just being on building a relationship
was useful.

IFH11 - site B, FG

Although IFHSs at both sites referred to how the ABA intervention training had provided them with
new knowledge about formula feeding, the perceived value of this new learning differed. For example,
some considered the information to be an additional, useful skill to provide evidence-based care and to
avoid being viewed as the ‘breastfeeding police’ and described how a more balanced ‘infant feeding’
approach could open up discussions about alternative feeding options (i.e. breastfeeding). From a
counter perspective, other IFHs mentioned how the training had polarised opinions about the
acceptability of mixed feeding, with some IFHs from both sites expressing discomfort about the
principle of offering help for formula feeding:

I've never bottle fed my own son, so for me | learnt something when we did the training. | wouldn’t even
know how to make up a bottle . .. because we are breastfeeding support so then to go in and offer the
formula as well that was strange.

IFH1 - site A, interview

A few of the IFHs at site A also complained about the prescriptive nature of the training and how a focus
on following a specific topic guide when engaging with women did not reflect the reality of everyday
encounters. One trainee reported how this structured approach had undermined her confidence:

When we were doing that training it was that piece of paper that was given to you and you've got to ...
did you include this part in? Did you include that part in? Even though it was an ABA training but how
important is it? ... Because when you go and see a mum what'’s important is discussing about feeding . ..
using those words | couldn’t do it.

IFH5 - site A, FG

There were varied opinions about the use of role-play techniques, particularly at site B. Although
observation of model interactions (provided by the facilitators) was helpful as a practice to aspire to,
several IFHs expressed how they had been ‘dreading it [role-play]. The threat of being observed and
‘tested’ in a public forum caused anxiety, and some did not consider it necessarily useful for skill
development.

Others, despite their initial trepidations, considered the role-play exercises to have been a valuable
technique for practising and modelling behaviours and responses. The opportunities to practise typical
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scenarios was reported to have helped the IFHs develop confidence in their redefined role. Some at
site B had continued to use role-play post training with other peer supporters and family members:

Everyone hates role-playing and it is one of those things that you've just got to get on with, but it really
did help being in those situations, and then we talked about it afterwards and it makes you realise
actually that you can do it ... once you're put on the spot, but | think if you talk about them too much
then you overthink it. I'm not very confident normally in doing one-on-one things so the role-play was
definitely something that helped me with the interviews as well, that whole situation really.

IFH8 - site B, FG

Ability to deliver planned number of contacts at a time and location convenient

for participants

Figure 3 shows the flow of participants through the intervention, and Table 14 reports IFHs' ability to
deliver the planned number of contacts.

(a) ) ) )
Site A Randomised Eo intervention
(n=25)

Did not receive antenatal support

(n=8)
- e Could not be contacted,n=3
Received antenatal support e Had premature birth,n=4
(n=17) e Declined intervention,n=1

Received postnatal support Received postnatal support Did not receive postnatal support
(n=17) (n=1) (n=7)

e Could not be contacted,n=5
e Was not contacted by IFH,n=1
e Stillbirth,n=1

. Randomised to intervention
[ g

Did not receive antenatal support

(n=3)
Received antenatal support ¢ Withdrew from intervention, n= 2
(n=22) e Could not be contacted, n=1
Received postnatal Did not receive postnatal Did not receive postnatal Received postnatal
support support - declined support - withdrawn support
(n=21) intervention from intervention (n=1)

(n=1) (n=2)

FIGURE 3 Participant engagement flow diagrams: (a) site A and (b) site B.
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TABLE 14 Ability to deliver planned number of contacts

Contact Site A Site B Overall
Antenatal contact attempted, n/N (%) 25/25 (100) 25/25 (100) 50/50 (100)
Antenatal visit completed, n/N (%) 17/25° (68) 22/25 (88) 39/50 (78)
Postnatal contact attempted, n/N (%) 24/25 (96) 22/25 (88) 46/50 (92)
Postnatal support provided, n/N (%) 18/25 (72) 22/25 (88) 40/50 (80)
Contact attempted by IFH within 48 hours of birth, n/N (%) 6/25 (24) 18/25 (72) 24/50 (48)
Number of days contact made/attempted by IFH 2.5 (23)° 8.6 (25) 5.7 (48)

in 2 weeks postnatally, mean (N)

Number of days two-way contact established 1.2 (23)° 6.9 (25) 4.1 (48)
in 2 weeks postnatally, mean (N)

a Two ‘visits’ completed over the telephone at the participants’ request.
b One participant not contacted because of stillbirth (withdrawn from study by research team).
¢ IFH log unavailable for one participant; data not included for stillbirth.

At site A, 17 of the 25 women randomised to the intervention group received an antenatal visit.
Of these visits, 14 took place at the woman’'s home, two took place in a coffee shop and two were
conducted over the telephone at the woman'’s request.

All three teenagers at site A allocated to the intervention group received an antenatal visit. Of the

eight women who did not receive an antenatal visit, four gave birth prematurely before contact could be
established, three could not be contacted by the IFHs and did not respond to messages, and one arranged
to receive a home visit and then refused entry to the IFH. One woman who did not receive an antenatal
visit at site A intended to feed her baby formula milk only, and the others wanted to breastfeed at least
partially. Eighteen women at site A received some postnatal support from their IFH (counted as at least
one two-way communication via text, telephone or face-to-face contact). Five women could not be
contacted postnatally, and one woman was not contacted because of safety concerns. One woman
experienced a stillbirth and was withdrawn from the study by the research team.

Beyond 2 weeks postnatally, 14 women at site A received some support from their IFH. Six women
received text support at 3-5 months.

At site B, 22 of the 25 women randomised to the intervention group received an antenatal visit. Of these
visits, 10 took place in a children’s centre, nine were in a coffee shop and three were at the woman’s home.
Of the three women who did not receive a visit, one woman intended to feed her baby formula milk only
and the other two wanted to breastfeed at least partially. Two women withdrew from the intervention

(but not from the study) without meeting their IFH antenatally. Despite having telephone conversations
with her IFH antenatally, the third woman did not meet antenatally with her IFH, and had one postnatal
conversation in which she said that she had opted to formula feed her baby. The IFH continued to offer
ongoing support postnatally with no response, so contact was discontinued. This participant is counted as
receiving the offer of some postnatal support. One woman met with her IFH antenatally, but sent a text
after her baby was born to say she had initiated formula feeding and no IFH help was required.

Twenty-two women at site B received some postnatal support in the first 2 weeks. IFHs contacted

17 women on the day of the birth or the following day. IFHs continued to contact 15 women beyond
2 weeks postnatally. At least 10 of these women were attending breastfeeding groups run by their
IFHs. Many of these postnatal contacts took the form of text conversations of varying length; in some
up to 20 texts were exchanged. Most of these conversations were initiated by the IFHs; there were
very few occasions when women made unsolicited contact.
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Views and experiences of organising antenatal contacts

The IFHSs in site A were used to visiting women in their own homes, so they generally tried to arrange
the antenatal meeting at this location. However, as they were working in an unfamiliar area this created
travel difficulties, with comments such as it being ‘too far’ and ‘a nightmare’ to get to, and ‘you spend half
your time travelling’. The geographical distance was also reported by one woman and her partner to have
had an impact on how comfortable they felt about asking for visits postnatally, leading to conflicting
feelings about the ABA intervention:

It's meant to be like a service that you can call out and that you can have support, and if you think oh no
I won't call her because she’s going to need an hour on the bus then that’s really not fair on her, it’s not
that bad and we'll wait . .. it didn’t directly put us off, but you could see that it would.

Partner of P2 - intervention, site A

In site B, travel was not an issue as the IFHs were all seeing women from their local area. These IFHs
did not normally visit women in their homes and were encouraged to hold the ABA antenatal meeting
at their local children’s centres whenever possible. This had the advantage of familiarising women with
the location of the breastfeeding group(s) and other services offered in the children’s centres. Several
women commented on the convenience of this location:

Yeah, she dropped me a text and then we met up ... at the [place] children’s centre. But we met up in
another room down there and had a coffee and a chat and that was really good.
P20 - intervention, site B

Occasionally, antenatal meetings took place in coffee shops as these offered a mutually convenient
location (site A) or time, for example at the weekend (site B). Being able to sit down and have a drink
together helped create a relaxed atmosphere in a familiar and comfortable environment:

All of my meetings actually on the weekend, so we did have to meet in a café which that wasn't a
children’s centre or anywhere . .. | had four ladies altogether and | think three of them were still at work
when we did the meeting, they hadn’t yet gone on maternity leave, so actually that suited them fine to do
it on the weekend.

IFH8 - site B, interview

The organisational differences between IFHs at both sites meant that they had different approaches
to arranging antenatal meetings with women. Site B IFHs worked locally to their own homes and were
able to arrange visits flexibly to suit both themselves and the women (e.g. evenings or weekends when
child care was available at home). Site A IFHs were restricted to providing support during working
hours. Although this could create difficulties in co-ordinating meetings for mothers who were working
full time, one woman was willing to take annual leave to meet her IFH:

She called me to say ‘I'm going to be part of the study, can | arrange to meet you?, | was still working at
the time so | had to arrange the day off.
P1 - site A, intervention

Making these arrangements was achieved through discussion between IFHs and women, with agreement
on a time and place to suit both parties. However, the meeting often took place later than at the intended
time of 32 weeks of pregnancy. This was sometimes because women were still at work, or had not been
recruited until this stage of pregnancy:

We didn't get the details in time for the 32 weeks, so | think a lot of ours were dfter that weren't they
from the [place] group? We didn’t know if that mattered or not in terms of the research timeline.
IFH11 - site B, FG
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Despite numerous attempts, a few women were uncontactable during the antenatal period, causing
frustration for IFHs:

It was sad that the women didn'’t actually respond back, so it was very difficult to get hold of them,
especially with the making the antenatal appointments and getting to know them as a person before
they actually have the baby, that was quite difficult, they didn’t really engage.

IFH4 - site A, FG

Infant-feeding helpers’ and women'’s experiences of maintaining contact throughout

the intervention

Maintaining contact, and women’s willingness to engage in ongoing communication, was unproblematic
for some IFHs who negotiated the frequency and mode (i.e. text, telephone) of contact with each
woman. This could involve reducing contact as a result of knowing, for example, ‘she is doing really
well’ (at breastfeeding) or providing additional help as it was felt to be ‘the best thing to do’

My first lady, the one that went into hospital ... we did text for quite a long time not necessarily about
baby stuff but about her being ill and that, probably longer than the 2 or 3 weeks just because | thought
we were getting on quite well . .. | probably messaged her more than | was supposed to but | just felt like
that was the best thing to do really, | didn’t want to just abandon her when she was mid treatment,
so | followed it through.

IFH8 - site B, interview

The IFHs also encouraged women to contact them and seek out help as needed:

I made it clear that they could text me whenever they wanted and | would get back to them as soon as
I could.
IFH7 - site B, FG

Positive comments were made about having the schedule of planned contacts as, for example, ‘you
could see what you had to do’. The smaller caseloads at site B meant that providing the agreed number
of contacts was manageable, although one IFH reported difficulties associated with managing a
work-life balance:

When you've got your own children it's trying to fit it all in, and | think there might have been a few
times where | missed by a few days.
IFH12 - site B, interview

The IFHSs in site A found fitting ABA postnatal contacts around their busy working schedules more
difficult. Home visits, which they would normally offer, were often not possible, and calls and texts
might have to be done at weekends instead:

Yeabh, it was time, so if you couldn’t manage to always get the ABA mums in the week that you had that
weekend time to just focus on them.

IFH4 - site A, FG

Some IFHSs in both sites expressed concerns that the frequency of proactive contacts could be construed
as ‘hassling’, particularly when there was a lack of response, and they could be unsure how to proceed:

Yeah, a couple of times | did feel | was [hassling] . .. do | keep texting her or am | bothering her?
IFH8 - site B, FG
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One IFH reported that although one mother had been engaged and responsive during the antenatal
period, this had tapered off to ‘one-word answers’ in the postnatal period, leaving the helper with
the feeling that the woman was ‘getting annoyed with me’. There were also challenges when women
replied saying that they would recontact the IFH at a convenient time and then no further contact
was received. A lack of response could result in the IFH reducing the number of contacts to give the
mother ‘a bit of space’, suggestive of a sensitive, woman-based approach.

On the other hand, mothers seemed grateful for a proactive approach to contact, finding it reassuring
that help was there if they needed it. Failure to respond to messages on their part was often as a
result of the demands of caring for their new baby and not needing to ask for advice rather than
because they did not want to be contacted. One woman articulated that receiving texts gave her
‘permission’ to continue seeking advice for longer than if she had had to instigate the contact:

If they hadn'’t offered their help I'm not sure how good | would have been about asking for help . ..
I suppose | kept feeling like | should be beyond the stage of needing their help ... but with them asking
how | was it gave me permission.

P4 - intervention, site A

The IFHs used various methods (telephone, text, e-mail) to maintain contact with women, with texts
proving women’s most preferred and the most effective method of contact. This was mainly because it
was ‘easy’ and women could respond in their own time and ‘have time to process it”:

| preferred that. | didn’t really have much energy to form proper sentences at that point . .. so texting was
much better.
P27 - intervention, site B

The value of having met their IFH antenatally was also apparent in enabling women to feel confident
about the postnatal contacts:

Once | had met her and | can put a face to the name, just gives you that reassurance again really that
there’s somebody there ... so then didn’t have a problem ... if | need to text her then | would.
P22 - intervention, site B

One IFH recommended that further guidance should be given about frequency of contact and how to
manage when women do not reply.

Fidelity of delivery and whether or not woman-centred care was provided

Fidelity of delivery from analysis of antenatal recordings

Overall, 22 antenatal meetings were recorded for fidelity purposes (site A, n = 3; site B, n=19).
Non-recording in both sites related to a recording device not being available or IFHs feeling
uncomfortable about using one.

Infant-feeding helpers in site A gave added reasons for not recording such as deeming it inappropriate
for women who were experiencing ‘too many social issues’ and that recording the conversation would
be ‘intrusive’ as it could inhibit ‘natural’ conversations and women making sensitive disclosures:

I wouldn’t do it. Sometimes they tell you something personal . ..
IFH6 - site A, interview
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Infant-feeding helpers in site B reported no problems with women consenting to their conversation
being recorded, whereas there appeared to be more uncertainty about the process in site A:

Some of them weren'’t happy about doing it, because they said that they didn’t know that there was

recording involved.
IFH3 - site A, FG

Attitudes towards recording were very different between the two sites, with IFHs at site B being much
more willing. Despite feeling ‘a bit nervous’ about the process to begin with, they agreed that as they
gained in confidence it became easier:

As time goes by that you forget it’s on.
IFH7 - site B, FG

When asked about their experiences of recording the antenatal discussion, one IFH felt that it was too
‘clinical’, and for others it was a distraction, with one IFH reporting that she would have been more
comfortable to have been ‘shadowed’ instead. Others expressed no difficulties, as long as the mother
was happy to be recorded:

I didn’t have a problem at all, as long as the mums were aware of it and they were happy with me
recording the conversation.
IFH2 - site A, interview

Description of the fidelity check sample

The scale developed by Hoddinott and Pill? for assessing feeding intention based on spontaneous
statements in the recordings indicated that the majority (13/18) of recorded antenatal visits included
in the fidelity-check subsample were with ‘probable breast feeders’; the subsample also included two
recordings of antenatal conversations with ‘committed breast feeders’ and three with ‘possible breast
feeders’. None of the recordings used in this fidelity testing was with ‘probable formula feeders’ or
‘committed formula feeders’.

Delivery of staged components of the antenatal visit

Description of the intervention

The IFHs tended to include the intended description of the intervention to the mothers. In a minority
of cases, the IFH did not make it clear that the ABA intervention support was inclusive of mothers who
formula fed. Timeline descriptions were sometimes unclear and in two cases it was unclear whether or
not the timeline had been shown to the mother.

Use of the genogram

Genograms were used in all the encounters; however, the extent to which the genogram was used

to ‘facilitate a conversation about feeding’ varied. In some cases, the genogram was used as intended
to stimulate a conversation about sources of help. It was also sometimes used effectively to sum up

a long introductory conversation about family members and friends that had already occurred. The
genogram was used in different ways that were at variance with the intended approach; in one of the
site A recordings, it appeared to be used as a data collection tool, with the IFH asking questions and
collecting information to take away for her own records.

Introduction to community-level assets

IFHs described using the assets leaflets in all their encounters. In two instances it was not clear that
the leaflet had been given to the mother for her own use. IFHs varied considerably in the extent to
which they offered to facilitate access to existing services or to which the conversation could be said
to address mothers’ emotional and practical barriers to accessing services.
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Delivery of core and non-core behaviour change techniques
The intervention was intended to deliver core and non-core BCTs, as set out in Table 1.

Core behaviour change techniques

The conversations tended to include instances of IFHs delivering social support (BCT 3.1) and restructuring
the social environment (BCT 12.2). The extent to which these BCTs were used varied from helper to
helper. For example, some helpers contributed to ‘restructuring the social environment’ by giving the
mother the assets leaflet; this restructuring might be considered minimal. Others proactively arranged

to accompany a mother to a group, a development that might be considered significant restructuring.

Non-core behaviour change techniques

Infant-feeding helpers did not tend to pursue conversations about the health benefits of breastfeeding
or the risks of formula feeding (BCT 5.1). This approach was consistent with the intended inclusive
tone. Some helpers did affirm mothers’ own offered understanding that breastfeeding was beneficial.
The two antenatal recordings sampled from the site A encounters included an IFH-led health benefits
conversation, including unsolicited information about the role of breastmilk in protecting the baby’s gut
lining; although these conversations did address the non-core BCT 5.1, they were out of keeping with
the intended woman-centred tone of the intervention. Some, but not all, conversations incorporated
instructions about how to perform breastfeeding (BCT 4.1); often these were initiated by an enquiry
from the mother. However, sometimes (and especially in one site A encounter) they included detailed
unsought information about how to breastfeed. A few of the recordings included instances of IFHs
delivering the ‘emotional support’ BCT (BCT 3.3); for example, the conversation covered helping the
mother to think through how she would overcome emotional barriers to a decision to breastfeed.
However, emotional support was not a consistent feature of the conversations. Verbal persuasion
about the mother’s capability to breastfeed (BCT 15.1) was a less common feature of the conversations,
although affirmational support tended to be given, affirming mothers’ own statements about the
likelihood that they would manage. Mental rehearsal (BCT 15.2) was common and tended to cover a
wide range of issues relating to early parenting rather than simply how the baby would be fed. There
were examples of IFHs encouraging mothers to imagine or talk through how they would deal with
breastfeeding outside the home, difficult conversations with relatives, lack of sleep, breastfeeding pain,
frequent feeding, and feeling anxious and tired.

Delivery of a woman-centred tone

The site B IFHs tended to achieve a strong rapport with the mothers they supported. Especially strong
rapport was associated with long conversations in which the IFH used the script loosely, covering the
bases but jumping around. These encounters often included a long introductory conversation starting
with ‘How is the pregnancy so far... and talking about work, illness, pregnancy tiredness and the
mother’s wider family. There was often a lengthy period of chat before the conversation about infant
feeding began; in some cases, this meant that many points had already been covered so that the
focused conversation was used to recap the earlier discussion. These conversations were marked by
mutual sharing of stories and experiences. By contrast, ‘rapport’ achieved by the two site A IFHs was
notably less strong. There seemed to be a professional distance between the helper and the mother
and the IFH seemed to be following a script and offering a service.

In all except one of the recordings, inclusivity of mothers who were formula feeding was indicated.
However, this inclusivity should be considered in relation to the fact that all mothers intended to

at least try to breastfeed. Active listening skills varied and were generally good among site B IFHs.
However, even when there was good rapport, there were missed opportunities to pick up on women'’s
concerns. A woman-centred rather than breastfeeding-centred approach was apparent in the majority
of the recordings. There were overlaps between good rapport, inclusivity, active listening and taking a
woman-centred approach.
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Fidelity of delivery: analysis of behaviour change techniques discussed in
qualitative interviews

All qualitative interviews with intervention participants (n = 21) were checked for evidence of BCTs.
A summary of the BCTs reported in qualitative interviews with women is presented in Table 15.
The core BCTs were those most frequently used, with 20 out of 21 participants demonstrating
evidence of ‘restructuring the social environment’ (BCT 12.2); many of these were related to the
use of the genogram in the antenatal meeting:

They did the . .. diagram of support to show you and who you've got, so your parents, people that are

around you, friends, and then the groups you can go to, and the stuff like that.
P2 - intervention, site A

TABLE 15 Behaviour change techniques reported in qualitative interviews with women

Number of women reporting

BCT number BCT this BCT (n = 21)
1 Goals and planning

1.2 Problem-solving 8
1.3 Goal-setting (outcome) 0
1.7 Review outcome goal(s) 0
2 Feedback and monitoring

27 Feedback on outcome(s) of behaviour 1
3 Social support

3.1 Social support (unspecified) 18
3.2 Social support (practical) 12
3.3 Social support (emotional) 6
4 Shaping knowledge

4.1 Instruction on how to perform a behaviour 3
5 Natural consequences

5.1 Information about health consequences 2
6 Comparison of behaviour

6.1 Demonstration of the behaviour 1
8 Repetition and substitution

8.1 Behavioural practice/rehearsal 0
12 Antecedents

12.2 Restructuring the social environment 20
13 Identity

13.1 Identification of self as role model 0
15 Self-belief

15.1 Verbal persuasion about capability 7
15.2 Mental rehearsal of successful performance 0
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It helped me think about the pathways in my head a little bit better in terms of ‘Oh yeah | forgot about
that person’. Just by going through the process of drawing it ... that process of seeing it laid out, my
network of support as it were.

P20 - intervention, site B

Some talked about the IFH inviting them to breastfeeding groups:

Yeah, different groups, yeah. She said if | wanted to she would meet me at them and to come with me,
yeah she went through all the different groups and stuff.
P21 - intervention, site B

Evidence of core BCT social support (unspecified) (BCT 3.1) was also widespread, with 18 participants
demonstrating that they felt reassured by knowing where to go for appropriate advice and support:

There was always the opportunity for somebody to come and visit me if | wanted them to, or a phone or
a text whenever | needed or wanted.
Pé6 - intervention, site A

I had someone to ask what this cluster feeding was and had the reassurance that you don’t run out
of milk.
P19 - intervention, site B

Social support was also demonstrated by women reporting positive feedback and encouragement from
their IFH:

| would say fed him X amount of times and it’s tiring, | was so tired or something like that, and [she]
would be going you're doing a great job, and keep going, just support in just telling me I'm doing really
well and keep going.

P22 - intervention, site B

The other non-core social support-related BCTs were also well represented, with 12 women demonstrating
social support (practical) (BCT 3.2) and six having examples of social support (emotional) (BCT 3.3). Most
examples of practical social support (BCT 3.2) concerned receiving appropriate advice from IFHs during
telephone calls or in text messages, which women found particularly helpful for specific problems such as
mastitis or the frequency of breastfeeding. Examples of emotional social support demonstrated the value
of the IFHs, with women saying that they found them ‘reassuring’, ‘kind’ and ‘supportive’:

They helped me a lot, they give me a lot of positive energy really. Whenever she come she makes me
really happy, she makes me really good.
P7 - intervention, site A

Seven participants had examples of verbal persuasion about capability (BCT 15.1) and eight had
examples of problem-solving (BCT 1.2).

Acceptability of the ABA intervention to women, infant-feeding helpers
and maternity services

Overall experience
The majority of women from the intervention group spoke positively about their experience of the
ABA intervention, saying that their involvement had been a ‘nice experience’ and that they had been
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‘happy to take part’. Many women reported that the intervention had helped them and, for some, their
IFH had been key to them enabling and maintaining breastfeeding:

| genuinely do believe if it wasn't for the study and for [helper] and even if it was just introducing me to
the breast friends group | don’t think | would have got this far and certainly not breastfeeding exclusively
this far, and now we've got this far | don’t want to stop.

P19 - intervention, site B

I would just really say thank you to ABA study about their really great help and support. It was really nice
experience for me, I've learnt a lot of things from ABA about breastfeeding, and | would recommend
it anyone.

P7 - intervention, site A

This positive feeling was reflected by the IFHs in site B, who were generally very excited about the study
and eager to get involved. After training, they set up a group for themselves on a social media platform
so that they could share their experiences. The following observation sums up their experiences:

So the big elation when [we] first started meeting antenatally, you're all really excited about it, and you're
all planning where [we're] going to meet, and meeting these women, and [we] were so amazed by the
diversity of the women we were meeting, and that was really powerful, and how different they were to
women we were meeting in our ordinary groups and those sort of things, they were really different, and
you found that interesting. And then when the first ones were born that’s really exciting and there’s all
this wonderful excitement bubble about babies coming, ‘our babies are being born’, and then if some of
them carried on breastfeeding that was properly amazing, and then they came to groups and that was
amazing. But then when the women found it was difficult or if anybody became mixed feeding or went
to formula there was definitely disappointment, some . .. found it really hard.

IFH manager - site B, FG

On the other hand, the IFHs at site A were less enthusiastic. They found ABA more restrictive than their
usual practice as they saw women less often postnatally and found it difficult to rely on telephone calls
and texts instead. Despite this, they saw the antenatal meeting with women as a positive addition:

The way it works at the moment the support is when they need it, so it was knowing that it was there
beforehand | think which | think does make a difference.
IFH1 - site A, interview

Infant-feeding helpers in both sites agreed that the ABA intervention would be good to adopt in practice
and could see its value as a ‘good service’, especially for women in more socially deprived areas:

| definitely think it is something that should be made the norm ... | think it’s all good in terms of the
breastfeeding, if the mum is getting the information it can’t be a bad thing, so no | don't think there’s
anything | disagreed with, no.

IFH1 - site A, interview

Women similarly reported seeing the worth of the ABA intervention even when they had not needed
much support from their IFH (e.g. because they had ceased breastfeeding early or had not had any
feeding issues):

I didn’t make use of it as well as | could have, but no there was always the opportunity for somebody to

come and visit me if | wanted them to, or a phone or a text whenever | needed or wanted.
Pé6 - intervention, site A
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Women typically recalled their antenatal meetings with their IFHs as a relaxed discussion and they
welcomed the opportunity to have a ‘chat’ about infant feeding. The ‘face-to-face’ element of the
antenatal meeting was considered important for women meet and develop a relationship with the IFH,
and to encourage them to continue contact with the IFH after their baby was born:

But just relieved once | had met her and | can put a face to the name, just gives you that reassurance
again really that there’s somebody there, you know who they are and she was really friendly and
approachable as well, so it’s nice, then | wouldn't feel like I'm texting her thinking what’s she going to be
like? She was really friendly, really approachable, so then didn’t have a problem going away and thinking if
I need to text her then | would.

P22 - intervention, site B

Most women found the antenatal meeting useful, and a positive experience when it worked well - ‘it was
really a good experience at that time’' - and found that it could stimulate an interesting conversation:

Yeah it was good. | didn’t think | had so many thoughts around breastfeeding as | did when she was
starting asking questions around it, | didn’t think | had really thought about it as much as | obviously had,
which was quite good.

P16 - intervention, site B

Although the meeting with their IFH resulted in some women ‘feeling a lot more positive’ about
breastfeeding, one woman (who had been intending to formula feed) referred to how it had helped her
to reconsider her feeding decision:

It made me rethink about breastfeeding ... but having that chat with her it did rejog my memory there is
another option sort of thing, yeah it did, it definitely.
Pé6 - intervention, site A

The antenatal meeting was less interesting to women when it seemed a fact-giving exercise, or when
women knew how they wanted to feed their baby and already felt well informed:

Yeah, so | think it was helpful, and it was nice to meet her, and nice to have the discussions and things,
but yeah I'm not ... | think I already knew that, | already knew what help | could have.
P1 - intervention, site A

Overall, providers of maternity services were positive about the ABA intervention. However, there was
little evidence that staff understood the differences between the usual peer support and that provided
by the IFHs during the study. Despite this, they agreed that such support was universally needed and
should be available to all mothers, especially as staff recognised that their service was ‘beleaguered’
and that the amount of time for postnatal visiting was limited. As a result it was helpful for them to
know that women were being supported:

I think it would help us as well knowing that actually they are being supported that if we haven't got that
time necessarily that they are still being supported.
Maternity services - site A, FG

Use of and views on the assets leaflet
The majority of women provided positive comments about the acceptability of the assets leaflet.

Women often referred to how they were aware of some, but not all, of the resources listed, and
how the leaflet had offered new insights into the range of available support networks. One woman
reflected that although she had already been contemplating accessing local groups, the assets leaflet
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helped raise her awareness about where and when these activities were provided, and she particularly
valued the offer from the IFH to accompany her:

She said if | wanted to she would meet me at them and to come with me. She went through all the
different groups and stuff . .. so that was helpful.
P21 - intervention, site B

The only negative comment was about the abundance of printed information that pregnant women/
new mothers receive, with the assets leaflet being just one more document to keep track of:

Not really, no, haven't really used it [assets leaflet]. Just because you get given that many different things,
different sheets of paper, you're like if | see another piece of paper again ...
P8 - intervention, site A

Several women reported that they used the resources detailed in the assets leaflet (during the antenatal
and/or postnatal period), such as attending breastfeeding groups, accessing websites or joining Facebook
(Facebook, Inc., Menlo Park, CA, USA) groups.

One woman stated that she kept the leaflet ‘to hand’ for ease of access, and explained how it had
provided an invaluable means to seek out information and answers:

Yes | have, it's somewhere, | think it’s in the changing bag actually, | try to keep it to hand, and yeah just
spent probably many a late night at first going through it looking on websites, is this normal?
P22 - intervention, site B

The IFHs also confirmed women'’s use of the asset leaflet, including accessing antenatal group sessions,
or attendance at the breastfeeding groups:

When | rang her . .. she says that she’s been to [a group] ‘It’s local to me and I've been to that one and it's
quite good and I'll go again every week.’
IFH2 -site A, interview

Although some of the women did not use any of the resources provided, this was often because they
did not require additional help, rather than because of the quality or availability of support.

Some women referred to the value of having this information available ‘should they need it’:

I knew that if | needed help | could access it, so | suppose that was in the back of my mind, it was like
well at least it’s there.
P1 - intervention, site A

Views on the genogram

Women provided mixed views on the acceptability of the genogram. From a positive perspective,
some found the genogram to be a useful exercise as it led them to recognise how much support was
available to them:

It helped to see all the names as well, all the lots of people, | didn’t think | had lots of people and | was

like oh I do.
P24 - intervention, site B
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Some mothers described the process of completing the genogram as ‘reassuring’ and said that it
reminded them how fortunate they were to have available support. It could also enable new mothers
to feel ‘not so alone’. Women referred to how the genogram had stimulated positive reflections by
encouraging them to appreciate the quality of support available to them:

She did a really useful thing actually, which was we did a map of people in my life that | could ask any
help for feeding advice and things like that ... and just it just made me rethink and evaluate how much
| appreciate having some family closer by.

P23 - intervention, site B

One mother divulged that, although family bereavements and relocations had left her feeling isolated,
the genogram had helped her to realise the extent of her networks:

| saw all those names around me | thought | haven't got no one, they may not be my family, but I've
actually got people, and | wouldn’t have really thought of that before.
P25 - intervention, site B

The genogram prompted some women to consider how their family and friends had influenced their
infant-feeding decisions, as well as how it could stimulate conversations and ‘interesting’ insights into
different breastfeeding experiences:

I found it interesting that the majority of my friends of a similar age have found breastfeeding really very
difficult in terms of either pain or other people have had milk supply issues, but the majority of people of
my mum’s generation seem to have found it really very easy.

P4 - intervention, site A

Some mothers felt that the genogram was redundant as they were already aware of available support:
‘we knew what we had already’.

Critical comments about the genogram were particularly evident in site A, where IFHs felt that
whereas they normally covered this sort of information with women, doing an exercise on paper could
be a ‘barrier’ to forming a relationship with them:

Some way down the line she will say | was breastfed or partner was breastfed, it will just automatically
come in anyway ... So it wasn't anything new that we were doing, but it's just this time we had to put it
on a piece of paper.

IFH5 - site A, FG

Another IFH felt concerned about the tool’s utility, saying that it might be appropriate for ‘certain’ women
only, as it could emphasise the lack of available social support for those from specific demographic
populations, such as a '17-year-old girl with very little support’. IFHs could see the value of using their
judgement about when to use the genogram with individual woman rather than using it with everyone.

Some mothers stated that completing the genogram had not been particularly helpful, perhaps because
they did not have ‘anyone close to me that had breastfed’, or that the conversations they had gone on to
have with others might not have been particularly useful had those others had divergent experiences of
breastfeeding:

She [sister] said from the beginning it would be about half an hour to breastfeed him, and then they
would be fed within 10/15 minutes, and | thought great, this is brilliant, but obviously that didn’t
happen with me.

P5 - intervention, site A
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Although most IFHs completed a genogram with women, one IFH considered that it had taken her
some time to appreciate its purpose and value (‘took a while to get my head around it’) and had used it
more successfully with women she had supported latterly:

I found that | did sort of refer back to it in my head a little bit like you said . .. and then | think for them
again especially the second, third and fourth ladies it just reaffirmed the support that they had.
IFH9 - site B, FG

Site A IFHs reported that the completed genogram did not specifically feature during subsequent
helper-mother interactions:

No, we didn’t refer back to it, but it may have come up in a conversation, but we would never actually
have gone with the physical genogram.
IFH3 - site A, FG

Additionally, some women did not want to keep their completed diagram:

| did use it but | found that | didn’t actually leave it with them, they were like, ‘It's alright you can keep it,
they were like, ‘We don’t want to keep a copy of it which | knew we were supposed to leave it with them
but they didn’t actually want to keep it for the reflection, they were quite happy for me to take it
with me.

IFH1 - site A, interview

The lack of awareness about how the continued use of the genogram could have facilitated women’s
access to wider support may well reflect a training need, rather than the utility of this tool per se:

| never thought of that [using the genogram in subsequent interactions to prompt women'’s use of
personal assets] to be honest, but | suppose | would think they would have come to you dfter they had
been to those support points.

IFH1 - site A, interview

However, although women confirmed that they did not subsequently use the physical copy of the
genogram, it is important to highlight that they often found the initial process of identifying available
support networks to have been sufficient, and many referred to having retained the information
mentally following the exercise:

I haven't really [referred back to the genogram]. | think it’s put it in my mind once | seen it, but | don’t
need to look back on the paper, obviously knew who | had and just having contact with [helper] and my
sister-in-law, and obviously my partner has been here all along.

P26 - intervention, site B

Some of the IFHs (site B only) stated that although they had not used the physical copy of the
genogram, they still used the information contained as prompts during helper-mother contacts.

One IFH reported how she had regularly referred to the named individuals in a woman’s genogram
during their communications. She considered that this helped to demonstrate her personal interest and
to feel more involved in a woman’s life:

| would refer back to them and say is your sister [name] still popping round? ... It certainly helped me feel
like | was a little bit more involved in their actual lives rather than just them just being numbers on a
page really.

IFH8 - site B, FG
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Potential cases of intervention contamination in the usual care group

Overall, there was no clear evidence of contamination in the study. Although there were some
indications of women sharing resources and learning with others (either those in the usual care group
or other expectant/postnatal women), this is inevitable and to be expected within a community of
mothers. However, as the key components of the ABA intervention were an antenatal contact and
targeted, intensive one-to-one tailored support in the early postnatal period, these were non-
transferable elements:

When | was pregnant as well | mentioned it [ABA study] to a few people, and . .. they just want to know
what I'm doing sort of thing, yeah, and offer some support, and a lot of people said that’s really well
needed dfter pregnancy ... and | thought it was a really good idea actually.

Pé6 - intervention, site A

A few mothers (and, on one occasion, the woman'’s partner) referred to how they had passed on
information (e.g. about the breastfeeding groups), shared the assets leaflet and discussed the value of
the genogram, but with no clear evidence of take-up. Others referred to how discussions with friends
who were either pregnant or new mothers highlighted the value of and need for this supplementary
support, rather than sharing specific details that would facilitate breastfeeding:

| know | suggested it [breastfeeding group(s)] to quite a few of the girls in the NCT group because | knew
about it and they didn’t know about it, especially one that was having quite a few troubles.
P16 - intervention, site B

On discharge from hospital, women at site A received information on local breastfeeding groups in a leaflet
included in the discharge packs. Women at site B were signposted to the local council website to find out
about local breastfeeding groups, and as a result some of the IFHs at site B considered that mothers ‘may
well have come anyway’. However, this was not supported by women at site B, many of whom said that
they would not have known about the group had it not been for their IFH telling them about it.

Some women referred to ‘mentioning’ or discussing their participation in the ABA study with health
professionals who either were aware or were not aware of their involvement: ‘I've told them about it
and they were very interested, but they didn’'t seem to know about it before’. During interviews, health
professionals gave mixed responses, either being unaware that women were involved in the study or
being vague about women'’s involvement.

Outcomes for a definitive trial

Outcome data for any breastfeeding at 8 weeks and 6 months are presented in Table 16. For data by
site, see Appendix 13.

Primary outcome: any breastfeeding at 8 weeks

For the primary outcome of any compared with no breastfeeding at 8 weeks, questionnaire data
were collected from 88 out of the 103 participants (85.4%, 95% Cl 77.1% to 91.6%). Additional data
from health visitors brought the completeness of data on the primary outcome to 95.1% (95% CI
89.0% to 98.4%).

Any breastfeeding at 8 weeks was self-reported by 51.1% of women overall (95% Cl 40.2% to 61.9%), with
a higher percentage in the intervention group than in the usual care group both overall [56.1% (95% CI
39.7% to 71.5%) vs. 46.8% (95% Cl 32.1% to 61.9%)] and by site [site A intervention 42.1% (95% CI 20.3%
to 66.5%) vs. usual care 39.1% (95% Cl 19.7% to 61.5%); site B intervention 68.2% (95% Cl 45.1% to
86.1%) vs. usual care 54.2% (95% Cl 32.8 to 74.4%)].
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TABLE 16 Estimates from feasibility study: any breastfeeding at 8 weeks and 6 months

Intervention (N = 50) Usual care (N=53) All (N = 103)
Breastfeeding outcome n/N % (95% Cl) n/N % (95% Cl) n/N % (95% Cl)
Any breastfeeding at 8 weeks 23/41 56.1(39.7 to 71.5) 22/47 46.8 (32.1to 61.9) 45/88 51.1 (40.2 to 61.9)
Any breastfeeding at 8 weeks 24/48 50.0 (35.2 to 64.8) 22/50 44.0 (30.0 to 58.7) 46/98 46.9 (36.8 to 57.3)

(including health visitor data)

Any breastfeeding at 6 months 18/39 46.2 (30.1 to 62.8) 16/44 36.4 (22.4 to 52.2) 34/83 41.0 (30.3 to 52.3)

Including the additional data from health visitors, rates of any breastfeeding at 8 weeks were

lower, indicating a higher rate of questionnaire completion at 8 weeks among women who were
breastfeeding. Overall, 46.9% of women were breastfeeding at 8 weeks (95% Cl 36.8% to 57.3%).
Rates of any breastfeeding still favoured the intervention group both overall [50.0% (95% Cl 35.2%
to 64.8%) vs. 44.0% (95% Cl 30.0% to 58.7%)] and by site [site A, 39.1% (95% Cl 19.7% to 61.5%) vs.
34.6% (95% Cl 17.2% to 55.7%); site B, 60.0% (95% Cl 38.7% to 78.9%) vs. 54.2% (95% Cl 32.8%

to 74.4%)]. The ICC for any breastfeeding at 8 weeks was 0.039 (95% CIl 0.00 to 0.97), indicating
considerable clustering by IFH.

Secondary outcomes

Any breastfeeding at 6 months

The ‘any breastfeeding at 6 months’ outcome was obtained from 83 out of 103 participants (80.6%).
Overall, 41% of women (95% Cl 30.3% to 52.3%) self-reported any breastfeeding on the 6-month
guestionnaire, with higher rates in the intervention group than in the usual care group [46.2% (95% ClI
30.1% to 62.8%) compared with 36.4% (95% Cl 22.4% to 52.2%)]. By site, any breastfeeding at 6
months was lower in the intervention group than in the usual care group at site A [29.4% (95% Cl
10.35% to 56.0%) compared with 40.0% (95% Cl 19.1% to 63.9%)], but higher in the intervention
group than in the usual care group at site B [59.1% (95% Cl 36.4% to 79.3%) compared with 33.3%
(95% CIl 15.6% to 55.3%)]. In the control group at site A, the percentage of responders reporting
breastfeeding at 6 months appears higher than at 8 weeks. This is probably because of the difference
in response rate, with data obtained for 26 participants at 8 weeks and only 20 at 6 months; the
number of women reporting breastfeeding decreased from nine to eight from 8 weeks to 6 months.

Exclusive breastfeeding at 8 weeks and 6 months
Outcome data for exclusive breastfeeding at 8 weeks and 6 months are shown in Table 17. For data by
site, see Appendix 14.

TABLE 17 Estimates from feasibility study: exclusive breastfeeding at 8 weeks and 6 months

Intervention (N = 50) Usual care (N=53) All (N=103)

n/N % (95% Cl) n/N % (95% CI) n/N % (95% Cl)
Exclusive breastfeeding at 16/41 39.0 (24.2 to 55.5) 17/47 36.2 (22.7 to 51.5) 33/88 37.5(27.4 to 48.5)
6-8 weeks (last 24 hours)
Exclusive breastfeeding at 11/41 26.8 (14.2 to 42.9) 12/47 25.5(13.9 to 40.3) 23/88 26.1 (17.3 to 36.6)

6-8 weeks (since birth)

Exclusive breastfeeding at 6 months 12/39 30.8 (17.0 to 47.6) 13/44 29.5(16.8 to 45.2) 25/83 30.1 (20.5 to 41.2)
(last 24 hours definition)

Exclusive breastfeeding at 6 months 3/39 7.7 (1.6 t0 20.9) 2/44  45(0.5t020.9) 5/83 6.0(2.0to 13.5)
(no other food/drink ever definition)
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The exclusive breastfeeding at 6-8 weeks outcome was obtained from 88 out of 103 participants
(85.4%). Two definitions of exclusive breastfeeding are presented here: ‘last 24 hours’ (WHO definition)?”
and ‘since birth’.

Exclusive breastfeeding at 8 weeks (last 24 hours) was self-reported by over one-third of women
(37.5%, 95% Cl 27.4% to 48.5%), with a slightly higher rate in the intervention group (39.0%, 95% Cl
24.2% to 55.5%) than in the usual care group (36.2%, 95% Cl 22.7% to 51.5%). By site, exclusive
breastfeeding at 6-8 weeks (last 24 hours) was lower in the intervention group than in the usual care
group at site A [26.3% (95% CI 9.1% to 51.2%) compared with 30.4% (95% Cl 13.2% to 52.9%)], but
higher in the intervention group than in the usual care group at site B [50.0% (95% CIl 28.2% to 71.8%)
compared with 41.7% (95% Cl 22.1% to 63.4%)].

Exclusive breastfeeding at 8 weeks (since birth) was self-reported by just over one-quarter of women
(26.1%, 95% Cl 17.3% to 36.6%), with a slightly higher rate in the intervention group (26.8%, 95% Cl
14.2% to 42.9%) than in the usual care group (25.5%, 95% Cl 13.9% to 40.3%). By site, exclusive
breastfeeding at 6-8 weeks (since birth) was higher in the intervention group than in the usual care
group at site A [21.1% (95% CI 6.1% to 45.6%) compared with 13.0% (95% Cl 2.8% to 33.6%)], but
lower in the intervention group than in the usual care group at site B [31.8% (95% Cl 13.9% to 54.9%)
compared with 37.5% (95% Cl 18.8% to 59.4%)].

Data for the ‘exclusive breastfeeding at 6 months’ outcome were obtained from 83 out of
103 participants (80.6%).

Exclusive breastfeeding at 6 months (last 24 hours) was self-reported by 30.1% of women (95% ClI
20.5% to 41.2%). There were only very small differences between the intervention and usual care
groups both overall [30.8% (95% Cl 17.0% to 47.6%) vs. 29.5% (95% Cl 16.8% to 45.2%)] and by site
[site A, 29.4% (95% Cl 10.3% to 56.0%) vs. 30.0% (95% Cl 11.9% to 54.3%); site B, 31.8% (95% Cl
13.9% to 54.9%) vs. 29.2% (95% Cl 12.6% to 51.1%)].

Exclusive breastfeeding at 6 months (since birth) was self-reported by 6% of women (95% CI 2.0%

to 13.5%), and was higher in the intervention group (7.7%, 95% Cl 1.6% to 20.9%) than in the usual
care group (4.5%, 95% Cl 0.5% to 20.9%). At site A, exclusive breastfeeding at 6 months (since birth)
was higher in the intervention group (11.8%, 95% Cl 1.5% to 36.4%) than the usual care group (zero).
At site B, exclusive breastfeeding at 6 months (since birth) was lower in the intervention group (4.5%,
95% Cl 0.1% to 22.8%) than in the usual care group (8.3%, 95% Cl 1.0% to 27.0%).

Breastfeeding initiation and feeding status at 3 days postnatally
Outcome data for breastfeeding initiation (collected at 2-3 days and at 8 weeks) and feeding status at
3 days postnatally are shown in Table 18. For data by site, see Appendix 15.

Breastfeeding initiation data were collected via postnatal text from 70 out of 103 participants (68%).
In addition, initiation data were collected from 88 of the 103 participants (85.4%) using the 8-week
questionnaire.

From postnatal text data, breastfeeding initiation (baby had received some breastmilk since birth) was
reported by 88.6% of respondents overall (95% Cl 78.7% to 94.9%), with a higher rate in the intervention
group than in the usual care group both overall [96.8% (95% Cl 83.3% to 99.9%) vs. 82.1% (95% Cl 66.5%
to 92.5%)] and by site [site A, 92.9% (95% Cl 66.1% to 99.8%) vs. 71.4% (95% Cl 47.8% to 88.7%); site B,
100% vs. 94.4% (95% Cl 72.7% to 99.9%)]. Just over half of the women reported that their baby had
received only breastmilk since birth (51.4%, 95% Cl 39.2% to 63.6%). This was higher in the intervention
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TABLE 18 Estimates from feasibility study: breastfeeding initiation and feeding status at 3 days postnatally

Intervention (N = 50) Usual care (N=53) All (N = 103)
Breastfeeding initiation —_— —_—
and feeding status n/N % (95% Cl) n/N % (95% Cl) n/N % (95% Cl)
Breastfeeding initiation 35/41 85.4 (70.8 to 94.4) 36/47 76.6 (62.0 to 87.7) 71/88 80.7 (70.9 to 88.3)
(from 8-week questionnaire)
Breastfeeding initiation 30/31 96.8 (83.3 to 99.9) 32/39 82.1 (66.5 to 92.5) 62/70 88.6 (78.7 to 94.9)

(from 3-day text data)
Feeding since birth at 3 days (from 3-day text data) (%)

Only formula milk 1/31  3.2(0.1to 16.7) 7/39  17.9 (7.5 to 33.5) 8/70 114 (5.1to 21.3)
Only breastmilk 22/31 71.0(52.0 to 85.8) 14/39 35.9 (21.2 to 52.8) 36/70 51.4(39.2 to 63.6)
Mixed feeding 8/31 25.8 (11.9 to 44.6) 18/39 46.2 (30.1 to 62.8) 26/70 37.1(25.9 to 49.5)

group than in the usual care group, both overall [71.0% (95% Cl 52.05% to 85.8%) compared with 35.9%
(95% Cl 21.2% to 52.8%)] and by site [site A, 57.1% (95% Cl 28.9% to 82.3%) compared with 33.3%

(95% Cl 14.6% to 57.0%); site B, 82.4% (95% Cl 56.6% to 96.2%) compared with 38.9% (95% Cl 17.3% to
64.3%)]. Feeding their baby only formula milk since birth was reported by 11.4% (95% Cl 5.1% to 21.3%)
of women via postnatal text. This was lower in the intervention group than in the usual care group both
overall [3.2% (95% Cl 0.1% to 16.7%) vs. 17.9% (95% Cl 7.5% to 33.5%)] and by site [site A, 7.1% (95% Cl
1.8% to 33.9%) vs. 28.6% (95% Cl 11.3% to 52.2%); site B, 0% vs. 5.6% (95% Cl 0.1% to 27.3%)]. Mixed
feeding since birth was reported by 37.1% of participants via postnatal text.

From 8-week questionnaire data, rates of breastfeeding initiation (baby had ever been given breastmilk
or had been put to the breast, even if this was only once) were lower overall than rates from the
postnatal text data, with 80.7% of respondents reporting initiation (95% CI 70.9% to 88.3%). Again,
initiation rates favoured the intervention group both overall [85.4% (95% Cl 70.8% to 94.4) vs. 76.6%
(95% Cl 62.0% to 87.7%)] and by site [site A, 78.9% (95% Cl 54.4% to 93.9%) vs. 69.6% (95% Cl| 47.1%
to 86.87); site B, 90.9% (95% Cl 70.8% to 98.9%) vs. 83.3% (95% Cl 62.6% to 95.3%)].

The lower rate of breastfeeding initiation reported at 8 weeks than that reported via the postnatal text
could be related to the lower response rate to the postnatal text among formula feeders (see Table 13).

A cross-check of individual participant responses to both the postnatal text and the 8-week questionnaire
revealed two women who reported solely formula feeding at 3 days postnatally, yet who indicated
breastfeeding initiation on the 8-week questionnaire. This could be because of late initiation of
breastfeeding, or difference in the wording of questions at the different time points.

Ceased breastfeeding at 8 weeks and 6 months (of those who had
initiated breastfeeding)
For outcome data for cessation of breastfeeding at 8 weeks and at 6 months, see Appendix 16.

Over one-third of women who had self-reported breastfeeding initiation in the 8-week questionnaire
had stopped by 8 weeks (36.6%, 95% Cl 25.5% to 48.9%), with a lower rate in the intervention group
(34.3%, 95% Cl 19.1% to 52.2%) than in the usual care group (38.9%, 95% Cl 23.1% to 56.5%). At site
A, there was a higher rate in the intervention group (46.7%, 95% Cl 21.3% to 73.4%) than in the usual
care group (43.8%, 95% Cl 19.8% to 70.1%). Cessation rates were lower at site B than at site A, and
were lower in the intervention group (25.0%, 95% Cl 8.7% to 49.1%) than in the usual care group
(35.0%, 95% Cl 15.4% to 59.2%).
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Over half of the women who had self-reported breastfeeding initiation on questionnaire had stopped
by 6 months (53.4%, 95% Cl 41.4% to 65.2%), with a lower rate in the intervention group (51.4%,
95% Cl 34.4% to 68.1%) than in the usual care group (55.6%, 95% Cl 38.1% to 72.1%). There were
higher rates of cessation at site A than at site B. At site A, there was a higher rate of cessation in
the intervention group (66.7%, 95% Cl 38.4% to 88.2%) than in the usual care group (50.0%, 95% Cl
24.7% to 75.3%). Conversely, at site B there was a lower rate of cessation in the intervention group
(40.9%, 95% Cl 20.7% to 63.6%) than in the usual care group (60.0%, 95% Cl 36.1% to 80.9%).

Duration of any breastfeeding (including those still breastfeeding)
Outcome data for duration of any breastfeeding are shown in Table 19.

The mean duration of any breastfeeding (including those still breastfeeding) was 107.3 days (95% Cl
89.6 to 125.1 days). Overall, the mean duration was higher in the intervention [110.7 days (95% ClI
85.3 to 136.1 days)] than in the usual care group [103.9 days (95% Cl 77.9 to 129.8 days)]. At site B,
the mean duration was also higher in the intervention [122.4 days (95% Cl 87.4 to 157.5 days)] than in
the usual care group [110.2 days (95% Cl 75.9 to 144.5 days)]. However, at site A, the mean duration
was higher in the usual care group [96.4 days (95% Cl 52.9 to 139.9 days)] than in the intervention
group [94.5 days (95% CIl 55.0 to 134.0 days)].

Adverse events (hospital admissions for feeding-related problems)

See Appendix 17 for data on serious adverse events. Overall, five women reported hospital admissions
for feeding-related problems: two in the intervention group and three in the usual care group. The two
cases in the intervention group were as a result of the baby losing too much weight and becoming
dehydrated because of breastfeeding problems, but in both cases the mothers had not contacted the
IFH and these serious adverse events were assessed as not being related to the intervention.

Maternal well-being at 8 weeks and 6 months, social support at 8 weeks and

6 months, and satisfaction with home and hospital support for feeding

Data on maternal well-being at 8 weeks and 6 months, social support at 8 weeks and 6 months, and
satisfaction with home and hospital support for feeding are shown in Table 20.

Maternal well-being was measured with the 8-week and 6-month questionnaires using the
WEMWABS,?® with data available for 81.6% and 80.6% of participants, respectively.

Change in WEMWABS score between baseline and 8 weeks and between baseline and 6 months was
calculated. At 8 weeks, the WEMWABS score was lower than at baseline both overall [-1.2 (95% CI -3.1
to 0.6)] and by site [site A, -1.5 (95% Cl -4.9 to 2.0); site B, -1.0 (95% CIl -3.0 to 0.9)]. The intervention
group showed larger decreases in maternal well-being score between baseline and 8 weeks both
overall [-2.5 (95% Cl -4.6 to -0.5) in the intervention group compared with -0.1 (95% CI -3.1 to 3.0)
in the usual care group] and by site [site A, -3.1 (95% Cl -6.1 to -0.03) in the intervention group
compared with 0.1 (95% Cl -6.3 to 6.4) in the usual care group; site B, -2.0 (95% Cl -5.0 to 1.0) in the
intervention group compared with -0.2 (95% Cl -2.8 to 2.5) in the usual care group]. The same pattern
is seen in the change in WEMWABS scores from baseline to 6 months (see Table 20).

Social support

At 8 weeks, the mean social support score overall was 35.3 out of 40 (95% CI 34.2 to 36.5). The social
support score was slightly lower in the intervention than in the usual care group both overall [33.8
(95% CIl 31.8 to 35.7) compared with 36.7 (95% Cl 35.5 to 37.9)] and by site [site A, 32.6 (95% CIl 29.3
to 36.0) compared with 37.4 (95% Cl 35.9 to 38.9); site B, 34.8 (95% Cl 32.5 to 37.1) compared with
36.2 (95% Cl 34.3 to 38.0)].
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TABLE 19 Estimates from feasibility study: duration of any breastfeeding

Site A
Duration of breastfeeding
(days) including those still Intervention Usual care
breastfeeding (N = 25) (N =28) All (N=53)
n 16 17 33
Mean (95% Cl) 94.5 96.4 95.5

(55.0 to 134.0) (52.9 to 139.9) (67.7 to 123.3)

Site B

Intervention
(N = 25)

22

1224
(87.4 to 157.5)

Usual care
(N = 25)

20

110.2
(75.9 to 144.5)

All (N = 50)
42

116.6
(93.0 to 140.2)

Overall

Intervention
(N =50)

38

110.7
(85.3 to 136.1)

Usual care
(N=53)

37

103.9
(77.9 to 129.8)

All (N =103)
75

107.3
(89.6 to 125.1)
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TABLE 20 Estimates from feasibility study: maternal well-being at 8 weeks and 6 months, social support at 8 weeks and 6 months, and satisfaction with home and hospital support
for feeding

Well-being, social Site A Site B Overall
support and
satisfaction with

support for feeding

Usual care
(N=53)

Intervention
(N=50)

Usual care
(N = 25)

Intervention
(N =25)

Usual care
(N = 28)

Intervention
(N = 25)

All (N=103)

All (N=53) All (N=50)
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WEMWBS
Baseline
n 25 27 52 25 25 50 50 52 102
Mean (SD) 54.1 (9.8) 55.0 (9.2) 54.6 (9.4) 53.4 (6.2) 53.7 (8.4) 53.6 (7.3) 53.7 (8.1) 54.4 (8.7) 54.1 (8.4)
8 weeks
n 19 20 39 21 24 45 40 44 84
Mean (95% Cl) 49.8 55.5 52.8 51.9 53.5 52.7 50.9 54.4 52.8
(44.8 to 54.9) (50.6 to 60.5) (49.3 to 56.2) (49.2 to 54.6) (50.0 to 57.0) (50.6 to 54.9) (48.3 to 53.6) (51.6to 57.3) (50.8 to 54.7)
Change from baseline n=19 n=20 n=39 n=21 n=24 n=45 n=40 n=44 n=384
to 8 weeks
-31 0.1 -15 -20 -0.2 -10 -25 -01 -12
(-6.1 to -0.03) (-6.3 to 6.4) (-4.9 to 2.0) (-5.0 to 1.0) (-2.8 to 2.5) (-3.0t0 0.9) (-4.6 to -0.5) (-3.1to 3.0) (-3.1to 0.6)
6 months
n 17 20 37 22 24 46 39 44 83
Mean (95% Cl) 51.2 541 52.7 515 54.8 53.2 514 54.4 53.0
(45.8 to 56.6) (49.1 to 59.0) (49.2 to 56.3) (48.3 to 54.7) (51.4 to 58.2) (50.9 to 55.5) (48.6 to 54.2) (51.6to 57.2) (51.0 to 55.0)
Change from baseline n=17 n=20 n=37 n=22 n=24 n=46 n=39 n=44 n=83
to 6 months
-3.3 -18 -25 -2.6 11 -0.7 -2.9 -0.2 -15
(-6.4 to -0.1) (-6.9 to 3.4) (-5.5 to 0.5) (-5.1to -0.1) (-1.2 to 3.4) (-2.4 to 1.0) (-4.8 to -1.0) (-2.8 to 2.4) (-3.1t0 0.1)
continued
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TABLE 20 Estimates from feasibility study: maternal well-being at 8 weeks and 6 months, social support at 8 weeks and 6 months, and satisfaction with home and hospital support
for feeding (continued)

Well-being, social Site A Site B Overall
support and

satisfaction with Intervention Usual care Intervention Usual care Intervention Usual care
support for feeding (N =25) (N = 28) All (N=53) (N = 25) (N = 25) All (N = 50) (N =50) (N=53) All (N=103)

Social support

8 weeks
n 19 20 39 21 24 45 40 44 84
Mean (95% Cl) 326 37.4 35.1 34.8 36.2 355 338 36.7 35.3
(29.3 to 36.0) (35.9 to 38.9) (33.2 to 37.0) (32.5 to 37.1) (34.3 to 38.0) (34.1 to 37.0) (31.8 to 35.7) (35.5t0 37.9) (34.2 to 36.5)
6 months
n 17 20 37 22 24 46 39 44 83
Mean (95% Cl) 326 35.6 34.2 345 36.1 353 337 35.9 34.8

(28.4 to 36.8) (32.7 to 38.5) (31.8 to 36.6) (32.4 to 36.5) (34.6 to 37.7) (34.1 to 36.6) (31.6 to 35.7) (34.4 to 37.4) (33.6 to 36.1)
Maternal satisfaction

Hospital support (score out of 10)

n 19 18 37 21 24 45 40 42 82
Mean (95% Cl) 7.5 7.2 7.3 7.0 71 7.0 7.2 71 7.2
(6.0 to 9.0) (5.8 to 8.6) (6.3 to 8.3) (5.7 to 8.3) (6.0 to 8.2) (6.2 to 7.8) (6.3 to 8.1) (6.3t0 7.9) (6.5 to 7.8)

Health service support at home (score out of 10)

n 19 20 39 21 24 45 40 44 84
Mean (95% Cl) 7.2 8.3 7.8 8.3 7.2 7.7 7.8 7.7 7.7
(5.7 to 8.7) (7.4 to 9.2) (6.9 to 8.6) (7.4 to 9.2) (6.1 to 8.2) (7.0 to 8.4) (7.0 to 8.6) (7.0 to 8.4) (7.2 to 8.3)

SD, standard deviation.
WEMWABS?® score ranges from 14 to 70; 70 indicates highest level of mental well-being.
Social support [the Medical Outcomes Study Social Support Survey®’] score ranges from O to 40; 40 indicates highest level of social support.
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At 6 months, the mean social support score overall was 34.8 out of 40 (95% Cl 33.6 to 36.1). The
social support score was slightly lower in the intervention group than the usual care group both overall
[33.7 (95% CI 31.6 to 35.7) compared with 35.9 (95% Cl 34.4 to 37.4)] and by site [site A, 32.6 (95% CI
28.4 to 36.8) compared with 35.6 (95% Cl 32.7 to 38.58); site B, 34.5 (95% CI 32.4 to 36.5) compared
with 36.1 (95% Cl 34.6 to 37.7)].

Maternal satisfaction (hospital and home) for feeding support

At 8 weeks, women reported a mean score of 7.2 out of 10 (95% Cl 6.5 to 7.8) for satisfaction

with feeding support received in hospital, and a mean score of 7.7 out of 10 (95% CIl 7.2 to 8.3) for
satisfaction with help received at home from the health service for feeding their baby. There were only
very minor differences in scores by site and by study group.

Outcomes for a future economic evaluation

Self-reported use of health services at baseline (Table 21) was received from 96.1% of participants.

The mean number of times women had consulted a midwife in the previous 3 months was greater in the
intervention group (3.4 times, 95% Cl 2.8 to 3.9 times) than in the usual care group (2.6 times, 95% Cl
2.1 to 3.1 times). The mean number of times participants had consulted a general practitioner (GP) or a
practice nurse in the previous 3 months was the same in the intervention and usual care groups.

Self-reported use of health and feeding support services for advice on infant feeding since birth (see
Appendix 18) was reported on the 8-week questionnaire by 79.6% of participants. More women in the
intervention group (than in the usual care group) reported no use of midwife, health visitor or GP
services for feeding support (35.0% vs. 21.4%, 45.0% vs. 28.6%, and 87.5% vs. 73.8%, respectively).
Conversely, more women in the intervention group reported accessing support from an infant-feeding
counsellor/breastfeeding supporter (51.3%, compared with 16.7% in the usual care group). Very few
women in either group accessed a national breastfeeding telephone helpline (4.9% overall). Half of the
women reported accessing the internet for infant-feeding advice, with more women in the intervention
group using this source of support (57.5%) than in the usual care group (42.9%).

Use of child care at 8 weeks and 6 months was reported by 80.6% of participants at both time points.

Use of paid child care was very low: 1.2% (95% CI 0.01% to 8.4%) of participants reported using occasional
paid child care at 8 weeks; at 6 months 2.4% of participants (95% Cl 0.6% to 9.4%) reported using regular
paid child care and 1.2% (95% Cl 0.2% to 8.4%) reported using occasional paid child care (see Appendix 19).

Information on receipt of benefits was obtained from 91.3%, 81.6% and 80.6% of participants at
baseline, 8 weeks and 6 months, respectively (see Appendix 20).

Achievement of progression criteria

Our achievement of the progression criteria approved by the TSC is shown in Table 22. The criteria have
all been met, although, with the small sample size, the lower boundary of the 95% Cls for the proportion
of teenagers, the fidelity of intervention delivery and the receipt of assets-based face-to-face contact do
exclude the percentage for progression for these criteria.
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TABLE 21 Self-reported use of health services at baseline

Site A

Usual care
(N = 28)

Intervention

Health service use (N = 25) All (N=53)

Number of times consulted GP in past 3 months (baseline)

n 25 27 52
Mean (95% Cl) 18 1.3 1.6
(0.7 to 3.0) (0.7 to 2.0) (1.0 to 2.2)

Number of times consulted practice nurse in past 3 months (baseline)

n 25 27 52
Mean (95% Cl) 0.6 0.3 0.5
(0.3 to 1.0) (0.04 to 0.6) (0.3t0 0.7)

Number of times consulted midwife in past 3 months (baseline)

n 25 27 52
Mean (95% ClI) 34 21 2.7
(2.5 t0 4.2) (1.5 to 2.7) (2.2t0 3.2)

Site B

Intervention
(N EWE))

22

11
(0.7 to 1.5)

22

0.4
(0.1t0 0.7)

22

34
(2.6 to 4.2)

Usual care
(N = 25)

25

1.7
(1.1 to 2.3)

25

0.7
(0.3to 1.2)

25

3.1
(2.4 to 3.9)

All (N = 50)

47

14
(1.1 to 1.8)

47

0.6
(0.3 to0 0.8)

47

3.3
(2.7 to 3.8)

Overall

Intervention
(N =50)

47

1.5
(0.9 to 2.1)

47

05
(0.3t0 0.7)

47

34
(2.8 to 3.9)

Usual care
(N=53)

52

15
(1.1 to 2.0)

52

0.5
(0.3t0 0.8)

52

26
(2.1to0 3.1)

All (N =103)

99

1.5
(1.1 to 1.9)

99

0.5
(0.3t0 0.7)

99

3.0
(2.6 to 3.3)

GP, general practitioner.
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TABLE 22 Achievement of progression criteria

Progression
Progress - green Study results
Acceptable intervention Generally positive views of Generally positive views of women, Yes
women, IFHs and health IFHs and health service staff about the
service staff about the intervention. Some concerns raised by
intervention the IFHs at one site
Recruitment > 75 women in 5 months 103 women in 5 months Yes
Recruitment of women with At least 5% of recruits are 8.7% (95% Cl 4.1% to 15.9%) Yes
socioeconomic disadvantage, teenagers teenagers
teenagers, etc.
Fidelity of intervention > 75% receive contact in 77.6% (95% Cl 61.8% to 86.9%)° Yes
delivery antenatal and postnatal
period?
Receipt of assets-based >75% 78% (95% Cl 64.0% to 88.8%) Yes
face-to-face contact
Follow-up at 8 weeks > 70% and ability to obtain Follow-up at 8-weeks: Yes
and 6 months routine data to achieve 85.4% (95% Cl 77.1% to 91.6%)

80% of primary outcome
6-week feeding status obtained:
95.1% (95% Cl 89.0% to 98.4%)

6-month follow-up:
80.6% (95% CI 71.6% to 87.7%)

a Contact defined as a call made (answered or message left) or text sent.
b Excluded stillbirth from denominator.
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Chapter 4 Discussion and conclusions

I n this chapter, we provide a summary and interpretation of the key findings of the study, compare
our findings with those of other studies, discuss strengths and limitations, describe PPI in the study
and provide recommendations for future research.

Summary of findings of the feasibility study

The main aim of the ABA study was to assess the feasibility of delivering the ABA intervention within
a definitive RCT. To achieve this aim, we assessed the feasibility of recruiting peer supporters into
the new ABA IFH role, the fidelity of the intervention and training needs of the peer supporters, the
acceptability of the intervention to women and peer supporters, women's engagement with the ABA
service, recruitment and retention into the study and the collection of outcome measures. In addition,
we explored two different models of ABA delivery: by employed, paid peer supporters and by
volunteer peer supporters.

We found that it was feasible to recruit peer supporters, to train them to take on the ABA role and
for them to deliver the intervention with adequate fidelity. We were able to recruit women to the
study in the planned time frame and the women reported the ABA support to be acceptable. The study
demonstrates that the processes for a future definitive RCT were feasible. These findings are discussed
in more detail below.

Interpretation of findings of the feasibility study

Recruitment and characteristics of participants

The study proved that a RCT would be feasible with a good reach to those women who are least likely
to breastfeed.’® We were able to recruit to the study within the expected time frame; 8.7% of the
recruited women were teenagers, which is higher than the average percentage of pregnancies among
teenagers for England and Wales (3%),102 and 13% were from a minority ethnic group. We recruited
women who had lower educational attainments than average.1°> We succeeded in recruiting women
who intended to formula feed and showed that we could recruit women from socioeconomically
deprived localities; in site A, almost half (46.2%) of the recruited women lived in areas in the highest
quintile of deprivation, measured using the Index of Multiple Deprivation. Although we recruited from
only those women who attended an antenatal clinic when one of the researchers was present, we have
no evidence that there was selection bias in recruitment, and the recruitment rate was 76.3% (95% Cl
68.2% to 83.2%), which suggests that this method of recruitment was acceptable. A shopping voucher
as a ‘thank you’ on completion of 6-month follow-up was mentioned at recruitment, which is likely to
have increased recruitment to the trial, particularly of women from the most disadvantaged groups.

Our recruitment methods were suitable for recruiting women from a small defined geographical

area, given that the feasibility study aimed to recruit only 50 women per site. We therefore cannot
extrapolate from the proportion of all pregnant women seen in a site to estimate the likely recruitment
rates for a future RCT (objective 6); however, the proportion of women approached who took part in
the study was high (76.3%). In a definitive trial with a large sample size, or in a more geographically
dispersed population, our original plan to recruit from scanning clinics might be an option, whereas it
was considered inefficient for the feasibility study.
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Recruitment of the infant-feeding helpers

We found that it was feasible to recruit and train existing paid and volunteer peer supporters to the new
ABA role. Compared with the volunteer peer supporters at site B, where recruitment was relatively easy,
there were greater challenges in recruitment of the site A paid peer supporters, who were relatively
‘professionalised’, having worked as peer supporters for many years, and who had targets to meet from
the local authority commissioners in terms of the number of women they supported. In consequence, the
study represented a change in practice for these IFHs. To deliver the study, the site A IFHs were asked
to undertake home or community venue visits in a geographical locality that, in practice, they had not
historically tended to visit as paid peer supporters, even though, in theory, their existing practice area
encompassed the whole local authority area, including the study site.

Training of the infant-feeding helpers

The training programme for the peer supporters lasted 1 day, with site A training occurring first and the
learning from this taken forward to the site B training. Site A paid peer supporters had previously been
trained to deliver a semiprofessionalised service using an established approach, whereas site B volunteer
supporters had been trained by a national charity to support women in community breastfeeding groups.
There were mixed responses, with the IFHs from site A disliking the prescriptive nature of the intervention
and not always being able to see what was different from the delivery of antenatal support that they

had offered in the past. Other peer supporters were positive about the new approach to supporting
women. The IFHs understood the focus on infant feeding and supporting all women whatever their feeding
choice, but not all felt comfortable about the change in emphasis from supporting breastfeeding only.

The feasibility study did not provide information about frequency of refresher training that is likely to

be required in a full trial or service situation. Embedding the training in the regular updates that peer
supporters receive would be a way to ensure that the components of the intervention continue to be
delivered as intended.

Intervention fidelity

By measuring the fidelity of delivery through listening to and analysing recordings of the antenatal
face-to-face meetings, qualitative interviews with women, and FGs with the IFHs, we have shown that
the intervention was delivered with acceptable fidelity. The fidelity assessment of the antenatal visit
indicates that assets-based conversations, incorporating intended BCTs, can be delivered by peer
supporters with additional training for the IFH role. The qualitative interviews suggest that BCTs
were also incorporated during postnatal contacts, particularly social support, restructuring the social
environment and problem-solving. There was some success with the assets-based approach in site B,
where the IFHs provided peer support in local breastfeeding groups. We were able to identify areas
that should be addressed in the training of IFHs, which are addressed in Potential improvements to the
content and tone of the intervention contacts.

Acceptability

The intervention was acceptable to women and to IFHs. Women reported that they used the assets
leaflet; some attended groups detailed in the leaflet or joined social media groups for new mothers. The
value of this is highlighted by the fact that some women shared the content with other new mothers.

Although there was a more mixed response from the IFHs to using the genogram, women found this
acceptable in the antenatal meeting, with some reporting that it had highlighted the amount of support
they had in their family and social networks. The issue of the genogram highlighting to some women
their lack of support was theoretical, with no instances of this occurring in the study.

There was a high contact rate between the mothers and volunteer IFHs in the 2 weeks after giving
birth, with 72% of IFHs attempting contact within 48 hours of birth and an average of 6.9 contacts
per woman in the first 2 weeks at site B, but a lower rate at the site with paid IFHs (site A). In neither
site A nor site B was daily contact made, but the intervention was meant to be woman-centred with
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contact negotiated between the IFH and the woman. There were reports of breastfeeding support that
was highly valued by some women in both localities.

The volunteer IFHs were generally supportive of the intervention and gained satisfaction from the
different support role, in particular supporting different women from those whom they saw at the
breastfeeding support groups.

Women'’s engagement with the intervention service

Women in the intervention group engaged well with the service. The IFHs attempted to make contact
with all the women in the intervention group, with 78% of the women receiving an antenatal contact.
Rates were lower at site A, where there were several preterm births and more women living in
socioeconomically disadvantaged and challenging circumstances. In the postnatal period, support was
provided to 76% of women, although it generally commenced later than 48 hours after birth. Women
who did not respond to offers of postnatal support had chosen to formula feed and were managing
satisfactorily, had no breastfeeding issues, or were overwhelmed by new motherhood; others were not
contactable or had moved from the area. This highlights an issue that needs to be addressed in the
training of IFHs for a future trial as the lack of engagement was challenging for the IFHs who were
used to women requesting support and being very engaged postnatally. Shopping vouchers were used
as a ‘thank you’ for the inconvenience incurred during recruitment and follow-up. The vouchers are
unlikely to have been an incentive to adhere to the intervention as no qualitative interviews identified
that women or IFHSs linked adherence to them.

Breastfeeding outcomes

We were able to obtain information about the method of feeding at 8 weeks for 95.1% (95% CI 89.0% to
98.4%) of the sample from questionnaires and data from health visitor records, and for 80.6% (95% Cl
71.6% to 87.7%) of the sample at 6 months. This demonstrates that method of feeing at 8 weeks would
be a feasible primary outcome measure in a future definitive trial. The women who did not respond to
the 8-week questionnaire were more likely to have the characteristics associated with not breastfeeding,
and most of those for whom we obtained feeding status at 8 weeks were formula feeding. This confirms
the importance of the primary outcome being measured at a point when feeding method is routinely
collected and our recommendation that this should be at 8 weeks, given that this is the last time that infant
feeding method is collected routinely. Our response rates should be seen in the context of a ‘thank-you’
voucher for returning the 6-month follow-up questionnaire, which may have affected the response rates.
Women who did not return questionnaires in our study were less likely to be educated to degree level

and less likely to be in paid work. As these characteristics are associated with lower breastfeeding rates,

it is likely that the actual breastfeeding rates for the full sample would be lower than those reported.

This was a feasibility trial with a small sample size and it was not powered to detect a difference between
the study groups in breastfeeding outcomes; thus, no statistical testing of differences between the study
groups has been carried out. Acknowledging this, we did find that the proportion of the intervention
women initiating breastfeeding and breastfeeding, at least partially, at both 8 weeks and 6 months was
higher than in the usual care group. Given that the intervention group had more characteristics associated
with not breastfeeding, the difference between the groups may be an underestimate. The ICC for the
outcome of any breastfeeding at 8 weeks was high (0.039) but based on a very small sample, as IFHs
generally supported only four women each.

We found that collecting the feeding method status at 3 days postnatally was challenging, with information
collected about only 68% of the women by 14 days postnatally. This low proportion was largely due to
delays in the research team finding out that women had given birth; of those who received the text within
10 days of birth, 85% responded at this time. The follow-up rate at 6 months has a lower 95% Cl of 71.6%,
so additional measures may be required to increase follow-up at this point in a definitive trial.
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Differences between sites, and barriers to and facilitators of intervention delivery

There were considerable differences between the sites in terms of setting (large urban conurbation vs.
urban and suburban), type of peer supporter recruited to the IFH role (paid vs. volunteer), organisational
situation (threat of loss of breastfeeding support contract vs. stable) and the embeddedness of the IFHs
in their communities. At site A, the IFHs had initially been recruited as peer supporters to reflect the
ethnic diversity of the area they were supporting, but, with mergers of primary care trusts into one local
authority, they were now covering a wider geographical area; thus, there was a lack of concordance
between the IFHs and the women in terms of ethnicity. The area selected for the ABA study had a

large white British population and was socioeconomically deprived, both of which are characteristics
associated with low rates of breastfeeding.!® This meant that, in practice, site A peer supporters did not
tend to have ethnically similar characteristics to the women they supported, so that this aspect of the
principle of homophily did not hold.

The threat of major organisational change and potential loss of jobs in site A had an impact on the
delivery of the ABA intervention and the morale of the IFHs. Providing the intervention largely during
working hours at that site restricted the responsiveness of the support and the ability of IFHS to meet
women in the evenings or at weekends. Additional resources were provided to enable telephone contact
during weekends and this was used to try to organise the antenatal contacts and to call women after
they had given birth. In contrast to these challenges, site B, which had volunteer IFHs, was able to
offer more flexible support, with the IFHs meeting women in the evenings and at weekends when they
themselves had child care. However, because they were volunteers, it was essential to not overload the
IFHs with women to support, so the recruitment of study participants had to be carefully controlled to
ensure that each IFH had only one woman to support with an expected due date in any 1 month. Even
so, some of the IFHs from site B reported that it was time-consuming.

The availability of support groups and activities in the community differed between the sites. Site B

had community breastfeeding groups that were attended by the peer supporters, whereas site A had
breastfeeding groups led by professional breastfeeding counsellors. Both sites had a range of other
groups and activities for women with babies. This heterogeneity is likely to be reflective of the situation
across the UK and in planning a definitive trial this needs to be considered. Stratification of randomisation
by site would ensure that differences were balanced between the intervention and usual care groups.

Harms and contamination

There were no reported harms related to the intervention; five women (two in the intervention group
and three in the control group) reported hospital admissions for feeding-related problems but, from
the information available, none was considered by the principal investigator to be related to the
intervention.

We identified one case of contamination whereby a woman in the intervention group and a woman
in the usual care group attended the same NCT group. One participant from site B reported sharing
the assets leaflet with her friends, some of whom were in the usual care group. The impact of this
contamination is likely to have been minimal, as the assets leaflet represents only one component of
the intervention. We therefore believe that contamination was low.

Potential improvements for future intervention delivery

In terms of future intervention delivery, we have identified the need to use a locality with stable
commissioning of an IFH service (volunteer or paid) and with good management support for the IFHs
to facilitate the change in mode of working (antenatal contact, one-to-one support for volunteers and
supporting women who might formula feed). The IFHs need to be embedded in their communities so
that their travel is reduced and they have an understanding and experience of the local ‘assets’.
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A big challenge at both sites was in receiving notification of the birth. Ideally, the midwife who delivered
the baby would notify the IFHs and/or the research team; however, it was clear from our discussions
with the community midwives that this was very unlikely to happen. To try to ensure that the IFHs were
told about the birth, a focus of the antenatal contacts was the IFH developing a relationship with the
pregnant woman so that she would notify the IFH about the birth, along with family and friends. We had
fridge magnets made to remind the women to call/text the IFH and encouraged the IFHs and women to
swap telephone numbers to ensure that barriers to letting the IFH know were few. Other trials of peer
support in the UK have struggled to achieve early contact after birth,.104105

Potential improvements to the content and tone of the intervention contacts

We identified excellent examples of delivery of the ABA intervention, but there was variation. We have
identified elements of the training that could be enhanced by providing a longer period for training, by
changing the emphasis of the training or by changing how some of the training elements are delivered.

® Describing the intervention: training could include asking participants to practise specific statements
about the inclusive nature of the ABA help and reminding them to use the time line explaining what
support will be offered when.

® Linking to community assets: use of the leaflet could be enhanced by including a requirement for
IFHs to help the mother to make a specific plan to connect with local services in the antenatal period.

® Use of the genogram: IFHs may benefit from practising in using the genogram to stimulate
conversation. The conversations appeared to flow better when the IFH ‘owned’ the genogram,
so that the content of the genogram was either used to stimulate conversation or included naturally
as part of a conversation that had already taken place. Training sessions could be adapted to include
real-life recordings demonstrating good practice in building rapport and including the diagram.
The training should also emphasise that the genogram can be used flexibly during the antenatal
contact meeting.

® Use of BCTs: the BCTs were a theoretical tool that we used to design the intervention and
communication, but we did not explicitly cover BCTs as part of the IFH training. In future, IFHs may
need more explicit guidance to ensure that they sufficiently use the core BCTs of social support and
restructuring the social environment. IFHs may also benefit from greater clarity about appropriate
information giving, particularly in the context of a woman-centred approach. Inclusion of mental
rehearsal as a core BCT could be considered for the intervention, as IFHs reported conversations
including this BCT to be helpful.

® Tone: fidelity checking suggests that the intervention can be delivered with a good level of rapport,
inclusivity and woman-centredness. Training could be adapted to ensure the development of active
listening skills and a woman-centred approach. Alternatively, consideration could be given to
recruiting IFHs who already have basic skills that could be developed in active listening and
delivering a non-judgemental, inclusive approach.

Comparison of findings with those from other research

The ABA feasibility study was not powered to determine the difference in breastfeeding between the
study groups, so conclusions about the effectiveness of the intervention cannot be drawn between ABA
and other trials of breastfeeding peer support in the UK. Unlike previous RCTs of breastfeeding peer
support in the UK,104-107 we offered a more intensive intervention, which included antenatal contact

but had a particular focus on the key period of the 2 weeks after birth, when rates of breastfeeding

fall dramatically. Other studies that aimed to support breastfeeding included daily calls in the first

2 weeks371% and showed promise in increasing breastfeeding rates.
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A recent uncontrolled feasibility trial of breastfeeding peer support, the Mam-Kind study,3! reported
that delivery of that intervention, which included motivational interviewing by paid peer supporters,
was feasible and acceptable. A particular strength of the Mam-Kind report was its detailed process
evaluation, which enables us to make comparisons with the ABA study’s intervention design and
findings. In Mam-Kind, the invitation to the study was made by the community midwife but, unlike

in ABA, the midwife passed on the woman's details to the research team for recruitment at a later
date. In ABA, we were more successful with recruitment, and recruited a higher proportion of women
approached (76% vs. 24% in Mam-Kind). We recruited to target, unlike Mam-Kind, which recruited
only 78% of planned participants, and we obtained a broader reach, with higher proportions of
teenagers, women with lower educational attainment and women from minority ethnic groups. Our
inclusion criteria were wider, with women pregnant for the first time being eligible for ABA regardless
of feeding intention, whereas the Mam-Kind study recruited only women who planned to breastfeed
and included women expecting their first and subsequent babies. Mam-Kind’s requirement for women
to be intending to breastfeed may have excluded teenagers and women in more socioeconomically
disadvantaged circumstances.

The Mam-Kind study3? had a midwife who supervised the peer supporter teams and worked to
encourage the hospital midwives to notify the peer supporters about the birth. As a consequence,
Mam-Kind contacted 73% of women within 48 hours of birth. In ABA, contact was attempted with
48% of women within 48 hours of birth, but with wide variation between the sites (24% and 72%,
respectively). Mam-Kind recruited and employed peer supporters through the university, in contrast to
our study, in which we worked within existing peer support services. All the Mam-Kind peer supporters
were paid, and they experienced similar challenges to those in site A, where an existing, paid peer
support service took on the trial intervention participants in addition to its usual workload.

Our early follow-up rates were similar to that of Mam-Kind.3* We had data on feeding method within 14
days from 68% of women and Mam-Kind achieved 63% follow-up at 10 days using telephone follow-up.
At 8 weeks, ABA obtained 85% follow-up and data on feeding status on an additional 10% of women
from health visitor records. Rates were lower in Mam-Kind, suggesting that offering a shopping voucher
at follow-up and using paper-based questionnaires may have been successful strategies.

Both ABA and Mam-Kind3! achieved reasonable intervention fidelity, while identifying aspects for
improvement and additional training. Mam-Kind used a motivational interviewing approach as a key
component,3! whereas in ABA we focused on an assets-based approach with behaviour change theory.
Mam-Kind reported that the peer supporters found it challenging to move from information giving to
a collaborative approach, something also identified by our IFHs who worked in the paid peer support
service (site A).

The Mam-Kind intervention3! ceased at 14 days, with the peer supporters asked to facilitate the
transition to a breastfeeding group or another community support group. Some women reported that
the exit felt rather abrupt, which validates the ABA approach of withdrawing support much more
gradually and maintaining contact up to 5 months postnatally for women still breastfeeding to encourage
maintenance of breastfeeding.

Strengths and limitations

This feasibility study used robust methods, including a detailed process evaluation and a usual

care group, unlike the Mam-Kind study.3! The usual care comparator enabled us to characterise the
breastfeeding support received in usual care and showed a low uptake of peer support. The randomised
feasibility design enabled us to assess the feasibility of recruiting to and delivering the ABA study, as well
as investigate the intervention’s acceptability to women, IFHs and maternity services. Furthermore, the
use of two study sites that had existing peer support services enabled the comparison of processes
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between paid and volunteer services and an exploration of how the ABA intervention could fit into an
existing service. The recruitment of trained peer supporters enabled us to reduce the duration of training
required to become an IFH. Although we had sufficient interest from peer supporters in taking on the
IFH role, we did not have enough interest to enable us to select peer supporters for the role based on
woman-centredness or listening skills. To ensure transparency and replicability, we have reported the
intervention using all the items in the TIDieR checklist.1? The organisational disruptions and threats to
the peer support service at site A, although challenging, provided an important insight into the risks
associated with changing public health budgets and the short-term commissioning of services. We have
used statistically robust methods; estimates of the primary outcome in the intervention and control
groups have been presented with 95% binomial exact Cls to demonstrate the uncertainty of results. The
ICC is also estimated with a 95% Cl to indicate the variability between IFHs, which will occur only in the
intervention group.

Limitations of the study include the small number of recordings of antenatal contacts at site A. The
IFHs were reluctant to be recorded and also cited concerns about making recordings in noisy public
places and with women living in particularly challenging social circumstances. This means that the
fidelity assessment of the antenatal intervention can really be applied only to site B.

Another limitation was that our qualitative interviews were with women who had provided follow-up
at 8 weeks; we did not interview women who were lost to follow-up. The sociodemographic
characteristics of women who were not followed up are those associated with a lower likelihood of
breastfeeding and it is likely that the responses of the women who were interviewed will have had a
positive bias.

The participant recruitment process was resource intensive as it required a researcher to sit in community
midwives’ antenatal clinics awaiting eligible women; nevertheless, this approach is likely to have contributed
considerably to the successful recruitment. To recruit the required 103 participants, researchers spent
approximately 130 hours in clinics. Despite this time commitment, we were successful in recruiting women
living in areas of socioeconomic disadvantage, pregnant teenagers and women intending to formula feed.
Feedback from women in the interviews indicated that the face-to-face explanation of the study was helpful
in encouraging them to participate. If the ABA intervention were rolled out to usual care, we would
envisage community midwives signposting women to the service during a routine appointment.

Encouraging timely notification of birth was problematic, with only half of women notifying the study
team within 3 days of the birth. This resulted in delays in the collection of postnatal feeding status data
and, in the case of the intervention participants, delays in the offer of postnatal support. We encouraged
women to let us know of the birth by giving them a ‘let us know when you’ve had your baby’ fridge
magnet recruitment and sending a reminder text at 38 weeks’ gestation. Intervention women were also
encouraged to let their IFH know of their baby’s arrival as soon as possible after birth (with processes in
place for the IFH to then let the study team know). In cases in which the participant did not inform the
study of the birth, we relied on collecting this information from community midwifery teams. However,
as community midwives receive information about only those women who have been discharged

from hospital, this led to delays in receiving information about women who had a longer hospital stay.
Women who notified the study or their IFH of the birth were more likely to be breastfeeding at 8 weeks
than those women for whom we relied on community midwife contact, indicating some possible early
disengagement of mothers who were formula feeding. From qualitative interviews and PPI discussions,
women indicated that more text reminders before and around the due date would be acceptable. Going
forward, processes for increasing the rate of early birth notification would need to be put in place, as
would protocols for notifications of preterm births or perinatal death.

From the process data, it is clear that the ABA intervention was less successful in accommodating women
who delivered prematurely, with only three in seven of these women receiving any support from the IFHs
either antenatally or postnatally. Going forward, methods to include women who deliver prematurely
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must be considered. In the case of women who miss the antenatal assets-based component because of
preterm birth (or other reasons), the process needs to ensure that the assets-based component is offered
in the postnatal period. This needs to be addressed in the training of the IFHs.

Although we received follow-up questionnaires from 85.5% and 80.6% of participants at 8 weeks
and 6 months, respectively, there were differences between those who were followed up and those
who were lost to follow-up. In particular, non-responders were less likely to intend to breastfeed at
baseline, and less likely to be breastfeeding at 8 weeks (from health visitor data), indicating possible
further disengagement of formula-feeding mothers, who may have perceived the intervention to be
about breastfeeding support, despite intentions for it to apply to all women.

In the future, the use of electronic questionnaires may help to boost response rates. Reliance on postal
guestionnaires was problematic, with a small number of women reporting that they had returned
guestionnaires that never arrived at the study offices. In addition, waiting for questionnaires to arrive
back in the post led to delays in sending out reminders to women. On the whole, PPl input and findings
from the qualitative interviews indicate that electronic questionnaires should be offered going forward.

Communication difficulties between IFHs and women sometimes caused issues. In one example, explored
in a qualitative interview, a woman texted her IFH for breastfeeding advice, but phone records showed
that the text message did not get through. By the time contact was re-established, the woman had moved
on to formula feeding. In future, IFHs need to be aware of these possible issues; backup telephone calls
should be considered when a woman does not respond to text messages. To mitigate technology failure,
the FEST study?” used a combination of text and telephone.

In some cases, IFHSs failed to establish any contact with women despite numerous attempts. More in-depth
explanation of the intervention at randomisation may assist in increasing contact in future. It could be that,
despite the woman-centred approach to recruitment and explanation that the intervention is inclusive

of all feeding types, women were put off by the initial approach from IFHSs. In a future trial, the content

of initial text or telephone messages should be more fully considered to be the crucial first contact

with women.

We have presented data by site to capture the differences in feasibility and in outcomes. Given that
sites differed in more than just type of feeding helper (voluntary or paid), caution must be taken not to
attribute differences to this factor alone.

Economic evaluation methods

Any future definitive trial of the ABA intervention would include a cost-effectiveness work package to
assess the costs and the relative cost-effectiveness of the ABA intervention compared with the status
qguo from an NHS/Personal Social Services perspective. The ABA feasibility study included an objective
to measure the features of the ABA infant feeding team provision and service utilisation to inform the
design of a future cost-effectiveness study and specifically determine the feasibility of data collection.

We collected self-reported use of health and feeding support services using the 8-week questionnaire
given to women. Although this had high rates of completion, the questionnaire would require further
refinements to ensure accurate data capture. For example, we asked women about contact with peer
supporters and attendance at breastfeeding support groups; in some cases, women commented on the
guestionnaire that they had met a breastfeeding peer supporter at a feeding support group and that
there was overlap.
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Overall IFH activity for each woman supported was obtained from logs kept by the IFHs and from
their mobile phone records. A considerable amount of activity went into trying to contact women,
particularly at site A, and this would need to be recorded and differentiated from research costs in a
definitive trial.

The research proposal’s peer reviewers requested data collection on the use of child care and the
uptake of benefits. It was clearly acceptable to women to ask about their use of benefits and we had
good completion of the questions, although we are unable to confirm the accuracy of the responses.
The interpretation of these data, however, is challenging. In particular, the relevance of the uptake
of benefits and demand for child care and how that affects infant feeding decisions was not clear.
We would not recommend collecting these data in a future trial.

Another challenge for a future trial that we identified is how to cost a volunteer IFH/peer supporter.
Conventionally, health economic analyses cost volunteers at the national minimum wage, as there is
an opportunity cost of their time. However, many peer supporters volunteer for a relatively short time
prior to returning to work or having another baby, often citing that they want to give something back
after receiving support themselves.120 Additionally, the peer support role enables them to take their
baby with them, which may not be possible in many other volunteer roles. A future study should
explore with peer supporters whether or not they would volunteer in a different capacity if the
breastfeeding peer supporter role was not available. A future cost-effectiveness analysis should
undertake sensitivity analyses of a range of costs of the peer supporters’ time.

Training may have to be provided on an annual basis to ensure that, with high turnover of peer
supporters, sufficient numbers are trained to deliver the intervention and this will be an important
component of the overall costs.

In the Mam-Kind study3! the peer supporters were paid, as in one of our sites, and the overall cost of
supporting a woman was estimated at £480, but this would have been as low as £350 had the study
recruited women at the planned rate.

From the qualitative interviews, we did not identify additional costs to family or social networks in
supporting a mother in her breastfeeding; therefore, the need to undertake a societal perspective in a
future economic evaluation is not supported.

Patient and public involvement in the study
In this section, we describe the PPI in the ABA study, using the GRIPP2 short form!!! as a guide to content.

Aim of patient and public involvement in the study

The aim of PPI within the study was to gain insight from pregnant women/new parents on their
experiences of infant feeding, and to ensure that the proposed intervention, methods of communication
and data collection were appropriate given their lived experiences and competing priorities.

Methods used for patient and public involvement in the study

During the study design period, the Public and Researchers Involvement in Maternity and Early
Pregnancy (PRIME) group (a University of Birmingham PPI group interested in maternity services) was
asked to comment on the protocol, the funding bid and the reviewer feedback on the bid. In addition,
the PRIME group chairperson convened a separate group of mothers with young children to comment
on aspects of the protocol.

Two members of the PRIME group were invited to join the Study Management Group and attended
the first two meetings. For the TSC, a PPI representative was recruited.
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During the intervention development period (January 2017), we convened two PPI sessions (involving
nine new mothers in total) in children’s centres serving deprived populations. The women provided
feedback on the proposed intervention (see Chapter 2).

Further PPI sessions were held in September 2017 and February 2018 at an established baby group
close to study site A (attended by seven and five new mothers and fathers, respectively). At these
sessions, we asked parents about issues arising within the study. These included understanding of the
term ‘infant feeding’, views on paper-based versus electronic questionnaires and ideas on how to get
women to tell the study team they had given birth.

In July 2018, we attended two PPI groups in areas of socioeconomic disadvantage. These were held at
existing ‘research engagement sessions’ as part of a University of Birmingham Wellcome Trust-funded
project in which women attend this session before participating in a free pregnancy yoga session. At
these groups (attended by nine women altogether), we discussed methods of dissemination of study
results as well as views on recruitment methods.

Reimbursement was provided for PPI input. Attendees at PPI sessions were provided with a £10
shopping voucher as a thank you. The PPl members of the Study Management Group and TSC were
reimbursed the equivalent of £150 per day for attending a meeting.

Results of patient and public involvement in the study

During the study design period, the PPl members advised on the overall approach of the potential
feeding support intervention, highlighting the importance of taking a non-judgemental approach to
women who chose not to, or ceased to, breastfeed. They supported giving advice about safe formula
feeding as part of the intervention and welcomed both antenatal contact between the woman and the
IFH and early contact after giving birth to ensure timely support. The lay chairperson of the PRIME
group contributed to the lay summary.

Patient and public involvement sessions in the period of intervention development provided positive
feedback about the proposed assets leaflet. The groups liked most of the proposed text messages but
thought that some were too long or pushy. As a result, some text messages were changed to be
shorter, more open and less breastfeeding centred.

During discussions at subsequent PPI sessions, it became clear that the term ‘infant feeding’ meant different
things to different people, with some women saying that they ‘assumed it was about breastfeeding’. There
was clear guidance from PPI that, in future, electronic questionnaires should be provided as an option for
women. Some suggestions were put forward to improve the number of women notifying the study of the
birth, including increasing the frequency of communication before birth, involving partners, and providing a
study tag for the hospital bag. These will be taken forward in designing a full trial.

When asked about the dissemination of study results, PPl representatives thought that it was important
to provide women with a summary of the results in easy-to-read information sent in the post (with no
research jargon), as well as by inviting them to an informal, child-friendly event.

At the TSC, the PPI representative offered a useful perspective and ensured that we remained participant-
focused. For example, they highlighted the importance of involving partners, wherever possible, and
suggested asking a wider PPI group about the use of paper versus electronic questionnaires.

Outcomes (the extent to which patient and public involvement influenced the study overall)
Patient and public involvement was essential to shaping the development of the ABA study and
intervention, and in enabling us to discuss ongoing issues with women with current or recent
experience of pregnancy and infant feeding.
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The assumption among a number of our PPI representatives that ‘infant feeding’ meant breastfeeding
means that in a future study we need to consider how this term might be interpreted.

Reflections on use of patient and public involvement in the study

Although PPI provided us with a vital user perspective, we found it challenging to sustain relationships
with our PPI contributors (with the exception of our TSC PPI representative, who remained throughout
the trial). Women are pregnant and have young children for a small period of their lives and, inevitably,
move on, for example by returning to full-time work, making continuity of contributors difficult.

The recently established ‘research engagement sessions’ offered a novel way of involving women in
research. Although women'’s attendance is limited to the duration of their pregnancy, we were able to
establish contact with a small number of women who were interested in participating further should
the ABA study continue. However, successfully integrating short-term PPI input into time-limited
research remains a challenge.

Recommendations for future research

We consider that the intervention was feasible to deliver with acceptable fidelity and it was acceptable
to the women in the intervention group, to the IFHs who delivered it and to maternity services. This
was an individually randomised trial in two sites, and we showed that it was feasible to recruit women
from more disadvantaged socioeconomic areas, teenagers and women who planned to formula feed.
These women were willing to be randomised and the follow-up rates were acceptable.

On the basis of the findings from this feasibility study, the ABA study’s independent TSC agreed
that the criteria for progression to a definitive trial have been met. Our main recommendation for
future research is that there is a need for a future definitive trial to evaluate the effectiveness and
cost-effectiveness of the ABA intervention. Below we discuss the factors that need to be modified
from the feasibility trial and other issues for consideration.

Study design

We recommend that the definitive trial be an individually randomised trial. Although a cluster RCT
would reduce the risk of contamination, the sample size required for a cluster trial would not be
cost-effective. We had one report of contamination between the intervention and the usual care
group, when a woman in the intervention group shared the assets leaflet with a woman in the usual
care group; however, the assets leaflet was only one part of the overall intervention, so this is unlikely
to have had a major effect. We also calculated the ICC for the proposed primary outcome of any
breastfeeding at 8 weeks and recommend that a definitive trial take account of clustering by IFH in
the intervention group. Given the differences in delivery and in rates of outcome assessment between
the sites in this feasibility study, we would recommend stratifying by site to take account of differences
in the characteristics of local populations, as well as evaluating in several different sites to increase
generalisability.

Given the importance of the context, we would recommend that a definitive trial include a process
evaluation and consider incorporating realist principles alongside the RCT.

Settings

We were successful in recruiting women in more socioeconomically disadvantaged localities and we
would recommend, given that the rates of breastfeeding are lowest among women in these localities,
among white British women and among women with lower educational qualifications, that areas that
reflect these characteristics be targeted. Areas would need to have a peer support service and good
supervisory provision for the IFHs. In the current circumstances of limited public health budgets and
the greater engagement of the volunteer peer supporters, we would recommend that the intervention
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be delivered by volunteer peer supporters trained in the ABA intervention. It is important to ensure
that the peer supporters trained to become IFHs are managed within organisations that are willing to
provide ongoing training and indemnity for the supporters.

Population

Recruitment to the ABA feasibility trial was limited to women expecting their first baby, regardless of
their feeding intention. We would recommend that this be retained, given the influence of previous
infant feeding method on subsequent feeding choice®?!12 and the likelihood that women who have
already had a child will be better linked to local assets that may support breastfeeding.

The ABA intervention

We identified some additional training needs for IFHs and would need to modify the training. This
related particularly to describing the intervention, linking to the community assets, using the genogram
and incorporating the core BCTs of social support and restructuring the social environment. Ensuring
that peer supporters recruited to the IFH role have good woman-centred communication skills is
important, as is highlighting the importance of the assets-based component and of offering this
postnatally, if it is not delivered in the antenatal period due, for example, to preterm birth. A definitive
trial should monitor delivery of the antenatal component as part of a process evaluation and might
consider a ‘per protocol’ analysis to explore the importance of this component.

Outcome measures

Our greatest challenge was finding out when women had given birth, and this requires greater integration
of care with the midwifery services. Although we had good engagement with the community midwifery
teams, it is hospital midwives who are best placed to notify the research team when a woman has given
birth. In a future study, we need to engage with hospital midwives to seek a solution to this.

The feasibility trial proposal considered that any breastfeeding at 8 weeks would be the likely primary
outcome of a future definitive trial and we were able to collect this for 95% of the participants; thus,
we would recommend that this be the primary outcome of a definitive RCT. Given the World Health
Organization recommendation of exclusive breastfeeding up to 6 months, a further follow-up at

24 weeks should be maintained. The UK has very low rates of exclusive breastfeeding and any
breastfeeding is proposed as the primary outcome measure, as increasing this is needed before we
focus on exclusivity. Given the focus on supporting any feeding, including formula, it will also be
important to measure consultations and admission of infants to hospital because of infections.

We offered a ‘thank-you’ voucher at follow-up to all women and would recommend that this be
retained in a definitive trial, as it may have been an important factor in achieving the follow-up rates
that we did.

Rather than ask women about their delivery details, we recommend seeking their consent to collect
these data from their maternity records.

The Medical Outcomes Study Social Support Scale was not sensitive to change in this group and
we recommend the use of a feeding-specific support questionnaire. Collecting data on benefits and
child-care costs to inform an economic analysis is not recommended for a future trial.

Patient and public involvement

To address issues of acceptability among women least likely to choose to breastfeed, we recommend
that PPI prior to a definitive trial take place in areas of low breastfeeding prevalence and high
socioeconomic disadvantage.
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Conclusions

This feasibility RCT has demonstrated that the ABA intervention is essentially acceptable to women and
peer supporters. We have tested the feasibility of delivering the ABA intervention and have developed a
training package for peer supporters. We have identified modifications that would enhance the training
for intervention delivery and some of the trial processes. We were able to demonstrate the feasibility of
recruiting women to, and retaining women in, the ABA study, as well as of collecting breastfeeding and
health-related outcomes.

A full trial should be considered to test the effectiveness of the ABA intervention in increasing
breastfeeding initiation and maintenance.
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Using patient data is vital to improve health and care for everyone. There is huge potential to make
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Appendix 1 Revisions to the ABA study
protocol

he funded study protocol is available on the project web page (URL: www.journalslibrary.nihr.ac.uk/
programmes/phr/155304/#/; accessed 16 March 2020).

Amendment 1, 4 April 2017

1. Several minor errors were identified on the 8-week and 6-month questionnaires. These included:

O duplicate requests to tick and cross response boxes
O incorrect numbering in 8-week questionnaire
O incorrect signposting to next relevant question.

These were amended in the questionnaires.

1. We started the study using paper randomisation, rather than the web-based programme specified
in the protocol. As the recruitment period was quite short, we proposed to continue using telephone
randomisation at site A. Practical challenges led to a reconsideration of the randomisation method at
site B. As volunteers were to deliver the intervention, they had constraints on how many women
they could support at any one time. We amended the randomisation process to blocks for each
locality at site B. When the number of women required to complete a block was recruited
at a site, the women would be randomised at the same time and notified of their allocation status
by telephone and/or letter. Changes were made in the protocol to reflect the changes to the
randomisation process.

2. We clarified the procedure for following up participants if they did not return questionnaires at
8 weeks and 6 months. This was not clearly specified in the original protocol. The amended
protocol reads:
‘Follow-up questionnaires will either be posted to participants to be completed at home, or
participants will be called to complete the questionnaire over the telephone (according to
preference indicated at recruitment).
In the case of follow up questionnaires not being returned by participants, the following methods
will be employed:

O Sending another copy of the questionnaire in the post

O A telephone call/text to the participant from the research team to encourage completion, or
offer phone completion

O Collection of the primary outcome only by telephone or text’

3. At the request of one of the organisations delivering the intervention, a sentence was inserted into
the consent form:

‘The Sponsor, subject to agreement from the [ORGANISATION], may appoint a third party to access
my identifiable data’

4. In the study eligibility form, which was completed by the research fellow at recruitment, we added
a question about whether the participant is aged < 25 years/> 25 years and a question about
whether the participant is aged at least 16 years. This was to make the telephone randomisation
process easier.

All amendments to the protocol were agreed on 12 June 2017 by South West - Cornwall and
Plymouth Research Ethics Committee (16/SW/0336).
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Appendix 2 Participant information leaflet
(anonymised)

ABA Infant

. a study
Fee dlng Study

What is the purpose of the study?

The purpose ofthe ABA study is to compare two different
methods of helping mothersto feed their babies. Thisleaflet
explainswhy youhavebesn approached, whocantakepart,
whattaking partwould mean, and howthe information we
collectwillbe used. If anything is not dear, oryouwould like
toaskquestions, please contactus: our contact detailsareat
the end of thisleaflet.

Why have I been chosen?
Weare looking for women who are expedting their first
babyto take part.

What will happen if I am interested?

We will approach women either when they attend for
their 20week scan or at anantenatal appointmenttoask
whetherthey might beinterested intaking partinthe study.
We will answer any questionsyou may have and ask youto
fill out a brief questionnaire.

If we missyou at the scan and you would like to find out
maore, you cancontactus using the details at the end of this
shestand we will getbadk toyou.

‘What do I have to do?

If you agree to take partin the study we need you to let the
research team know as soon as you have had your baby, by
textor phone message. That way we can keepin touchwith
wou after you have had your baby.

What sort of help with feeding my baby will I get?
Comparing different ways of doing things is the best
scientificway, of leaming 'whatworks". For our ABA study,
we will put pregnant mothers into two groups by chance
(randomly), each group will be offered different support
with feeding their baby, and then we will compare the
results. One group ofwomenwill have usualinformation and
support for feeding their baby from their midwife, health
visitor and other available voluntary groups. The other
women will have usual care as well as visits, telephone calls
and texts fromthe ABA infant feeding team to help them to
feed their baby successfully and confidentty.

What happens afterwards?

We will keep in toudh with you until your baby is 6 months
old. A few days afteryour baby is bornwe will text you to ask
how you are feeding your baby. When your baby is 8 weeks
and 6 months old we will contact you to ask about your
experiencesof feeding your baby and howyou arefesling.

Wemay alsoinvite you to talk with one of our researchers
aboutyour experiences of feeding your baby inthewesks
after you have given birth, this would be completely
voluntary. Theinterviewwould take placein inyour home
or other place convenient for you, orif you prefer we could
amange to talk over the phone oruse skype/ facetime.
We expect each interview to last approcdmately 30 to 45
minutes. Theinterviews will be tape recorded.

Ifyou are allocated to the ABA infant feeding team,
we may ask to record telephone and face-to-face
conversations to check whether information and
support is being given as planned.

I ——d 0 L
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Do I have to take part?
Mo, taking part or notis YOUR CHOICE, and you can pull
outatany timewithout giving a reason.

Will my taking part in the study be kept confidential?
Theinformationwe collect about you and your baby will be
transferred to the University of Beminghamina locked bag.
There it will be stored on a password protected computer
and/or in a locked filing cabinet. Only research team
members, representatives of the sponsorand members of
the quality assuranceteamwillhave access toidentifiable
data. Anyone authorised to view it will be bound by a
confidentiality agreement. The information you provide

will only be disdosad to other persons if thereis a legal
requirement todo so,

If you areinterviewed by one of our ressarchers, your name
will not be on the tape and we will emove yourname from
theinterview transoripts to keep your identity confidential.
Direct quotes may be used in publications but anything
which could identify you will be removed.

How will you use the imformation you collect about me?
We will use the results to find out whether it is possible
todo alarge study tofind out which wayis most effective

in helping new maothers to feed their baby. The research
team will aim to publish findings from the study in academic
journals and present them at conferences. Any information
used inthisway willbe anonymised: identifying information
will not be used.

What are the rizks of taking part in this study?
There are no known risks to taking part in this study.

What are the benefits of taking part in this study?
Youmay have additional support in feeding your baby,
and will, at the same time, be contributing to the design
and delivery of services that could benefit other mothers
in thefuture.

As a thank you for taking part in the study and for
completing the questionnaires, we will reimburseyou for
your time on this study afteryou have completed the 6
month questionnaire.

Who 1= organising and funding the research?

The researchers are from the Universities of Bimingham,
Bristol, Cardiff, Central Lancashire and Stiding. Thestudyis
funded by the Department of Health through the National
Institute for Health Research, [N
I 1 University of

Birmingham is sponsoring this ressarch.

Whart 1f I have questions or do not understand
something?

You will continue to have contact details for members of the
study researchteam at the Universities of Birmingham and
Bristol s0you can ask any questions throughout study.

What if I am unhappy with the study?

Your first step would be to contact 2 member of the
research teamand tell them. If they don‘thelp then youcan
contactthe University of Bimingham Research Govemance
Manager: Dr Sean Jennings: tel: 0121 415 8011 email:
ressarchgovernance@contacts.bham.ac.uk. OrthePatient
Advisory and Liason Serviceon 0121 627 2747,

Contact for further information

Ifyou have any questionsabout taking partinthe

ABA study or anything related to it, please contact

D Joanne Clarke Ressarch Fellow

Telephone 0121 415 8060, Email j..carke@bham.ac.uk
Pleaseleavea messageand wewillalways callyouback.

THANK YOU FOR TAKING THE TIME TO
READ THISINFORMATION LEAFLET.

Farticipant information Shet I - v1.0: 1 bow 2016, SAS 216378,
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Appendix 3 Consent form (anonymised)

ABA INFANT FEEDING STUDY
CONSENT FORM

Please initial inside each box

1 I confirm that I have read and understood the information sheet, dated _ /_ / version
for the above study. I have had the opportunity to consider the information, ask
questions, and have had these answered satisfactorily.

2 I understand that my participation is voluntary and that I am free to withdraw at any time,
without giving any reason, and without my medical care or legal rights being affected. I
understand that data collected up to my time of withdrawal may be used.

3 I agree for my contact details to be passed onto the ABA infant feeding team and for details
about when I give birth to be passed to the research team at the University of Birmingham
and to the ABA infant feeding team.

4 I agree to interviews being audio-recorded and anonymised quotes to be used as part of
study dissemination.

5 I understand that relevant sections of my medical notes, infant feeding support records
collected by | N 2nd information collected during the study may be looked
at by individuals from the University of Birmingham and the ABA research team, where it is
relevant to my taking part in this research. The Sponsor, subject to agreement from [JJij
i, may appoint a third party to access my identifiable data. I give permission
for these individuals to have access to my medical and research records.

6 Information collected that identifies me by name and date of birth and includes my contact
details (contact details form), will be transferred from where it is collected and stored at the
University of Birmingham. I agree to this transfer and storage.

7 I understand that the study researchers may contact me for follow up by letter, telephone,
SMS text message or email to remind me to complete the questionnaires or to ask me
questions. I understand SMS text messages will be done via mobile telecommunications
company systems.

8 I agree to take part in the ABA infant feeding study.

9 I agree to be approached in the future to ask how my baby and I are getting on.
(optional)

Name of Participant Date Signature
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APPENDIX 3

Name of Person taking Consent Date Signature

When completed: 1 for participant, 1 for hand held maternity record, 1 for Investigator Site File, 1 for
UoB Trials Unit

FOR OFFICE USE ONLY:

Participant ID number:

Participant Initials:

Site area:
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Appendix 4 Anonymised version of the
‘assets leaflet’ used in the ABA intervention
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INFANT FEEDING HELP
FOR ALL MOTHERS

What's available
locally for you
and your baby?

Please remember to contact me when your baby is born.

My ABA Feeding Helper is:

Telephone contact:

Infant feeding advice

Organisation 2
Website add

On-line feeding
information

Version X: X Manth 20XX

NCT Helpline for

fee dv/

National Breastfeeding Helpline:
03001000212

LaLeche League:

Association of Breastfeeding
Mothers: O

Breastfeeding Support for Bengali/
Sylheti speakers: 0300 456 2421

ABA study contact
information

Name, Po! n held
Telephone: XXX

Email: na

OTHER
SUPPORTING
LOGOS
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Tel: XXX XXXXXX

ﬂ Name of group Fachook title
10.30am-12pm:

Name of group
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Name of group
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you need help or advice
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Appendix 5 The ABA study text library

Hi, it’s Jo, from the ABA feeding team. | tried to call you earlier, when is a good time for a catch-up?

Best wishes for the birth - don't forget to let me know when your baby is born. If there’s anything you
want to discuss send a text and I'll call back.

Hi Abby, it’s Jo from the ABA feeding team. | tried to call you earlier. Give me a call or text a good time to
get back you.

There are national breastfeeding helplines [open 9.30am to 9.30pm] you can call. Store this number in
case you need it: XXXX

Hi Abby, how are you managing?

Hi Abby, how are you? How is the feeding going?

Hi Abby, how are you, how was last night?

How'’s the feeding going? Here to talk if you need.

If there is anything that you would like to chat through do give me a call.

Any feeding questions or problems let me know, always happy to talk things through.

Do you have any social events coming up? Are you wondering how you will cope with feeding? If you
want to talk about anything | would really like you to give me a call.

If you want to talk about anything | would really like you to give me a call.
If you'd like to chat about feeding or just to chat do give me a call... here if you need me.

Details of mother & baby and feeding groups are on the leaflet we gave you and available here [weblink
or document]. You can take a friend along.

If you are thinking of mixed feeding, or even stopping breastfeeding, please give me a call, | can help with
all types of feeding.

Hi Abby, It's Jo, from the ABA feeding team. Just wondering how it’s all going.
If you have any feeding questions you can call me on [tel no.]
Hi Abby, It's Jo, from the ABA feeding team. How are you and [baby name] getting on?

Hi Abby, | haven't heard back from you. | won'’t keep texting, but if you'd like to chat about feeding or just
to chat give me a call.

It's Jo from the feeding team. | won't contact you again, but the ABA study team will send you a
questionnaire when [baby name] is 8 weeks and 6 months old. If you complete these, they will send you a
£25 voucher when [baby name] is 6 months. Best wishes for the future.
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Appendix 6 Example genogram

eproduced from Ingram et al.13 © 2020 The Authors Health Expectations published by John Wiley &
Sons Ltd. This is an open access article under the terms of the Creative Commons Attribution License,
which permits use, distribution and reproduction in any medium, provided the original work is properly cited.

© Queen’s Printer and Controller of HMSO 2020. This work was produced by Clarke et al. under the terms of a commissioning contract issued by the Secretary of State for
Health and Social Care. This issue may be freely reproduced for the purposes of private research and study and extracts (or indeed, the full report) may be included in 105
professional journals provided that suitable acknowledgement is made and the reproduction is not associated with any form of advertising. Applications for commercial

reproduction should be addressed to: NIHR Journals Library, National Institute for Health Research, Evaluation, Trials and Studies Coordinating Centre, Alpha House,
University of Southampton Science Park, Southampton SO16 7NS, UK.



yn-oeayiu-Aleaqi|S|euInofMMmMm Alelqi S|euInor ¥HIN

901

Example genogram

Pavo
Mur g, 7 GRAND- N\
PARTNER cRIWLDTZEN M“M
?(?T2€ASTF,ED) 1yr/“r’l‘H’\ LaCAl’
Live (BREASTFED)
FureTy,
AwA'{m
J4
Phrerrgr, .
— VERY ’JMUE
CiTE suPPorRTIE
OTMULA
)
% c(mu)ﬁ%l
(6;%3“"5]
gALU'{ F(Llewi?
(;a%;\LA NO cHLDREN
ANDTZEA
8
Mo
BB

JoRN  canava
BROTREE

‘DW - é;Nl/ 7 cALDREN

Mowwes

BWAéTFEE‘Dwa—
Drop-iy GRoup

iy
(ABA FEED IUE\B:
ﬂﬂ?g@

cbd....

INFANT FEEDING HELP
FOR ALL MOTHERS

9 XIAN3ddV



DOI: 10.3310/phr08070

Appendix 7 Fidelity checklist for ABA
antenatal visit recordings

Public Health Research 2020 Vol. 8 No. 7

A. DETAILS OF RECORDING, TIMING AND CONTEXT FOR VISIT

Participant ID:

Site:

Duration of recording (in minutes):

Name of person completing this checklist:

Name of Infant Feeding Helper:

Anyone else present at the visit:

Date of recording:

Is the whole visit recorded?

Yes

/ No

B. FEEDING INTENTION OF MOTHER AT FIRST VISIT

Categories from: Hoddinott, P. and Pill, R., 1999. Qualitative study of decisions about infant feeding among women in east end of
London. BMJ, 318(7175), pp.30-34.

Tick box for closest category.

decision but not
in the initial
discussion of
feeding intention.

Group 1 Group 2 Group 3 Group 4 Group 5 Not
classified

CLASSIFICATION | Committed Probable breast | Possible breast Probable Committed e.g.

breast feeders: feeders: feeders: formula formula feeders: | Mother gave

mention spontaneously less committed feeders: do not mention no indication

perseverance and | express some and initially say that | possibility of of feeding

overcoming and doubt about their | spontaneously they will changing their intention.

coping with own or other mention a formula feed or mind. Would not

problems. Do not | women's ability scenario where probably consider breast

spontaneously to breast feed — | they would formula feed, feeding.

bring up for example, “IfT | change their but at some

anticipated am able to ...”, decision in their point in the

problems in the “Some women initial discussion | interview

initial discussion | can't....” of feeding mention that

about feeding Spontaneously intention. they might

intention or mention a consider breast

mention scenario which feeding or

changing their might make them mention positive

mind. change their factors.

TICK ONE BOX

Notes/ if ‘cannot be classified’, state why.
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APPENDIX 7

C. DOES THE ABA HELPER DESCRIBE AND EXPLAIN THE INTERVENTION
AS INTENDED?

Fidelity questions taken from protocol and training template for antenatal visit.

co
1. The purpose of the antenatal visit? I G AR AT

e  Get to know each other

e Talk about the help available

e  Will talk about family and friends

e  Will talk about groups/ local resources

Yes / No/ in part

Notes:

; i 2
2. The support available from the Infant Feeding team? e A

e  Regardless of feeding intention
Yes / No/ in part e  Before and after birth

e  Especially in the early days and weeks
e Questions, challenges

Notes:
e A listening ear

3. The timeline of the ABA intervention?

e Timeline is shown to mother
e ABA Helper talks through the timeline

Yes / No / in part

Notes:

4. The need to contact the ABA helper once the baby is born?

e Need to make contact postnatally is
emphasised

e  Mother puts ABA helper’s number in
phone during the conversation

Yes / No/ in part

Notes:
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D. DOES THE ABA HELPER INTRODUCE LOCAL ASSETS AS INTENDED?

Fidelity questions taken from protocol and training template for antenatal visit.
1.

1.

Does she use the leaflet as intended?

Yes / No/ in part

Notes:

Does she introduce specific local assets as intended?

Yes / No/ in part

Does the ABA helper give the mother the
leaflet?

Does the ABA Helper talk through the
assets leaflet with the mother

Does the ABA Helper make the mother
aware of local support groups
Does the ABA helper offer to accompany?

Notes:

E. DOES THE ABA HELPER USE THE
GENOGRAM AS INTENDED?

1. Is a Genogram completed?

Yes / No

2. s the Genogram used to stimulate a feeding conversation?

. e Family discussed
Yes / No/ in part e Friends discussed

Notes: e ABA helper explicitly mentioned

e Does the ABA helper expand from listing
people to getting the mother to think about
who can help her with specific issues?

3. Does the Infant Feeding Helper take a photograph of the
Genogram?

Yes / No
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F. EVIDENCE OF INTENDED / POSSIBLE BEHAVIOUR CHANGE TECHNIQUES (BCTs)

BCTs — Core and non-core BCTs intended for antenatal conversations taken from protocol and research group discussion

Core Social support: Sugges_t that .the mot.her calls the ABA helper if they are
struggling with feeding or need some support.
£udlvis @i, arrange, or provif:le sl Suggest contact with a friend or family member to talk Yes / NO / UnCIGar
help (e.g. from friends, relatives, about feedin Notes
colleagues, ‘buddies’ or staff) for &
performance of the behaviour.
Core : 1 Encourage the mother to attend social gatherings where
Re sFructurmg the social other mothers are breastfeeding. #find out about good
environment: places to breastfeed when out and about. Yes / No/ Unclear
Change, or advise to change the social Notes
environment in order to facilitate
performance of the wanted behaviour.
Non-core g 2 . | Ask the woman to take a friend to the breastfeeding
Social support (emOtlonal) * | group or ask the ABA helper to meet her there.
Advise on, arrange, or provide emotional YCS / NO / UnClear
social support (e.g. from friends, relatives, Notes
colleagues, ‘buddies’ or staff) for
performance of the behaviour.
Non-core Instruction on how to Provide infprmation (visual imagesZ DVD) and model
) demonstrations to show how to position a baby to
perform the behaviour: facilitate latching, show how to prepare a bottle of Yes / No/ Unclear
formula correctly. Notes

(includes skills training)

Look out for specific information giving
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Non-core 2 ABA helper explains the health benefits of breastfeeding
Information about health to both/ either mother and baby. Yes / No / UnCleaI'
consequences: N
ABA helper explains health dis-benefits of formula Notes
Provide information (e.g. written, verbal, feeding
visual) about health consequences of
performing the behaviour.
Non-core . Tell mother than can successfully breastfeed despite
Verbal persuasion about T Yes / No/ Unclear
capability:
Encourage women to talk to friends and family and Notes
Tell person that they can successfully breastfeeding groups to hear positive stories.
perform the behaviour, arguing against
self-doubts and asserting that they can and
will succeed.
Non-core Ask / encourage mothers to imagine breastfeeding in
Mental rehearsal of public locations and plan how this can be undertaken Yes / No / Unclear
successful performance: discretely. Notes

Advice to practice imagining performing
the behaviour successfully in relevant
contexts
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G.FIDELITY OF OVERALL TONE OF THE ENCOUNTER

Fidelity questions taken from protocol and training template for antenatal visit.

1.

Overall rapport between ABA helper and mother, overall did you get the impression that the mother felt warm towards the ABA helper and would be likely to get in
touch with her? (1 = poor, 5 = strong)

1 2 3 4 5

Inclusivity in terms of feeding choices the mother wanted to discuss, in relation to ABA helper’s language and approach, is she praising some intentions or dismissive
of others? (1 = poor, 5 = strong)

1 2 3 4 5

Use of active listening skills including allowing time for mother to speak, remembering things the mother has said, clarifying things the mother has said, look out for
picking up (or not picking up ) on mothers’ particular concerns or worries about feeding and discussing them (1 = poor, 5 = strong)

1 2 3 4 5

Breastfeeding-centred or mother-centred focus on persuading mother to breastfeed or responding to issues relating to the mother’s indicated feeding intention
(1 = breastfeeding centred, 5 = mother centred)

1 2 3 4 5
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Appendix 8 Semistructured interview
schedules

INTERVIEW GUIDE FOR WOMEN

This is the starting topic guide. The overarching objectives will remain the same, but questions and

prompts will be developed as interviews are undertaken to incorporate any important themes emerging

from the interviews.

Before the interview begins

e  Thank mother for giving the time for the interview and explain. “The purpose of the research is to find out
about your experiences of feeding your baby and how help for feeding can be improved in future.”

e  Ensure the participant has had the opportunity to ask any questions about the research including issues
about confidentiality, the findings of the research and where the research will be disseminated before being
asked to sign the consent form.

e Explain that they don’t have to answer all the questions just because they have consented to the interview,
and that they can take a break or stop the interview at any time.

e Explain that you are there to understand more about their experiences and that they will have some time at
the end of the interview to talk about any other issues that are important to them that may not have been
covered by the questions.

e  Check that they are happy to be audio-recorded and that they have signed for this on the consent form.

e  Start audio-recording and begin the interview.

Questions for All participants / Questions for ABA participants only
THE MOTHER’S FEEDING STORY
1. Thank you so much for taking the time to talk to me. Can I start by asking how old your baby is
now ... baby’s name, how are you both?
[make a note of baby’s name for use in rest of interview]

2. Can you tell me about your experience of feeding your baby ...?
[Encourage mother to tell her story]

Were there any challenges or difficult times in terms of feeding your baby?
(If so) What did you do?
(If so) Who helped you?

How are things now?
EXPERIENCE OF ANTENATAL FEEDING HELP

3. Thinking back to before your baby was born ... how were you thinking about
feeding your baby?

How different is your experience to what you had expected?

Is there anything they would say to friends who are pregnant for the first time to
help them prepare?

4. Thinking back to the first time you met your ABA helper, before your baby was born... can you
tell us what happened — what did you talk about? What was helpful/unhelpful?

5. Did you any receive text messages or phone calls from the ABA helper before your baby was
born?

(If so) what did you think about the messages and calls that you received?

6. Did you and the ABA helper talk about how friends/family members had fed their babies?
(If so) Did you find that helpful? How / Why?
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APPENDIX 8

7. Did your ABA helper provide you with any information about local groups or where to get
support? If so, can you tell me about any support have you accessed?

8. To what extent did help from ABA influence how you were thinking of feeding your baby?

EXPERIENCE OF POSTNATAL FEEDING HELP

9. Can you tell me about your experience of infant feeding help in the hospital? Who provided it,
useful/not useful?

10. Can you talk me through what happened after the birth with the ABA feeding helper?
Who contacted who, what happened next?

11. Can you tell me about what ABA help you received?

How did you organise how often she would contact you — how did she support you —
what it was like — was it enough?

12. Can you tell me about other types of help you have received for infant feeding — so any help you
have received from health professionals, friends, family, other support?
What was helpful/unhelpful?

13. Can you tell me about any times when you particularly needed help with feeding your baby —
what happened?

14. Thinking about the help that you got from family and friends, were there any costs involved?
E.g. Did they take unpaid time off work? Pay or travel to attend groups? Buy equipment?

15. Did any of the midwives or health visitors that you spoke to mention the ABA service?
(If so) What did they say about it?

RELATIONSHIP WITH THE ABA HELPER
16. How would you describe your relationship with the ABA helper?

17. Did your relationship with the ABA helper change over time? If so how

18. Can you tell me about any ways in which the ABA helper has influenced you or your experience
of feeding your baby?
Explore answer

19. Thinking about being part of the ABA study, have you talked to friends or family about it?
Can you tell me about some of the conversations you have had? What have been their thoughts about
it?
CONTAMINATION / COMMUNITY LEVEL EFFECT

20. Have you met any (other) mothers who were taking part in the ABA study?
(If so) did you meet any mothers who saw an ABA infant feeding helper?

Did they talk about the help they got from the ABA infant feeding team with you?
(If so) what did they say?

Did they pass on any ideas or tips or information about ways to get help?

(If so) Did the information help you?
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FINAL THOUGHTS

21.  Thinking about immediate family, friends, health professionals and anyone else who has been
around ... who do you feel has been most helpful to you with feeding your baby?
Who ... why/ how?

22. Is there anything you would change about ABA?

23. Do you have any other issues or views you wish to share about your experiences?

Thank you for your time
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INTERVIEW GUIDE FOR ABA INFANT FEEDING HELPERS

This is the starting topic guide. The overarching objectives will remain the same, but questions and
prompts will be developed as interviews are undertaken to incorporate any important themes emerging
from the interviews.

Before the interview begins

Thank the ABA helper(s) for giving the time to the interview and explain “The purpose of the research is to
find out about your experiences of the ABA feeding intervention and to learn lessons for how infant feeding
support might be improved.”

Ensure the participant has had the opportunity to ask any questions about the research including issues
about confidentiality, the findings of the research and where the research will be disseminated before being
asked to sign the consent form.

Explain that they don’t have to answer all the questions just because they have consented to the interview,
and that they can take a break or stop the interview at any time.

Explain that you are there to understand more about their experiences and that they will have some time at
the end of the interview to talk about any other issues that are important to them that may not have been
covered by the questions.

Check that they are happy to be audio-recorded and that they have signed for this on the consent form.

PEER EXPERIENCE AND UNDERSTANDING

1. What do you understand are the goals of the ABA intervention?

How do you feel about these goals?

2. How did being an ABA feeding helper differ from the help you used to/usually provide?

ANTENATAL DELIVERY

3. Thinking about the first time you met the mothers face-to-face, before their babies were born,

how did that go?

Prompts: How was it arranging a time and place to meet? Anyone else there?
Any difficulties/challenges?

4. Thinking more about those first face-to-face meetings, how did you find discussing the mothers’

feeding views ?

How did ABA fit with mothers’ feeding views?

5. How did you find using the family and friends tree (Genogram)?

Prompts: How useful was it, any difficulties, what influence do you think it had  (e.g. women
seeking out support), any suggestions for using this in future?

6. How did you pass on information about local groups and other sources of help?

Prompts: How was that received? How useful were they?
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7. How did you find texting and making calls to the mothers before their babies were born?

Prompts: What worked well - didn’t work well?

8. Did you accompany any of the mothers you met to a local group before her baby was born?

Prompts: If no, why not? If yes, how was it?

POSTNATAL DELIVERY

9. Now, thinking about after the babies were born, how did you find making contact with the
women?

Prompts: How did you organise the frequency of contacts with mothers? Were you able to
organise face-to-face contacts/accompany women to groups (if not why — if yes, how was it);
What worked well — didn’t work well? ?

10. How did you find texting and making calls to the mothers after their babies were born?

How did the mothers respond?

IMPACT

11. When did women most need help?

To what extent do you feel you were able to provide help when women most needed it?

12. How did the ABA infant feeding support influence women asking for help from others?

13. How do vou think ABA influenced women?

INTEGRATION

14. What was your experience of working alongside health professionals as part of the ABA
intervention? (explore answer)

15. How did you feel about ABA being available to some mothers but not others?

Prompts: How did that work out in practice? Were you asked to support women not in the ABA
group?
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EXPERIENCE OF TRAINING AND SUPERVISION

16. What are your thoughts about the ABA training?

Prompts: What was good — not so good?
What did you learn that was new? What would you do differently?

17. Will the training change the way you help mothers in the future once the ABA study has ended?

If so, how?

FINAL THOUGHTS

18. Overall, what has been your experience of being an ABA feeding helper?

Prompts: Anything you would you have liked to do differently? Aspects you disagreed with?; Did you
make any changes to how the ABA support was meant to be provided (explore answer)

19. Did the ABA intervention have any additional costs for you?
For example, longer unpaid hours, cost of childcare, cost of telephone calls?

20. Ifin future ABA was to become part of usual care — what might be the issues?

21. In your opinion, do you think it would be helpful to roll out the ABA intervention to all mothers?
Why/ Why not?

22. Do you have any other issues or views you wish to share about the ABA intervention?

Thank you for your time
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INTERVIEW GUIDE FOR HEALTH CARE PROFESSIONALS

This is the starting topic guide. The overarching objectives will remain the same, but questions and
prompts will be developed as interviews are undertaken to incorporate any important themes emerging
from the interviews.

Before the interview begins

Thank the health professional for giving the time to the interview and explain. “The purpose of the research
is to find out about your experiences of the ABA feeding helpers and to learn lessons for how infant feeding
help might be improved.”

Ensure the participant has had the opportunity to ask any questions about the research including issues
about confidentiality, the findings of the research and where the research will be disseminated before being
asked to sign the consent form.

Explain that they don’t have to answer all the questions just because they have consented to the interview,
and that they can take a break or stop the interview at any time.

Explain that you are there to understand more about their experiences and that they will have some time at
the end of the interview to talk about any other issues that are important to them that may not have been
covered by the questions.

Check that they are happy to be audio-recorded and that they have signed for this on the consent form.

UNDERSTANDING AND AWARENESS

I’d like to start by asking you what you know about the ABA study ...

Probe — the assets leaflet, the formula feeding leaflet, the Genogram

FIT WITH EXISTING SYSTEMS OF CARE
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What has been your experience of working with the ABA helpers?
Prompts: What has worked well, not worked well?

How has ABA fit with the support already offered for infant feeding? (e.g. midwives, health visitors
and peer supporters?

Did you talk to women about ABA? If yes, can you tell me about some of the conversations you
had?

THE WOMEN

5. How has ABA influenced women’s infant feeding experiences?

6. Can you tell me about any feedback you have had from women about ABA?

7. What influence has ABA had on health professional practices?
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IMPLEMENTATION AND CONTAMINATION

8. Thinking about how the study worked in practice, can you tell me about what worked well and any
difficulties or challenges in:

Handing out study summary leaflets?

Asking women if they could pass on their contact details to the research team?
Recruitment taking place at the scan and at antenatal clinics?

Randomising women to either receive/not receive the support?

9. Were women in the usual care group aware of the ABA intervention?
(If so) do you think it changed the usual care they received?

FINAL THOUGHTS

10. Do you think it would be helpful to roll out the ABA intervention to all mothers?
Why/ Why not?
11. Do you have any other issues or views you wish to share about the ABA intervention?

Thank you for your time
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Appendix 9 Text message sent to women
2-3 days postnatally

Hello from the ABA research team. Congratulations on the birth of your baby.
We would like to know how your baby has been fed since birth.

If your baby has had only formula milk please text 1.

If your baby has had only breast milk please text 2.

If your baby has had both breast and formula milk please text 3.

Thank you - we will next be in touch when your baby is 8 weeks old.
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Appendix 10 Recruitment flow diagrams
for sites A and B

Site A
Screened prior to eligibility
(n=68)
Excluded
(n=14)
e Declined to participate, n=14
4
Assessed for eligibility
(g
Excluded
(n=1)
\ 4 e Declined to participate,n=1

Randomised
(n=53)

! -

Allocation
Allocated to intervention Allocated to control
(n=25) (n=28)

Withdrawn (stillbirth)
(n=1) ]

Follow-up at 8 weeks

I‘_

Withdrawn
(n=1)

v v
Completed 8-week questionnaire Completed 8-week questionnaire
(n=19) (n=21)
[Did not return questionnaire (n=5)] [Did not return questionnaire (n=6)]
Withdrawn
(n=1)

Follow-up at 6 months

A 4 h 4
Completed 6-month questionnaire Completed 6-month questionnaire
(n=17) (n=20)

'SR

[Did not return questionnaire (n=6)] [Did not return questionnaire (n=7)]
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Excluded

l

(n=25)

Site B
Screened prior to eligibility
Screened assessment
(n=67)
(n=17)
e Declined to participate,n=17
A 4
Assessed for eligibility
A 4
Randomlsed
(n=5
A 4
"
Allocated to intervention
(n=25)

Follow-up at 8 weeks

[ Allocated to control ]

Completed 8-week questionnaire
(n=22)
[Did not return questionnaire (n=3)]

Completed 8-week questionnaire
(n=24)
[Did not return questionnaire (n=1)]

Follow-up at 6 months

v

Completed 6-month questionnaire
(n=22)
[Did not return questionnaire (n=3)]

Completed 6-month questionnaire
(n=24)
[Did not return questionnaire (n=1)]
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Site A Site B Overall
Intervention Usual care Intervention Usual care Intervention Usual care
Characteristic (N = 25) (N =28) (N = 25) (N = 25) (N =50) (N=53)
Age at baseline 27.9 (5.2) 27.7 (5.9) 27.8 (5.5) 29.2(20.5) 29.3 (5.6) 29.3(5.4) 28.6(5.2) 28.5 (5.8) 28.5 (5.5)
(years), mean (SD)
Age range (years), 17.7-37.7 17.9-39.0 17.7-39.0 20.5-43.0 17.9-42.9 17.9-43.0 17.7-43.0 17.9-42.9 17.7-43.0
minimum-maximum
Missing, n (%) 0 (0) 1(3.6) 1(1.9) 0 (0) 0 (0) 0 (0) 0 (0) 1(1.9) 1(1.0)
Ethnicity, n (%) N=54
White British 21 (84.0) 22 (81.5) 43 (82.7) 22 (88.0) 23 (92.0) 45 (90.0) 43 (86.0) 45 (86.5) 88 (86.3)
White other 1(4.0) 3(11.1) 4(7.7) 2 (8.0) 1(4.0) 3 (6.0) 3 (6.0) 4(7.7) 7 (6.9)
Asian 0 (0) 0(0) 0(0) 0(0) 1(4.0) 1(2.0) 0 (0) 1(1.9) 1(1.0)
Black African 0 (0) 1(3.7) 1(1.9) 0 (0) 0 (0) 0 (0) 0 (0) 1(1.9) 1(1.0)
Black Caribbean 1(4.0) 0 (0) 1(1.9) 0(0) 0(0) 0 (0) 1(2.0) 1(1.9) 1(1.0)
Mixed 1 (4.0) 1(3.7) 2 (3.9) 1(4.0) 0 (0) 1(2.0) 2 (4.0) 1(1.9) 3(2.9)
Other 1(4.0) 0 (0) 1(1.9) 0 (0) 0 (0) 0 (0) 1(2.0) 0 (0) 1(1.0)
Missing 0 (0) 1(3.6) 1(1.9) 0 (0) 0 (0) 0 (0) 0 (0) 1(1.9) 1(1.0)
Employment status, N=24 N=52 N=49 N=102
n (%)
In paid work 18 (72.0) 25 (92.6) 43 (82.7) 22 (88.0) 25 (100) 47 (94.0) 40 (80.0) 50 (96.2) 90 (88.2)
Unemployed 6 (24.0) 1(3.7) 7 (13.5) 2 (8.0) 0(0) 2 (4.0) 8 (16.0) 1(1.9) 9 (8.8)
Looking after 0 (0) 0 (0) 0 (0) 0 (0) 0 (0) 0 (0) 0 (0) 0 (0) 0 (0)
family/home
Unable to work 0 (0) 0 (0) 0(0) 0 (0) 0(0) 0 (0) 0 (0) 0(0) 0 (0)
(long-term health
problem)
Full-time 0 (0) 1(3.7) 1(1.9) 1 (4.0 0(0) 1(2.0) 1(2.0) 1(2.0) 2 (2.0)
education or
training

Missing 0 (0) 1(3.6) 1(1.9) 0(0) 0(0) 0 (0) 0(0) 1(1.9) 1(1.0)
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Site A Site B Overall
Intervention Usual care All Intervention Usual care All Intervention Usual care
Characteristic (N = 25) (N =28) (N=53) (N=25) (N = 25) (N=50) (N=50) (N=53)
Highest level of N=30
qualification, n (%)
No formal 1(4.0) 0(0) 1(1.9) 0 (0) 0(0) 0 (0) 1(2.0) 0(0) 1(1.0)
qualification
GCSE or 6 (24.0) 5(18.5) 11 (21.2) 6 (24.0) 5(20.0) 11 (22.0) 12(24.0) 10 (19.2) 22 (21.6)
equivalent
A/AS level or 8 (32.0) 6(22.2) 14 (26.9) 12 (48.0) 7 (28.0) 19 (38.0) 20 (40.0) 13 (25.0) 33 (324)
equivalent
Degree level or 10 (40.0) 16 (59.3) 26 (50.0) 7 (28.0) 13 (52.0) 20 (40.0) 17 (34.0) 29 (55.8) 46 (45.1)
higher
Missing 0 (0) 1(3.6) 1(1.9) 0 (0) 0(0) 0 (0) 0 (0) 1(1.9) 1(1.0)

Relationship status, n (%)

Married/ 9 (36.0) 12 (46.2) 21(41.2) 13(52.0) 14 (56.0) 27 (54.0) 22 (44.0) 26 (51.0) 48 (47.5)
registered civil
partnership

Living together 9 (36.0) 11 (42.3) 20 (39.2) 9 (36.0) 9 (36.0) 18 (36.0) 18 (36.0) 20 (39.2) 38 (37.6)
Single 7 (28.0) 3(11.5) 10 (19.6) 3(12.0) 2 (8.0) 5(10.0) 10 (20.0) 5(9.8) 15 (14.9)
Widowed, 0 (0) 0(0) 0 (0) 0 (0) 0 (0) 0 (0) 0 (0) 0 (0) 0 (0)
divorced or
separated
Missing 0 (0) 2(7.1) 2 (3.8) 0 (0) 0(0) 0 (0) 0 (0) 2 (3.8) 2(1.9)
Index of Multiple N=27 N=52 N=52 N=102
Deprivation quintile,
n (%)
1 (most deprived) 13 (52.0) 11 (40.7) 24 (46.2) 1(4.0) 0 (0) 1(2.0) 14 (28.0) 11 (21.2) 25 (24.5)
2 3(12.0) 6(22.2) 9(17.3) 2 (8.0) 2 (8.0) 4 (8.0) 5 (10.0) 8 (15.4) 13 (12.8)
3 1(4.0) 7 (25.9) 8 (15.4) 8 (32.0) 3(12.0) 11 (22.0) 9 (18.0) 10 (19.2) 19 (18.6)
4 7 (28.0) 3(11.1) 10 (19.2) 6 (24.0) 11 (44.0) 17 (34.0) 13 (26.0) 14 (26.9) 27 (26.5)
5 (least deprived) 1 (4.0 0(0) 1(1.9) 8 (32.0) 9 (36.0) 17 (34.0) 9 (18.0) 9(17.3) 18 (17.7)
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Site A Site B Overall
Intervention Usual care Intervention Usual care Intervention Usual care
Characteristic (N = 25) (YEW1)) = (N = 25) (N = 25) = (N =50) (EEX))
Maternal well-being  54.1 (9.8) 55.0(9.2) 54.6 (9.4) 53.4(6.2) 53.7 (8.4) 53.6 (7.3) 53.7 (8.1) 54.4 (8.7) 54.1 (8.4)
(WEMWABS), mean
(SD)
Missing, n (%) 0 (0) 1(3.6) 1(1.9) 0 (0) 0(0) 0 (0) 0 (0) 1(1.9) 1(1.0)
Intention to feed, n (%)
Breastmilk only 10 (40.0) 9 (33.3) 19 (36.5) 7 (28.0) 9 (37.5) 16 (32.7) 17 (34.0) 18 (35.3) 35 (34.7)
Mainly 7 (28.0) 7 (25.9) 14 (26.9) 10 (40.0) 6 (25.0) 16 (32.7) 17 (34.0) 13 (25.5) 30 (29.7)
breastmilk
Half and half 4 (16.0) 6(22.2) 10 (19.2) 6 (24.0) 6 (25.0) 12 (24.5) 10 (20.0) 12 (23.5) 22 (21.8)
Mainly formula 2 (8.0) 2(7.4) 4(7.7) 1(4.0) 0(0) 1(2.0) 3 (6.0) 2 (3.9) 5 (5.0)
Formula milk 2 (8.0) 3(11.1) 5(9.6) 1(4.0) 3(12.5) 4(8.2) 3 (6.0) 6(11.8) 9 (8.9)
only
Missing 0 (0) 1(3.6) 1(1.9) 0 (0) 1(4.0) 1(2.0) 0 (0) 2 (3.8) 2(1.9)
How participant was fed as a baby, n (%)
Breastfed 7 (28.0) 8 (29.6) 15 (28.9) 9 (36.0) 12 (48.0) 21(42.0) 16 (32.0) 20 (38.5) 36 (35.3)
entirely
Formula fed 8 (32.0) 13 (48.2) 21 (40.4) 5(20.0) 3(12.0) 8 (16.0) 13 (26.0) 16 (30.8) 29 (28.4)
entirely
Mixed feeding 10 (40.0) 5(18.5) 15 (28.9) 7 (28.0) 6 (24.0) 13 (26.0) 17 (34.0) 11 (21.2) 28 (27.5)
Don’t know 0 1(3.7) 1(1.9) 4 (16.0) 4 (16.0) 8 (16.0) 4 (8.0) 5(9.6) 9 (8.8)
Missing 0 (0) 1(3.6) 1(1.9) 0 (0) 0(0) 0 (0) 0 (0) 1(1.9) 1(1.0)
Participant knows 22 (88.0) 5(92.6) 47 (90.4) 21 (84.0) 25 (100) 46 (92.0) 43 (86.0) 50 (96.2) 93 (91.2)

anyone who has
breastfed their baby,

n (%)
Missing 0 (0) 1(3.6) 1(1.9) 0 (0) 0 (0) 0 (0) 0 (0) 1(1.9) 1(1.0)
Baby’s gestational 39.0 (2.3) 40.1 (1.2) 39.6 (1.9) 39.7 (1.7) 39.3 (1.8) 39.5(1.8) 39.4(2.0) 39.7 (1.6) 39.5(1.8)

age at birth (weeks),
mean (SD)
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Site A Site B Overall
Intervention Usual care All Intervention Usual care All Intervention Usual care

Characteristic (N = 25) (N = 28) (N=53) (N=25) (N = 25) (N=50) (N=50) (N=53)
Missing 1(2.0) 1(3.6) 2(3.8) 0(0) 0(0) 0 (0) 1(2.0) 1(1.9)
Premature baby, n (%) 5(20.8) 0 (0) 5(9.8) 2 (8.0) 2 (8.0) 4 (8.0) 7 (14.3) 2 (3.9)
Missing 1(2.0) 1(3.6) 2(3.8) 0 (0) 0 (0) 0 (0) 1(2.0) 1(1.9)
Mode of delivery, n (%)

Vaginal birth 5(26.3) 10 (50.0) 15(38.5) 10 (47.6) 12 (50.0) 22 (48.9) 15(37.5) 22 (50.0)

C-section 1(5.3) 1(5.0) 2(5.1) 2(9.5) 2(8.3) 4 (8.9) 3(7.5) 3(6.8)

(planned)

C-section 4(21.1) 4 (20.0) 8(20.5)  4(19.1) 6 (25.0) 10 (22.2) 8 (20.0) 10 (22.7)

(emergency)

Forceps, 9 (47.4) 5(25.0) 14 (35.9) 5(23.8) 4 (16.7) 9(20.0) 14 (35.0) 9 (20.5)

ventouse,

vacuum delivery

Missing 6 (24.0) 8 (28.6) 14 (26.4) 4 (16.0) 1 (4.0 5(10.0) 10 (20.0) 9 (17.0)
Duration of mother’s hospital stay, n (%)

<24 hours 3(15.8) 6 (30.0) 9(23.1) 5(23.8) 4 (16.7) 9 (20.0) 8 (20.0) 10 (22.7)

24-48 hours 11 (57.9) 6 (30.0) 17 (43.6) 7 (33.3) 6 (25.0) 13 (28.9) 18 (45.0) 12 (27.3)

> 48 hours 5(26.3) 7 (35.0) 12 (30.8) 9 (42.9) 14 (58.3) 23(51.1) 14 (35.0) 21 (47.7)

Home birth 0 1(5.0) 1(2.6) 0 (0) 0(0) 0 (0) 0(0) 1(2.3)

Missing 6 (24.0) 8 (28.6) 14 (26.4) 4 (16.0) 1(4.0) 5(10.0) 10 (20.0) 9 (17.0)
Baby admitted to 4(21.1) 2 (10.0) 6 (15.4) 3(14.3) 2(8.3) 5(11.1) 7 (17.5) 4(9.1)
neonatal unit, n (%)
Missing 6 (24.0) 8 (28.6) 14 (26.4) 4 (16.0) 1(4.0) 5(10.0) 10 (20.0) 9 (17.0)

2(1.9)
9(8.9)
2(1.9)

37 (44.1)
6(7.1)

18 (21.4)

23 (27.4)

19 (18.4)

18
30
35

1
19
11

214)
35.7)
41.7)
1.2)

18.4)
13.1)

—_ o~ o~ o~ o~ o~

19 (18.4)

A/AS level, Advanced/Advanced Subsidiary level; GCSE, General Certificate of Secondary Education; SD, standard deviation.

WEMWABS?® score ranges from 14 to 70; 70 indicates highest level of mental well-being.
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Data completeness: participant characteristics

Data item

Age

Ethnicity
Employment status
Qualifications
Relationship status

Index of Multiple
Deprivation

Maternal well-being
(baseline)

Intention to feed

How participant was
fed as a baby

Participant knows
anyone who has
breastfed their baby

Baby’s gestational age
at birth

Mode of delivery

Duration of mother’s
hospital stay

Baby admitted to
neonatal unit

Intervention

Potential
total

50
50
50
50
50
50

50

50
50

50

50

50
50

50

Number
collected

50
50
50
50
50
50

50

50
50

50

49

40
40

40

Completed (%)
100
100

100
100
100
100

100

100
100

100

98

80
80

80

Control

Potential
total

53
53
53
53
53
53

53

53
53

53

53

53
53

53

Number
collected

52
52
52
52
51
52

52

51
52

52

52

44
44

a4

Completed (%)
98.1
98.1
98.1
98.1
96.2
98.1

98.1

96.2
98.1

98.1

98.1

83.0
83.0

83.0

Overall

Potential
total

103
103
103
103
103
103

103

103
103

103

103

103
103

103

Number
collected

102
102
102
102
101
102

102

101
102

102

101

84
84

84

Completed (%)

99.0
99.0
99.0
99.0
98.1
99.0

99.0

98.1
99.0

99.0

98.1

81.6
81.6

81.6
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Data completeness: estimates from feasibility study

Data item
Any breastfeeding at 8 weeks

Any breastfeeding at 8 weeks (including health
visitor data)

Any breastfeeding at 6 months

Exclusive breastfeeding at 6-8 weeks
(last 24 hours)

Exclusive breastfeeding at 6-8 weeks (since birth)

Exclusive breastfeeding at 6 months (last 24 hours
definition)

Exclusive breastfeeding at 6 months (no other
food/drink ever definition)

Breastfeeding initiation (from 8-week data)
Breastfeeding initiation (from 3-day text data)

Feeding since birth at 3 days (from 3-day
text data)

Serious adverse events (hospital admissions for
feeding-related problems)

Maternal well-being (8 weeks)

Maternal well-being (6 months)

Social support (8 weeks) (mean)

Social support (6 months) (mean)

Maternal satisfaction (home support) (mean)

Maternal satisfaction (hospital support) (mean)

Intervention

Potential
total

50
50

50
50

50
50

50

50
50
50

50

50
50
50
50
50
50

Number
collected

41
48

39
41

41
39

39

41
31
31

40

40
39
40
39
40
40

Completed
(%)

82
96

78
82

82
78

78

82
62
62

80

80
78
80
78
80
80

Control

Potential
total

53
53

53
53

53
53

53

53
53
53

53

53
53
53
53
53
53

Number
collected

47
50

a4
47

47
a4

44

47
39
39

a4

44
44
44
44
44
42

Completed
(%)

88.7
94.3

83.0
88.7

88.7
83.0

83.0

88.7
73.6
73.6

83.0

83.0
83.0
83.0
83.0
83.0
79.2

Overall

Potential
total

103
103

103
103

103
103

103

103
103
103

103

103
103
103
103
103
103

Number
collected

88
98

83
88

88
83

83

88
70
70

84

84
83
84
83
84
82

Completed
(%)

854

95.1

80.6
854

854
80.6

80.6

854
68.0
68.0

81.6

81.6
80.6
81.6
80.6
81.6
79.6
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Data completeness: data for economic evaluation

Data item

Number of times consulted GP in past 3 months
(baseline) (mean)

Number of times consulted practice nurse in past
3 months (baseline) (mean)

Number of times consulted midwife in past
3 months (baseline) (mean)

Use of health and feeding support services
(8 weeks)

Use of child care (8 weeks)
Use of child care (6 months)
Benefits (baseline)

Benefits (8 weeks)

Benefits (6 months)

Intervention

Potential
total

50

50

50

50

50
50
50
50
50

Number
collected

47

47

47

40

40
39
45
40
39

Completed
(%)

94

94

94

80

80
78
90
80
78

Control

Potential
total

53

53

53

53

53
53
53
53
53

Number
collected

52

52

52

42

43
44
49
a4
a4

Completed
(%)

98.1

98.1

98.1

79.2

81.1
83.0
92.5
83.0
83.0

Overall

Potential
total

103

103

103

103

103
103
103
103
103

Number
collected

99

99

99

82

83
83
94
84
83

Completed
(%)

96.1

96.1

96.1

79.6

80.6
80.6
913
81.6
80.6
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Appendix 13 Estimates from feasibility
study: any breastfeeding at 8 weeks and
6 months, by site
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9€T

Site A

Intervention

Data item (95% Cl)
Any 8/19  42.1(20.3
breastfeeding to 66.5)
at 8 weeks

Any 9/23  39.1(19.7
breastfeeding to 61.5)
at 8 weeks

(including health

visitor data)

Any 5/17  29.4(10.3
breastfeeding to 56.0)

at 6 months

Site B
Intervention
Usual care (N=28) All (N=53) (N = 25) Usual care (N=25) All (N=
(95% Cl) n/N (95% Cl) (95% Cl) (95% Cl)
9/23  39.1(19.7 17/42 40.5(25.6 15/22 68.2(45.1 13/24 54.2(32.8 28/46
to 61.5) to 56.7) to 86.1) to 74.4)
9/26  34.6(17.2 18/49 36.7 (234 15/25 60.0(38.7 13/24 54.2(32.8 28/49
to 55.7) to 51.7) to 78.9) to 74.4)
8/20 40.0(19.1 13/37 351(20.2 13/22 59.1(36.4 8/24 33.3(15.6 21/46
to 63.9) to 52.5) to 79.3) to 55.3)

50)

(95% ClI)
60.9 (45.4
to 74.9)

57.1(42.2
to 71.2)

45.7 (30.9
to 61.0)

Overall

Intervention

Usual care (N=53) All (N=

(95% Cl) (95% Cl)

23/41 56.1(39.7 22/47 46.8(32.1 45/88
to 71.5) to 61.9)

24/48 500 (352 22/50 44.0(30.0 46/98
to 64.8) to 58.7)

18/39 46.2(30.1 16/44 36.4 (224 34/83
to 62.8) to 52.2)

103)

(95% ClI)

51.1 (40.2
to 61.9)

46.9 (36.8
to 57.3)

41.0 (30.3
to 52.3)
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Appendix 14 Estimates from feasibility
study: exclusive breastfeeding at 8 weeks
and 6 months, by site
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8¢t

Site A

Intervention

Data item n/N

Usual care (N = 28)

(95% Cl) n/N

Exclusive breastfeeding at 6-8 weeks

Last 5/19
24 hours
Since birth  4/19

263(9.1 7/23
to 51.2)
211(61  3/28
to 45.6)

Exclusive breastfeeding at 6 months

Last 5/17
24 hours
No other 2/17

food/drink
ever

29.4 (103 6/20
to 56.0)

11.8 (1.5
to 36.4)

0/20

%
(95% Cl)

304 (13.2
to 52.9)

130 (28
to 33.6)

30.0 (11.9
to 54.3)

0(
to 16.8)

All (N=

n/N

12/42

7/42

11/37

2/37

53)

%
(95% Cl)

28.6 (15.7
to 44.6)

16.7 (7.0
to 31.4)

29.7 (15.9
to 47.0)

54(0.7
to 18.2)

Site B
Intervention

(N=25)

n/N (95% Cl)

11/22 50.0 (28.2
to 71.8)
7/22  318(13.9
to 54.9)
7/22 31.8(139
to 54.9)
1/22  45(0.1
to 22.8)

Usual care (N = 25)

n/N

%
(95% CI)

10/24 417 (221

9/24

7/24

2/24

to 63.4)

37.5(18.8
to 59.4)

29.2 (12.6
to 51.1)

8.3 (1.0
to 27.0)

All (N=

n/N

21/46

16/46

14/46

3/46

50)

%
(95% Cl)

45.7 (30.9
to 61.0)

34.8 (21.4
to 50.2)

304 (17.7
to 45.8)

65 (14
to 17.9)

Overall

Intervention

(N =50)

16/41

11/41

12/39

3/39

(95% Cl)

39.0 (24.2
to 55.5)

26.8 (14.2
to 42.9)

30.8 (17.0
to 47.6)

7.7 (1.6
to 20.9)

Usual care (N=53) All (N=103)

n/N

17/47

12/47

13/44

2/44

%
(95% CI)

36.2 (22.7
to 51.5)

25.5(13.9
to 40.3)

29.5(16.8
to 45.2)

45 (05
to 20.9)

n/N

33/88

23/88

25/83

5/83

%
(95% Cl)

375 (274
to 48.5)

26.1(17.3
to 36.6)

30.1 (20.5
to 41.2)

6.0 (20
to 13.5)
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Appendix 15 Estimates from feasibility
study: breastfeeding initiation and feeding
status at 3 days postnatally, by site
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Site A Site B Overall

Intervention Intervention Intervention
Usual care (N=28) All (N=53) (N = 25) Usual care (N=25) All (N=50) (N=50) Usual care (N=53) All (N=103)
% % % % % %
Data item n/N (95%Cl) n/N (95% Cl) n/N (95% Cl) n/N (95% Cl) n/N (95% Cl) n/N (95% Cl) (95% Cl) n/N (95% Cl) n/N (95% Cl)

Breastfeeding initiation

From 8-week 15/19 78.9 (544 16/23 69.6(47.1 31/42 73.8(580 20/22 90.9(70.8 20/24 83.3(62.6 40/46 87.0(73.7 35/41 85.4(708 36/47 76.6(620 71/88 80.7(70.9

questionnaire to 93.9) to 86.8) to 86.1) to 98.9) to 95.3) to 95.1) to 94.4) to 87.7) to 88.3)
From 3-day  13/14 929 (66.1 15/21 71.4(47.8 28/35 80.0(63.1 17/17 100(80.5 17/18 94.4 (727 34/35 97.1(85.1 30/31 96.8(83.3 32/39 82.1(66.5 62/70 88.6(78.7
text data to 99.8) to 88.7) to 91.6) to 100) to 99.9) to 99.9) to 99.9) to 92.5) to 94.9)

Feeding since birth at 3 days (from 3-day text data)
Only formula 1/14 7.1 (1.8 6/21 28.6(11.3 7/35 200(84 0/17 O0(0to 1/18 5.6 (0.1 1/35 29 (0.1 1/31  3.2(0.1 7/39 17.9 (7.5 8/70 114 (5.1

milk to 33.9) to 52.2) to 36.9) 0.20) to 27.3) to 14.9) to 16.7) to 33.5) to 21.3)
Only 8/14 57.1(28.9 7/21 333(14.6 15/35 42.9(263 14/17 824 (56.6 7/18 38.9(17.3 21/35 600 (421 22/31 71.0(520 14/39 359(21.2 36/70 51.4(39.2
breastmilk to 82.3) to 57.0) to 60.6) to 96.2) to 64.3) to 76.1) to 85.8) to 52.8) to 63.6)

Mixed feeding 5/14 357 (12.8 8/21 38.1(18.1 13/35 37.1(215 3/17 17.7(38 10/18 55.6(30.8 13/35 37.1(21.5 8/31 258(11.9 18/39 46.2(30.1 26/70 37.1(25.9
to 64.9) to 61.6) to 55.1) to 43.4) to 78.5) to 55.1) to 44.6) to 62.8) to 49.5)
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Appendix 16 Estimates from feasibility
study: ceased breastfeeding at 8 weeks
and 6 months
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(44"

Data item

Ceased
breastfeeding
at 8 weeks
(of those who
had initiated
breastfeeding)

Ceased
breastfeeding
at 6 months
(of those who
had initiated
breastfeeding)

Site A

Intervention

10/15

(95% Cl)

46.7 (21.3
to 73.4)

66.7 (38.4
to 88.2)

Usual care (N=28) All (N=53)

7/16

8/16

(95% Cl) n/N

43.8(19.8 14/31
to 70.1)

50.0 (24.7 18/31
to 75.3)

%
(95% CI)

45.2 (27.3
to 64.0)

58.1(39.1
to 75.4)

Site B

Intervention

(N =25)

9/22

(95% Cl)

25.0 (8.7
to 49.1)

40.9 (20.7
to 63.6)

Usual care (N=25) All (N=50)

12/20

(95% Cl) n/N

35.0 (154 12/40
to 59.2)

60.0 (36.1 21/42
to 80.9)

%
(95% Cl)

30.0 (16.6
to 46.5)

50.0 (34.2
to 65.8)

Overall

Intervention

(N=50)

12/35

19/37

%
(95% Cl)

34.3 (19.1
to 52.2)

514 (344
to 68.1)

Usual care (N=53) All (N=103)

14/36

20/36

(95% Cl) n/N

38.9 (231 26/71
to 56.5)

55.6(38.1 39/73
to 72.1)

(95% Cl)

36.6 (25.5
to 48.9)

534 (414
to 65.2)
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Appendix 17 Estimates from feasibility
study: serious adverse events (hospital
admissions for feeding-related problems)
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144’

DETERIC

Serious adverse
events (hospital
admissions for
feeding-related
problems)

Site A

Site B Overall

Intervention (N = 25) Usual care (N=28) All (N=53) Intervention (N = 25) Usual care (N = 25) All (N=50) Intervention (N = 50) Usual care (N=53) All (N=103)

n/N
2/19

%

(95% Cl) (95% Cl)
10.5 (1.3 2/20  10.0(1.2
to 33.1) to 31.7)

n/N
4/39

(95% CI) n/N (95% CI) n/N (95% Cl) n/N (95% CI) n/N (95% CI) n/N (95% Cl) n/N (95% Cl)

10.3(29 0/21 0(0 1/24 42 (0.1 1/45 22(01 2/40 50(0.6 3/44 68(14 5/84 59(19
to 24.2) to 16.1) to 21.1) to 11.8) to 16.9) to 18.7) to 18.7)
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Appendix 18 Self-reported use of health
and feeding support services at 8 weeks
for advice on infant feeding
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Cd’

Feeding support
service

Midwife, n (%)

0 times

1-2 times

> 3 times

Missing

Health visitor, n (%)
0 times

1-2 times

> 3 times

Missing

GP, n (%)

0 times

1-2 times

> 3 times

Missing

Practice nurse, n (%)
0 times

1-2 times

> 3 times

Missing

Site A

Intervention
(N = 25)

9 (47.4)
6 (31.6)
4(21.1)
6 (24.0)

12 (63.2)
7 (36.8)
0
6 (24.0)

18 (94.7)
1(5.3)
0
6 (24.0)

18 (94.7)
1(5.3)
0
6 (24.0)

Usual care
(N =28)

6 (31.6)
9 (47.4)
4(21.1)

9(32.1)

6 (31.6)
13 (68.4)

9 (32.1)

12 (63.2)
7 (36.8)

9 (32.1)

18 (94.7)
1(5.3)

9 (32.1)

All (N=53)

15 (39.5)
15 (39.5)

8(21.1)
15 (28.3)

18 (47.4)
20 (52.6)
0

15 (28.3)

30 (79.0)
8(21.1)
0

15 (28.3)

36 (94.7)
2(5.3)
0

15 (28.3)

Site B

Intervention
(N = 25)

5(23.8)
10 (47.6)
6 (28.6)
4 (16.0)

6 (28.6)
10 (47.6)
5(23.8)
4 (16.0)

17 (81.0)
4(19.1)
0
4 (16.0)

19 (90.5)
1(4.8)
1(4.8)
4 (16.0)

Usual care
(N = 25)

3(13.0)
12 (52.2)

8 (34.8)

2 (8.0

6(26.1)
16 (69.6)
1(4.4)
2 (8.0)

19 (82.6)
4(17.4)
0
2 (8.0)

All (N = 50)

8(18.2)
22 (50.0)
14 (31.8)

6(12.0)

12 (27.3)
26 (59.1)
6 (13.6)
6 (12.0)

36 (81.8)
8(18.2)

6 (12.0)

42 (95.5)
1(2.3)
1(2.3)
6 (12.0)

Overall

Intervention
(N=50)

14 (35.0)
16 (40.0)
10 (25.0)
10 (20.0)

18 (45.0)
17 (42.5)

5(12.5)
10 (20.0)

35 (87.5)
5 (12.5)
0

10 (20.0)

37 (92.5)
2 (5.0
1(2.5)

10 (20.0)

Usual care
(N=53)

9 (21.4)
21 (50.0)
12 (28.6)
11 (20.8)

12 (28.6)
29 (69.1)
1(24)
11 (20.8)

31(73.8)

11 (26.2)
0

11 (20.8)

41 (97.6)
1(2.4)
0

11 (20.8)

All (N=103)

23 (28.1)
37 (45.1)
22 (26.8)
21 (20.4)

30 (36.6)
46 (56.1)
6(7.3)
21 (20.4)

35 (87.5)
5(12.5)
0

21 (20.4)

78 (95.1)
3(3.7)
1(1.2)

21 (20.4)
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Site A

Feeding support Intervention Usual care
service (N = 25) (N = 28)

Infant feeding counsellor/breastfeeding supporter, n (%)

0 times 12 (63.2) 18 (94.7)
1-2 times 5(26.3) 1(5.3)
> 3 times 2 (10.5) 0
Missing 6 (24.0) 9 (32.1)

Children’s centre, n (%)

0 times 18 (94.7) 18 (94.7)
1-2 times 1 (5.3) 1(5.3)
> 3 times 0 0
Missing 6 (24.0) 9(32.1)

National breastfeeding telephone helpline, n (%)

0 times 18 (94.7) 18 (94.7)
1-2 times 1(5.3) 1(5.3)
> 3 times 0 0
Missing 6 (24.0) 9(32.1)

Breastfeeding group, n (%)

0 times 17 (89.5) 16 (84.2)
1-2 times 1(5.3) 2 (10.5)
> 3 times 1(5.3) 1(5.3)

Missing 6 (24.0) 9 (32.1)

All (N=53)

30 (79.0)
6(15.8)
2 (5.3)

15 (28.3)

36 (94.7)
2 (5.3)
0

15 (28.3)

36 (94.7)
2(5.3)
(0]

15 (28.3)

33(86.8)
3(7.9)
2(5.3)

15 (28.3)

Site B

Intervention
(N =25)

7 (35.0)
3(15.0)
10 (50.0)
4 (16.0)

20 (95.2)
0
1(4.8)
4 (16.0)

20 (95.2)
1(4.8)
0
4 (16.0)

12 (57.1)
7 (33.3)
2(9.5)
4 (16.0)

Usual care
(N = 25)

17 (73.9)
5(21.7)
1(4.4)
2 (8.0)

21(91.3)
1(4.4)
1(4.4)
2 (8.0

22 (95.7)
1(4.4)
0
2 (8.0

15 (65.2)
7 (30.4)
1(4.4)
2 (8.0)

All (N = 50)

24 (55.8)
8 (18.6)
11 (25.6)
6 (12.0)

41 (93.2)
1(2.3)
2 (4.6)
6 (12.0)

42 (95.5)
2 (4.6)
0
6 (12.0)

27 (61.4)
14 (31.8)
3(6.8)
6 (12.0)

Overall

Intervention
(N =50)

19 (48.7)

8 (20.5)
12 (30.8)
10 (20.0)

38 (95.0)
1(2.5)
1(2.5)

10 (20.0)

38 (95.0)
2 (5.0)
0

10 (20.0)

29 (72.5)
8 (20.0)
3(7.5)

10 (20.0)

Usual care
(N=53)

35 (83.3)
6 (14.3)
1(2.4)

11 (20.8)

39 (92.9)
2 (4.8)
1(2.4)

11 (20.8)

40 (95.2)
2(4.8)
0

11 (20.8)

31 (73.8)
9 (21.4)
2 (4.8)

11 (20.8)

All (N =103)

54 (66.7)
14 (17.3)
13 (16.1)
21 (20.4)

77 (93.9)
3(3.7)
2(2.4)

21 (20.4)

78 (95.1)
4(4.9)
0

21 (20.4)

60 (73.2)
17 (20.7)
5(6.1)
21 (20.4)
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514"

Feeding support
service

Site A

Intervention
(N = 25)

Internet/web resources, n (%)

0 times

1-2 times

> 3 times

Missing

Social media, n (%)
0 times

1-2 times

> 3 times

Missing

Someone else, n (%)
0 times

1-2 times

> 3 times

Missing

8 (42.1)
4(21.1)
7 (36.8)
6 (24.0)

17 (89.5)
1(5.3)
1(5.3)
6 (24.0)

10 (52.6)
7 (36.8)
2 (10.5)
6 (24.0)

Usual care
(N =28)

13 (68.4)
2 (10.5)
4(21.1)
9 (32.1)

16 (84.2)
2 (10.5)
1(5.3)
9(32.1)

13 (68.4)
3(15.8)
3(15.8)
9 (32.1)

All (N =53)

21 (55.3)

6(15.8)
11 (29.0)
15 (28.3)

33 (86.8)
3(7.9)
2 (5.3)

15 (28.3)

23 (60.5)
10 (26.3)
56 (13.2)
15 (28.3)

Site B

Intervention

(N = 25)

9 (42.9)
2(9.5)
10 (47.6)
4 (16.0)

15 (71.4)
3(14.3)
3(14.3)
4 (16.0)

12 (57.1)
5(23.8)
4(19.1)
4 (16.0)

Usual care

(N = 25)

11 (47.8)
6(26.1)
6(26.1)
2 (8.0)

20 (87.0)
1(4.4)
2(8.7)
2 (8.0)

10 (45.5)
5(22.7)
7 (31.8)
2 (8.0)

All (N = 50)

20 (45.5)
8(18.2)
16 (36.4)
6 (12.0)

35 (79.6)
4(9.1)
5(11.4)
6 (12.0)

23 (52.3)
10 (22.7)
11 (25.0)

6 (12.0)

Overall

Intervention
(N =50)

17 (42.5)

6 (15.0)
17 (42.5)
10 (20.0)

32 (80.0)
4 (10.0)
4 (10.0)

10 (20.0)

22 (55.0)
12 (30.0)

6 (15.0)
10 (20.0)

Usual care
(N=53)

24 (57.1)

8(19.1)
10 (23.8)
11 (20.8)

36 (85.7)
3(7.1)
3(7.1)

11 (20.8)

23 (56.1)

8 (19.5)
10 (24.4)
11 (20.8)

All (N=103)

41 (50.0)
14 (17.1)
27 (32.9)
21 (20.4)

68 (82.9)
7 (8.5)
7 (8.5)

21 (20.4)

45 (54.9)
20 (24.4)
16 (19.5)
21 (20.4)
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0SstT

Use of child care at 8 weeks

Child care

Regular paid
child care

Occasional
paid child care

Regular unpaid
child care from
family or
friends

Occasional
unpaid child
care from
family or
friends

None of the
above

Site A Site B
Intervention
Intervention (N =25) Usual care (N=28) All (N=53) Usual care (N=25) All (N=50)
n/N % 95% Cl % 95% ClI % 95% ClI
0/19 O - 0/20 O - 0/39 0 - 0/21 O - 0/23 0 - 0/44 0 -
0/19 O - 0/20 O - 0/39 0 - 0/21 O - 1/23 43 05to 1/44 23 03to
28.4 15.5
2/19 105 23to 0/20 O - 2/39 51 12to 0/21 O - 1/23 43 05to 1/44 23 03to
37.1 19.3 284 15.5
2/19 105 23to 1/20 50 O05to 3/39 7.7 23to 4/21 190 67to 9/23 39.1 20.6to 13/55 29.5 17.6to
37.1 32.2 22.2 43.6 614 451
15/19 78.9 52.7to 19/20 95.0 67.7to 34/39 87.2 718to 17/21 810 564to 12/23 522 31.0to 29/44 65.9 50.3 to

927 99.4 94.8 93.3 72.6 78.7

Overall

Intervention

0/40

2/40

6/40

32/40

Usual care (N=53) All(N=

o - 1/43 23 03to 1/83
15.8

50 12to 1/43 23 03to 3/83
18.9 15.8

150 6.7to 10/43 233 12.7to 16/83
30.4 38.8

80.0 640to 31/43 721 56.3to 63/83
90.0 83.8

103)

12 001to
8.4

36 11to
10.8

19.3 120to
294

75.9 653 to
84.0
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Use of child care at 6 months

Site A Site B Overall
Intervention Intervention Intervention
Usual care (N=28) All (N=53) (N = 25) Usual care (N=25) All (N=50) Usual care (N=53) All (N=103)

Child care %  95%Cl
Regular paid 1/17 58 06to 1/20 50 O05to 2/37 54 012to 0/22 O - 0/24 0 - 0/46 O - 1/39 26 03to 1/44 23 03to 2/83 24 0.6to
child care 37.3 32.3 20.3 17.4 15.5 9.4
Occasional paid 0/17 O - 1/20 50 O05to 1/37 27 03to 0/22 O - 0/24 0 - 0/46 O - 0/39 0 - 1/44 23 03to 1/83 12 02to
child care 32 18.3 155 8.4
Regular unpaid 1/17 59 06to 0/20 O - 1/37 27 03to 0/22 O - 1/24 42 05to 1/46 22 03to 1/39 26 03to 1/44 23 03to 2/83 24 06to
child care from 37.3 18.3 27 14.8 17.4 15.5 9.4
family or friends
Occasional 4/17 235 81to 6/20 30.0 13.1to 10/37 27.0 147to 5/22 227 91to 12/24 500 29.7to 17/46 37.0 239to 9/39 231 12.1to 18/44 40.9 270to 27/83 32.5 232to
unpaid child 51.8 55.0 44.2 46.5 70.3 522 39.5 56.4 43.5
care from family
or friends

None of the 11/17 64.7 37.7to 12/20 60.0 36.0to 23/37 622 450to 16/22 727 490to 11/24 458 263to 27/46 59.0 43.6to 27/39 692 525to 23/44 523 37.2to 50/83 60.2 49.2 to
above 84.8 80.0 76.7 88.1 66.8 723 82.1 67.0 704
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1

Receipt of benefits at baseline

Benefit

Healthy Start vouchers, n (%)
Missing

Maternity allowance, n (%)
Missing

Statutory maternity pay, n (%)
Missing

Sure Start maternity grant, n (%)
Missing

Income support, n (%)
Missing

Jobseeker’s allowance, n (%)
Missing

Housing benefit, n (%)
Missing

Disability living allowance, n (%)
Missing

Attendance allowance, n (%)
Missing

Carer’s allowance, n (%)
Missing

Income-related employment and
support allowance, n (%)

Missing
Tax credits, n (%)

Missing

Site A

Intervention

Usual care

All (N=53)

Site B

Intervention

Usual care

All (N =50)

Overall

Intervention

Usual care

All (N=103)

0¢ XIdN3ddV



N ‘SNZ 9TOS Uoidweyinos “ied a5uaidg uojdweyinos Jo ANSIaAIUN

‘asnoH eyd|y ‘@J3ua) Suijeulploo)) S3IPNIS PuE S[ELI] ‘UOIEN|EAT ‘UdJESSdy U} edH J0j 91n}Isu| [euonieN ‘AJesqi] Ssjeudnor ¥HIN 03 passalppe aq pjnoys uoionpoidal
|e1nJawwod Joy suoiedljddy SulSi}JoApE JO W0 AUe Y}IM PaJeIdosSe Jou S| UOoI3onpoldal ayj pue spew S| JUsWaSpajmousde d|qejins jeyy papiaoid sjeuanof jeuoissajold

ul papnjpul aq Aew (340daJ ||ny 3y} ‘paspul Jo) S}OBIIXS puB Apnis pue yoeasas djeAld jo sasodnd ayj Joy paonpoidas Aj9auy aq Aew anss| sIy] “aJed) [e120S pue yijesH
10§ 933G JO AI}RID3G By} AQ PaNSs| J0BIIU0D SUJUOISSILILIOD B JO SWLI} dY} Japun *[b 32 3XIe|D) Aq paonpod sem 3Jom siyl ‘0Z0Z OSINH 4O J3]]0J3U0D) pue Jajulld SUand 6

GqT

Receipt of benefits at 8 weeks

Site A Site B Overall
Intervention  Usual care Intervention  Usual care Intervention  Usual care
Benefit = = All (N=53) (N = 25) (N=25) All (N =50) = = All (N = 103)
Healthy Start vouchers, n (%) 3(15.8) 1 (5.0) 4 (10.3) 0 (0) 0(0) 0(0) 3(7.5) 1(2.3) 4 (4.8)
Missing 9 (36.0) 5(17.9) 14 (26.4) 4 (16.0) 1(4.0) 5 (10.0) 10 (20.0) 9 (17.0) 19 (18.4)
Maternity allowance, n (%) 2 (10.5) 4 (20.0) 6 (15.4) 4(19.1) 7 (29.2) 11 (24.4) 6 (15.0) 11 (25.0) 17 (20.2)
Missing 9 (36.0) 5(17.9) 14 (26.4) 4 (16.0) 1(4.0) 5(10.0) 10 (20.0) 9 (17.0) 19 (18.4)
Statutory maternity pay, n (%) 10 (52.6) 9 (45.0) 19 (48.7) 11 (52.4) 15 (62.5) 26 (57.8) 21 (52.5) 24 (54.6) 45 (53.6)
Missing 9 (36.0) 5(17.9) 14 (26.4) 4 (16.0) 1(4.0) 5(10.0) 10 (20.0) 9 (17.0) 19 (18.4)
Sure Start maternity grant, n (%) 2 (5.1) 0 (0) 2 (10.5) 1(4.8) 0 (0) 1(2.2) 3 (7.5) 0 (0) 3 (3.6)
Missing 9 (36.0) 5(17.9) 14 (26.4) 4 (16.0) 1(4.0) 5(10.0) 10 (20.0) 9 (17.0) 19 (18.4)
Income support, n (%) 4(21.1) 2 (10.0) 6 (15.4) 0 (0) 1(4.2) 1(2.2) 4 (10.0) 3(6.8) 7 (8.3)
Missing 9 (36.0) 5(17.9) 14 (26.4) 4 (16.0) 1(4.0) 5(10.0) 10 (20.0) 9 (17.0) 19 (18.4)
Jobseeker’s allowance, n (%) 0 (0) 0 (0) 0 (0) 0 (0) 0 (0) 0 (0) 0 (0) 0 (0) 0 (0)
Missing 9 (36.0) 5(17.9) 14 (26.4) 4 (16.0) 1(4.0) 5(10.0) 10 (20.0) 9 (17.0) 19 (18.4)
Housing benefit, n (%) 0(0) 0 (0) 0 (0) 1(4.8) 0 (0) 1(2.2) 1(2.5) 0 (0) 1(1.2)
Missing 9 (36.0) (17.9) 14 (26.4) 4 (16.0) 1(4.0) 5 (10.0) 10 (20.0) 9 (17.0) 19 (18.4)
Disability living allowance, n (%) 0 (0) 0(0) 0 (0) 0(0) 0 (0) 0(0) 0 (0) 0 (0) 0 (0)
Missing 9 (36.0) 5(17.9) 14 (26.4) 4 (16.0) 1(4.0) 5(10.0) 10 (20.0) 9 (17.0) 19 (18.4)
Attendance allowance, n (%) 0 (0) 0(0) 0 (0) 0(0) 0(0) 0 (0) 0 (0) 0 (0) 0 (0)
Missing 9 (36.0) 5(17.9) 14 (26.4) 4 (16.0) 1(4.0) 5(10.0) 10 (20.0) 9 (17.0) 19 (18.4)
Carer’s allowance, n (%) 0 (0) 0(0) 0 (0) 0(0) 0 (0) 0(0) 0(0) 0 (0) 0 (0)
Missing 9 (36.0) 5(17.9) 14 (26.4) 4 (16.0) 1(4.0) 5(10.0) 10 (20.0) 9 (17.0) 19 (18.4)
Income-related employment and 0 (0) 0 (0) 0 (0) 0(0) 0(0) 0(0) 0 (0) 0 (0) 0 (0)
support allowance, n (%)
Missing 9 (36.0) 5(17.9) 14 (26.4) 4 (16.0) 1(4.0) 5(10.0) 10 (20.0) 9 (17.0) 19 (18.4)
Tax credits, n (%) 1(5.3) 2 (10.0) 3(7.7) 4(19.1) 0(0) 4 (8.9) 5 (12.5) 2 (4.5) 7 (8.3)
Missing 9 (36.0) 5(17.9) 14 (26.4) 4 (16.0) 1(4.0) 5(10.0) 10 (20.0) 9 (17.0) 19 (18.4)
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Receipt of benefits at 6 months

Site A Site B Overall
Intervention  Usual care Intervention  Usual care Intervention  Usual care
Benefit = = All (N=53) (N = 25) (N = 25) All (N = 50) = = All (N = 103)
Healthy Start vouchers, n (%) 2 (11.8) 2 (10.0) 4 (10.8) 0 (0) 0 (0) 0(0) 2(5.1) 2 (4.6) 4 (4.8)
Missing 8 (32.0) 8 (28.6) 16 (30.2) 3(12.0) 1(4.0) 4 (8.0) 1(22.0) 9 (17.0) 0 (19.4)
Maternity allowance, n (%) 2 (11.8) 3 (15.0) 5(13.5) 1 (4.6) 4 (16.7) 5(10.9) 3(7.7) 7 (15.9) 0(12.1)
Missing 8 (32.0) 8 (28.6) 16 (30.2) 3(12.0) 1(4.0) 4 (8.0) 11 (22.0) 9 (17.0) 0 (19.4)
Statutory maternity pay, n (%) 11 (64.7) 11 (55.0) 22 (59.5) 16 (72.7) 19 (79.2) 35 (76.1) 27 (69.2) 30 (68.2) 57 (68.7)
Missing 8 (32.0) 8 (28.6) 6 (30.2) 3(12.0) 1(4.0) 4 (8.0) 11 (22.0) 9 (17.0) 20 (19.4)
Sure Start maternity grant, n (%) 0 (0) 0 (0) 0 (0) 0 (0) 0 (0) 0 (0) 0(0) 0 (0) 0 (0)
Missing 8 (32.0) 8 (28.6) 16 (30.2) 3(12.0) 1(4.0) 4 (8.0) 11 (22.0) 9 (17.0) 20 (19.4)
Income support, n (%) 2(11.8) 2 (10.0) 4 (10.8) 1(4.6) 0 (0) 1(2.2) 3(7.7) 2 (4.6) 5 (6.0)
Missing 8(32.0) 8 (28.6) 16 (30.2) 3(12.0) 1(4.0) 4 (8.0) 11 (22.0) 9 (17.0) 20 (19.4)
Jobseeker’s allowance, n (%) 1(5.9) 0 (0) 1(2.7) 0 (0) 0 (0) 0 (0) 1(2.6) 0 (0) 1(1.2)
Missing 8(32.0) 8 (28.6) 16 (30.2) 3(12.0) 1(4.0) 4 (8.0) 11 (22.0) 9 (17.0) 20 (19.4)
Housing benefit, n (%) 1(5.9) 0 (0) 1(2.7) 1 (4.6) 2 (8.3) 3(6.5) 2(5.1) 2 (4.6) 4 (4.8)
Missing 8 (32.0) 8 (28.6) 16 (30.2) 3(12.0) 1(4.0) 4 (8.0) 11 (22.0) 9 (17.0) 20 (19.4)
Disability living allowance, n (%) 0 (0) 0 (0) 0 (0) 0(0) 0 (0) 0 (0) 0 (0) 0 (0) 0 (0)
Missing 8 (32.0) 8 (28.6) 16 (30.2) 3(12.0) 1(4.0) 4 (8.0) 11 (22.0) 9 (17.0) 20 (19.4)
Attendance allowance, n (%) 0 (0) 0 (0) 0 (0) 0 (0) 0 (0) 0 (0) 0 (0) 0 (0) 0 (0)
Missing 8(32.0) 8 (28.6) 16 (30.2) 3(12.0) 1(4.0) 4 (8.0) 11 (22.0) 9 (17.0) 20 (19.4)
Carer’s allowance, n (%) 0(0) 0 (0) 0(0) 0(0) 0(0) 0(0) 0(0) 0 (0) 0 (0)
Missing 8 (32.0) 8 (28.6) 16 (30.2) 3(12.0) 1(4.0) 4 (8.0) 11 (22.0) 9 (17.0) 20 (19.4)
Income-related employment and 0 (0) 0 (0) 0 (0) 0 (0) 0 (0) 0 (0) 0 (0) 0 (0) 0 (0)
support allowance, n (%)
Missing 8 (32.0) 8 (28.6) 16 (30.2) 3(12.0) 1(4.0) 4 (8.0) 11 (22.0) 9 (17.0) 20 (19.4)
Tax credits, n (%) 1(5.9) 3(15.0) 4 (10.8) 3(13.6) 3(12.5) 6 (13.0) 4 (10.3) 6 (13.6) 10 (12.1)

Missing 8 (32.0) 8 (28.6) 16 (30.2) 3(12.0) 1(4.0) 4 (8.0) 11 (22.0) 9 (17.0) 20 (19.4)
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