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Abstract

Clinical and cost-effectiveness of parenting intervention for
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Background: Problems in children’s early social and emotional development are likely to have major
long-term consequences for the individual and society: maternal emotional well-being is associated with
better outcomes. Interventions designed to improve both maternal mental health and the mother-child
relationship are thus likely to benefit both maternal health and child development.

Objectives: To establish the clinical and cost-effectiveness of the Mellow Babies parenting intervention
for women experiencing psychosocial stress and their 6- to 18-month-old babies. Secondary aims
included understanding the process of recruitment, retention and engagement in both the trial and

the intervention.

Design: This was a single-centre randomised controlled trial, employing 1 : 1 randomisation with
participants allocated to receive Mellow Babies plus usual care, or usual care only.

Setting: Community settings in the Highland Council region of Scotland.

Participants: We aimed to recruit 212 mothers to provide evaluable data for 170 participants (0%
power to detect an effect size of 0.5 for the primary outcome). Eligible mothers lived within the
Highland Council region; were aged > 16 years; had primary caregiving responsibility of a baby aged
6-18 months and scored above threshold for anxiety (= 11) and/or depression (> 7) on the Hospital
Anxiety and Depression Scale.

Intervention: Mellow Babies is a 14-week group-based parenting programme specifically designed for
mothers with psychosocial difficulties. Sessions run for 5 hours each and include 4-10 participants.
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ABSTRACT

Main outcome measures: Maternal Hospital Anxiety and Depression Scale scores at 8 months post
randomisation and when the child reaches 30 months. Health economic (service use and quality of life)
and child development (language development and mental well-being) outcomes were also examined.

Results: Due to the COVID-19 pandemic, the trial did not recruit to target: 106 women were recruited
(53 per arm). It was not possible to explore the clinical and cost-effectiveness of Mellow Babies.
Baseline, follow-up and process evaluation data were analysed to allow optimal learning from the study.
Direct communication (letter) combined with health visitor referral was a better means of recruitment.
Despite relatively low sociodemographic disadvantage, there was a high prevalence of mental ill health.
Retention to follow-up and within the intervention was good (75% to study end point), and data were
well-completed. Quality-of-life ratings increased at 8 months post randomisation, then decreased
somewhat at 30 months of age, but remained above baseline. Qualitative interviews highlighted barriers
and facilitators of engagement with the intervention groups. There was no observed difference in
baseline characteristics or outcomes between participants recruited before and after the pandemic,
although the logistical impact on the trial was profound.

Limitations: The study was not sufficiently powered to answer the main outcome questions. The
occurrence of the COVID-19 pandemic severely hampered the current trial.

Conclusions: This trial was not able to answer questions on clinical and cost-effectiveness. Learning
from this trial could inform a new re-designed trial including cluster randomisation and based within a
larger and more varied population.

Future work: There is still a need for a definitive trial of Mellow Babies. It would likely be most fruitful
to conduct a cluster randomised trial, with full buy-in from key health service stakeholders and front-line
practitioners, to maximise recruitment, engagement and participation.

Trial registration: The trial is registered as ISRCTN47575326.

Funding: This award was funded by the National Institute for Health and Care Research (NIHR) Public
Health Research programme (NIHR award ref: 15/126/05) and is published in full in Public Health
Research; Vol. 12, No. 17. See the NIHR Funding and Awards website for further award information.
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Plain language summary

Why did we do this trial?

There are links between mothers’ mental well-being, parenting behaviours and childhood mental health.
Childhood social, emotional and development problems are connected to long-term health problems
and other types of adversity, such as poverty and crime. We wanted to examine whether a group-based
parenting intervention, ‘Mellow Babies’, would improve mothers’ mental well-being and children’s
development and whether it represented value for money.

What did we do?

We aimed to recruit 212 women to take part. Women were eligible if they had a baby aged

6-18 months, lived in the Highland Council area (Scotland) and had moderate to high anxiety and/
or depression symptoms. Half of the women were allocated randomly (like tossing a coin) to attend a
14-week Mellow Babies group alongside usual care, and the other half received usual care only (e.g.
seeing their health visitor or attending a feeding clinic). Outcome data for mothers and babies were
collected 8 months after recruitment and when babies were 30 months old. We interviewed mothers
attending Mellow Babies groups and group facilitators. We had to pause recruitment for 20 months
during the COVID-19 pandemic.

What did we find?

We were not able to recruit enough participants: 106 women took part. This means we could not
compare the outcomes of mothers and babies who attended the Mellow Babies programme with

those who did not or whether it was good value for money. Writing a letter to mothers was the most
successful method of recruitment. Participants were generally more well-off than the local population
(e.g. income, level of education) but they did experience significant mental ill health. A large proportion
of participants stayed in the study until the final follow-up (75%). In interviews, participants highlighted
barriers and facilitators of engagement with the intervention groups. Participants recruited before the
pandemic were no different from those recruited afterwards.

What did this mean?

We cannot say definitively whether Mellow Babies is effective at improving mothers’ mental well-being
or children’s developmental outcomes. A new larger trial is needed, building on The Mellow Babies Trial.

Copyright © 2024 Thompson et al. This work was produced by Thompson et al. under the terms of a commissioning contract issued by the Secretary of State for Health
and Social Care. This is an Open Access publication distributed under the terms of the Creative Commons Attribution CC BY 4.0 licence, which permits unrestricted use,
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Introduction

his report details the work undertaken to establish the clinical and cost-effectiveness of the Mellow

Babies parenting intervention for women experiencing psychosocial stress and their 6- to 18-month-
old babies. It arose from a call commissioned by the National Institute for Health and Care Research
(NIHR) Public Health Research (PHR) programme ‘15/126 Group-based parenting programmes for
improving psychosocial health’. Although the disruption of the COVID-19 pandemic meant the trial was
closed before reaching a fully powered sample, there is still significant learning to be gained from the
data gathered and the experiences of the research team.

Rationale for research and background

Problems in children’s early social and emotional development are likely to have major long-term
consequences for the individual and society;-¢ parental emotional well-being is a major determinant of a
child’s social and emotional development.”® Our work with data from the Growing Up in Scotland®° and
Avon Longitudinal Study of Parents and Children cohorts'!-1> demonstrates strong associations between
parental mental health, parenting behaviours and children’s psychiatric outcomes. Interventions
designed to improve both parental mental health and the parent-child relationship are thus likely

to produce substantial benefits in terms of child development and are potentially valuable public

health interventions.'¢

At the time of instigation this was the first definitive trial of a postnatal group-based parenting
programme specifically designed for mothers with psychosocial difficulties who have children

aged under 2 years, although we were aware of ongoing Incredible Years for Babies studies (NIHR
PHR-13/93/10; ClinicalTrials.gov NCT01931917) and one on Circle of Security (ClinicalTrials.gov
NCT02497677), both now completed. A recent (November 2022) topic scoping report commissioned
by NIHR highlighted the continued need for randomised controlled trial (RCT)-level evidence for
programmes with positive pilot studies, and Mellow Babies was listed as one such programme where
more robust evidence was needed.'”

Mellow Babies is a group-based intervention programme with a dual focus on maternal mental well-
being and parent-infant interaction. The programme involves attendance on 14 consecutive weeks
between roughly 9.30 a.m. and 2.30 p.m. (during school hours) and there is a reunion 1-3 months

later. Groups are kept to between 4 and 10 participants, with an ideal group size of 6. Groups can be
offered at weekends, and transport, meals and a creche are provided. Prior to the start of a Mellow
Babies group, the group facilitator will visit the mother and child at home on at least one occasion to
build rapport and address any anxieties or practical concerns the mother has about attending. During
one of these visits, a video of a mealtime will be made for later use in the group, and key interactions

in the video will be discussed on a one-to-one basis in preparation for the group. Mellow Babies is
always offered as a single-sex group due to the need to create a safe space where participants can
relate to each other’s experiences. Many women who have taken part in Mellow interventions will have
experience of intrafamilial abuse and post-traumatic stress disorders (PTSDs). While work with fathers
is extremely important, it remains true that mothers tend to be the primary caregivers of babies and the
typical participant in Mellow interventions.

This research project builds on a large number of before-and-after evaluations of Mellow Babies (Mellow
Parenting for children under 18 months) as well as a small-scale waiting list trial.’® This review by
MacBeth et al. (2015) points to some evidence of effectiveness, and subsequent studies have continued
to develop this evidence base.'?-?* There nevertheless remains a need for more methodologically robust
research trials. The intervention is fully manualised and has been delivered to many thousands of
families: it is sufficiently mature to merit a definitive trial.
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INTRODUCTION

Objectives

The trial aimed to establish the clinical and cost-effectiveness of delivering Mellow Babies for mothers
who are anxious and depressed, along with their 6- to 18-month-old baby. Specifically, it aimed to
establish if attending Mellow Babies can improve maternal mental health and child social, emotional and
language development at 8 months post randomisation and when the child reaches 30 months of age.
Due to the early closure of the trial, prior to the sample being fully recruited, the objectives relating to
outcome analysis were removed, and amendments made to the remaining objectives to focus on a series
of process-related questions.

The final objectives aimed to maximise learning from implementation of the trial and focused on: (1) the
effectiveness of recruitment and retention methods; (2) characterising use of other services during trial
participation; (3) sociodemographic characteristics, mental health and participant experience in relation
to trial/intervention participation; and (4) the impact of the COVID-19 pandemic on the operation of
the trial. We aimed to address the questions below. This report was prepared with reference to the
CONSORT and SPIRIT Extension for RCTs Revised in Extenuating Circumstance 2021 statement for
reporting completed trials modified due to the COVID pandemic.??

1.  Which eligible mothers agree and which decline to participate in the intervention, and what reasons
do they give?

2. Which recruitment methods were most effective and was there any variation in participant charac-
teristics by means of recruitment?

3. How do sociodemographic characteristics and maternal mental health at baseline relate to:

level of participation in Mellow Babies?

group composition?

changes in parenting behaviours?

maternal mental state at 8 months post recruitment?

child development at 30 months

whether recruited pre-pandemic (to March 2020) or post (since Nov 2021)?

-0 a0 o

4. What is the nature of usual care offered to participants?

5. How do participants describe their experience of participating in Mellow Babies, which elements of
the intervention are considered most influential, and is participation stigmatising?

6. Are there family characteristics associated with greater adherence to Mellow Babies?

7. Are there family characteristics associated with greater retention of follow-up?

8. How are the features (in terms of process and outcomes of care) of Mellow Babies valued by
mothers?

9.  What contextual factors facilitate or hinder the delivery of, and engagement with, Mellow Babies?

10. What specific impact did the COVID-19 pandemic have on the ability to run intervention groups
and the trial?

The report has been structured around the four areas detailed in the preceding paragraph to provide a
smooth structure and to avoid duplication of content. Each of the four areas pertains to an appendix,
which provides more detailed methods and findings, and each of the appendices indicates which of the
above questions it pertains to.

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

his was a single-centre RCT comparing outcomes for mothers and babies offered the Mellow
Babies parenting intervention plus usual care with mothers and babies receiving usual care only.
Participants were randomised 1 : 1 with minimisation to reduce imbalance between groups in terms
of maternal age (< 25 years; > 25 years), deprivation (working household yes/no) and age of child
(< 12 months; > 12 months).

Eligible participants were women aged > 16 years with primary caregiving responsibility of a child

aged 6-18 months at the time of randomisation, who resided in Highland Council area (Scotland)

and who scored above a defined threshold (> 85th centile) on either the anxiety (> 11) or depression

(= 7) subscales of the Hospital Anxiety and Depression Scale (HADS).2?> Women who were substance
dependent (if not stable on recovery programme); were unable to speak or write in English language;
who had twins or other multiple births; or who had a baby with significant learning difficulties were
excluded from the trial. Women could only take part in the trial once and therefore were excluded from
participation for subsequent children. Participants were identified via three core recruitment strategies:
health professional referral [e.g. health visitor (HV) or general practitioner (GP)]; self-referral having
received a letter of invitation via NHS Patient Identification Centre (PIC) sites; or self-referral through
response to advertisements on social media or posters within the local community.

For full details of the trial protocol (v20) see https:/fundingawards.nihr.ac.uk/award/15/126/05.
Screening and baseline data collection were conducted according to the original protocol. Recruitment
was paused, and follow-up data collection commenced in a revised form during 2020 and 2021 due

to COVID-19 pandemic restrictions. While the original protocol featured home visits, these data
collection appointments had to be conducted remotely. Video conferencing [Zoom (Zoom Video
Communications, San Jose, CA, USA) or Teams (Microsoft Corporation, Redmond, WA, USA)] was
offered to all participants, but most elected for a phone appointment. All measures for the 8-month
post-randomisation assessment could be completed by phone, whereas the 30-month measures were
amended because the Bayley Scales required direct interaction with and observation of the child. This
was replaced by the Ages and Stages Questionnaire, Third Edition (ASQ-3)?* and the Ages and Stages
Questionnaires: Social-Emotional, Second Edition (ASQ-SE2).2> Although we were able to return to home
visits in 2022, the ASQ remained in place as the first 30-month follow-ups for the new cohort took place
after we were initially asked to close the trial down and it was thought best to not increase participant
burden if outcome analyses would not take place. All follow-up data collection ceased at the end of
March 2023 when the final close-down plan was approved by Research Ethics Committee (REC) and the
funder. Note, although an add-on study regarding Mellow Babies online had been included in the final
protocol, delays in research governance processes, and the subsequent early closure of the trial, meant
this work did not take place.

The research team was unable to conduct outcome analysis as was originally planned due to the sample
size being too small. No between-group clinical or cost-effectiveness analyses were conducted. Data
collected from participants at baseline, 8 months post randomisation and when the child reached

30 months of age were analysed descriptively and subgroup comparisons were conducted based on the
revised set of questions above. Note that, due to the small sample size and limited value in comparing
subgroups from this sample, no correction for repeated testing nor replacement of missing values has
taken place. Any descriptive data are presented at face value as a basis for further discussion. This report
provides a synopsis of the findings. Full results are presented in a series of appendices grouped around
themes among the research questions.
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METHODS

Process evaluation interviews

Process evaluation interviews were conducted with trial participants and group facilitators. Interviews
were conducted by the PhD student (JT) and took place face-to-face, via telephone, or via video call,
depending on the preference of the participant. Interviews were audio-recorded, transcribed and
analysed using thematic analysis.? The number of each type of interview is shown in Table 1.

Results summary

Trial recruitment and retention

With reference to Appendix 1, we successfully recruited 106 participants for the trial (53 per arm). It
took several months to establish the most effective recruitment strategy, but once this strategy was in
place the system worked well with high throughput. The most successful method of recruitment was
PIC letters which led to the recruitment of 75 women, representing 1.7% of all those approached using
this method. HV referrals were comparatively few (26 of those eligible), highlighting the importance

of approaching potential participants directly and not relying solely on practitioners as gatekeepers.
However, qualitative interviews with women who participated suggested having a PIC letter in tandem
with a HV flagging up the trial to a participant seemed to be perceived as particularly effective. The
screen positive rate was 78%, indicating that using mainly self-referral did not lead to a disproportionate
number of ineligible individuals expressing interest in trial participation.

Descriptive subgroup analyses show little variation across key sociodemographic characteristics or
mental health measures for this participant group. It is noteworthy that, although the majority of
participants were ‘doing well’ in relation to sociodemographic characteristics such as employment status,
socioeconomic deprivation, relationship status, and social support, there were still significant levels

of mental ill health. We have demonstrated that it is possible to recruit and retain a good proportion

of participants even when they are experiencing mental ill health. Future studies should take care to
focus on the specific issues being faced by families rather than using sociodemographic characteristics
exclusively as a proxy measure for likely level of need. This analysis also showed little association
between any of the sociodemographic characteristics and mental health indicators at baseline and
outcomes at either of the follow-up points. While there appears to be a direct relationship between
relative affluence and taking part in a wider range of activities more frequently with their child, there
are few direct associations on other measures. Together, these findings reflect the views of Goyder and
colleagues,” that it is important to adopt a flexible approach sensitive to families’ individual needs.

Overall, our methods of recruitment and retention in this study were successful, although some trial and
error was required to refine these, and they required more time and resources than had been anticipated
by the recruitment team. There is a clear need for significant investment in good research infrastructure

to allow a flexible and personalised approach to recruitment and study engagement.

TABLE 1 Types of interviews in process evaluation

Type of interview Number

Pre-group interviews with mothers 1
Telephone fidelity checks 9
Mid-group interviews with facilitators 2
End group interviews with mothers 14
End group interviews with facilitators 6
Total 32
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Health economic evaluation

With reference to Appendix 2, response rates to the EuroQol measure of overall health and quality of life
[EuroQol-5 Dimensions, five-level version (EQ-5D-5L)] and Participant Cost Questionnaire (PCQ) were
high, with no missing item data for EuroQol-5 Dimensions (EQ-5D) and very limited missing data for
the PCQ. For EQ-5D, 100% of participants completed this questionnaire at baseline and 8-month time
points, reducing to 92% at 30 months. For the PCQ, 93% of participants completed this questionnaire
at 8-month time point, reducing to 86% at month 30. This suggests that both questionnaires were
appropriate for this population and respondent burden was not an issue. In addition, in a future

trial, a simplified PCQ may be appropriate given few participants reported accessing NHS or other
services during the trial. Further, augmentation with qualitative data would be useful to fully elucidate
participants’ experiences of the nature and accessibility of NHS services available to them, especially

as these questions focused specifically on maternal mental health and concerns about their child’s
development (where services are often difficult to access or simply unavailable). While we did not
report EQ-5D data by the arm of the trial, but rather overall summary statistics, on average, these
scores increased at the 8-month time point, but they then decreased at the 30-month time point, albeit
remaining above baseline scores. Further research is needed to determine the cost-effectiveness of the
Mellow Babies intervention.

Intervention participants: characteristics, cohesion and process

With reference to Appendix 3, the characteristics of the five intervention groups which were able to take
place (group 3 could not operate due to COVID-19 pandemic restrictions, and group 7 could not due

to trial close-down) varied in a number of ways: participant characteristics and group practicalities were
different. Only two group sessions took place over the usual full 14 sessions, with the remaining groups
having to curtail material for logistical reasons relating to the pandemic (group 2), participant absence
(group 5) and facilitator availability (group 6). Most participants took part in at least one session, and

the proportion maintaining involvement until intervention completion was good in three of the groups.
Participants tended to live in less rural areas of Highland, most likely due to the limited capacity to offer
groups in remote areas (i.e. lack of critical mass of participants, lack of appropriate venue and childcare,
long travel distances for facilitators). Qualitative interviews with intervention participants and facilitators
highlighted a range of important themes around recruitment, delivery, participation and impact of

the intervention.

Participants discussed being motivated by a need for a sense of community, connection and support,
as well as a desire to contribute to the research. They also discussed barriers to participation, including
a sense of stigma (being a ‘bad mum’) and a concern they would know people in their group, as well

as concern that they would be taking the place of a ‘more deserving’ participant. Group delivery was
facilitated by the practitioners supporting each other, capitalising on their accumulation of experience,
and being able to access good supervision to discuss any issues. Managing group dynamics and
maintaining professional boundaries were challenges faced by facilitators which may have been
improved with enhanced training and increased experience. Other challenges related to the logistics of
trying to work part-time as a group facilitator, requiring a lot of non-contact work time, on top of other
jobs/work tasks. The flexible and accommodating approach of the intervention (e.g. providing transport
and adapting content to meet individuals’ needs) as well as the warm and nurturing approach of the
facilitators were highlighted as significant positive factors for participants, and these are key to the
ethos of the Mellow Parenting approach. Participants discussed external factors, such as the nature of
the venue, and internal factors, such as needing to be in the right frame of mind, as sometimes hindering
the intervention. There were anxieties about speaking up in a group which was naturally impacted by
group size and the specific dynamics within each group. Group cohesion was also felt to be impacted
by participants not attending all sessions and some sessions needing to be cancelled. Finally, a range

of positive aspects of the intervention components and outcomes were discussed, including a sense of
cohesion through shared vulnerability and the value of a safe, protected time and space. Participants
reported feeling better about themselves, having developed a sense of community, having positively
altered their perception of health care professionals and having developed new skills in parenting. There
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were also some negative outcomes discussed, including the impact of PTSD on the experience of group
participants, highlighting the need for wrap-around support of mothers and awareness of individual

vulnerabilities. Sharing more details about the intervention content and style (e.g. the use of the créche)
with potential participants could also help mothers take part in the intervention feeling more informed.

Impact of the COVID-19 pandemic

With reference to Appendix 4, the COVID-19 pandemic had a significant impact on the trial. Although
the trial had been established by February 2020, with the recruitment milestone of 40 participants and
2 established intervention groups met, this activity was forced to cease in March 2020. Recruitment,
intervention groups and face-to-face follow-up visits were suspended due to the implementation of
lockdown for the COVID-19 pandemic in March 2020. Due to the nature of data collection (within
participants’ homes) and of the intervention (requiring face-to-face group interaction), it was not
possible to recommence recruitment until restrictions were almost completely lifted. Recruitment
recommenced in November 2021 and ran until September 2022, when we were asked to cease
recruitment due to the decision not to provide further funding to allow the trial to recruit to completion.
We were able to run five intervention groups (with a further two recruited but unable to commence),
although one of these had to stop midway through in March 2020. As 14 participants randomised to the
intervention then could not receive the full intervention, our Data Monitoring Committee advised we
exclude those participants and associated controls from any outcome analysis, reducing our sample size
by 28 (leaving us with 78).

There were no differences between the participants recruited pre and post pandemic on any of the key
sociodemographic or mental health characteristics measured at baseline. Retention to follow-up was
equally good pre and post pandemic. Use of primary care services as measured at follow-up (during
pandemic restrictions) was low in general, which is most likely due to the reduced availability of primary
care services both during and since restrictions. Trial logistics were severely impacted, with a need for
the study team and intervention team effectively to plan from the bottom up in a new, post-COVID
context, including changed primary care priorities, different perceptions of potential participants, new
intervention venues, new créche arrangements, new group facilitators, and increased workloads for the
[NHS research, development and innovation (RD&l)-based] recruitment staff. The importance of working
across agencies and pulling together as a team with a shared goal was important, and we were able

to re-establish a viable trial within a relatively short period. Nevertheless, the extra time and funding
required to complete the trial to protocol was prohibitive, and the funder decided to close the trial as
close to the original end date as possible.

Overall, the COVID-19 pandemic had a devastating effect on what was otherwise a viable trial which
would have gone a long way to answering a range of questions, not only about the effectiveness of
Mellow Babies for mothers experiencing psychosocial stress, but about the lived experience of this
population and how we might better engage them in research in future.
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Discussion

his trial was not able to establish the clinical and cost-effectiveness of the Mellow Babies parenting

intervention for women experiencing psychosocial stress and their 6- to 18-month-old babies. Due
to the close-down of the trial prior to recruiting to the planned sample size, we were unable to conduct
any outcome analyses due to insufficient statistical power. There has been some scope for learning,
primarily in terms of recruitment and retention strategies, and the rich qualitative data collected through
interviews has allowed a thorough exploration of the intervention, including group process.

The recent scoping review by Goyder and colleagues,'” ‘Parenting engagement and support
interventions for high risk groups’ provides a useful overview of the current state of the field, and
suggests some research questions that could be included in future studies:

1. What are the most effective strategies for identifying and engaging families at increased risk in
order to offer parenting interventions?

2. How feasible, acceptable and effective are the assessment tools currently in use to identify those
who benefit most from the offer of additional support?

3.  What forms of support or content do parents want and need most from parenting programmes;
what aspects of current programmes do they value most?

4. What factors make it easier for families to accept or sustain engagement with parenting interven-
tions? What are the reasons that families find it difficult to accept or sustain engagement with
parenting interventions?

The present report offers data in relation to each of these questions, although this is limited in the
context of an incomplete trial and without having had the time to interview control participants as well
as those randomised to the intervention arm.

In terms of recruitment (Q1 above), there is a need to have both direct communication with potential
participants (e.g. the PIC letter system) and engagement from practitioners working with families

(HVs, GPs and third-sector support staff) to optimise the approach. We are aware that HVs were less
engaged with the trial than we had anticipated for a range of reasons, not least the extreme pressure
that services were under in terms of reduced resources, reduced staffing capacity and increased needs
in the population. We also learnt that the element of randomisation was a significant deterrent to
referral by practitioners: they were simply unhappy with suggesting to women in their care that they
put themselves forward for a 50 : 50 chance of receiving an intervention they would likely benefit from
(in the practitioner’s perception). This aligns with recent findings from Rose et al.?’ that practitioners
experience role conflict when asked to recruit to clinical trials, and raises issues around how to manage
equipoise when trialling an intervention already popular in practice. One solution to this would be to
conduct trials such as this on a regional/service cluster randomisation basis, so that no practitioner

is facing this perceived dilemma: the intervention is either available in their area or not. Additionally,
feedback from participants indicated that when engaging women, the description around improving
bonding with babies may lead to negative feelings about participation, particularly where HVs had made
the referral, while reassuring women about how the créche operates and that babies can come into
the group if they do not settle, may reduce anxieties in attending groups. The potentially pivotal role of
clinicians/practitioners in recruiting to clinical research studies is clear, and it is important to consider
the specific needs/concerns within the context of each given study.?8%

In relation to the feasibility and acceptability of the assessment tools used in screening for trial
eligibility (Q2 above), although we did not gather formal data on this, we received no negative feedback.
Prospective participants understood that the trial was aimed at women who were experiencing
symptoms of anxiety and/or depression. Some women chose not to go ahead with screening once

they had discussed eligibility with the recruiting research nurse and better understood this criterion.
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There is clearly a balance to be gained where recruitment materials make it clear that the research is
aimed at women in psychosocial distress, but does not serve to stigmatise or prevent women from
coming forward. Recent work in Highland has shown a strong tendency for women to self-censor their
requests for mental health care: there was an expressed sense, especially in a climate of low resource,
that women compare themselves to those in more extreme distress and this serves to minimise their
own.%° In the case of The Mellow Babies Trial, recruitment materials were designed with patient and
public involvement (PPI) input to ensure language struck an appropriate balance, and the research nurse
conducting initial phone calls could then explain more fully the criteria, and use the conversation in the
context of her clinical experience to help mothers decide if it was worth going ahead with screening.

In relation to which aspects of the programme were most valued by parents (Q3 above), there was

a clear recognition of the need for support, which was often reported to be lacking (or experienced
negatively) through established services (e.g. health visiting). The fact that other women within
intervention groups were also facing challenges in new parenthood was highlighted as a key strength,
with other parent and baby/toddler groups being perceived to be full of parents who were happy and
knew what they were doing. The context and ethos of the Mellow Babies group seemed to act to
remove the stigma and allow participants to express their challenges and feel a sense of normalisation
and validation. Other key positive areas of the intervention highlighted by participants were the sharing
of life stories by both participants and facilitators, which reduced barriers within the group, and the
provision of the créche, both of which may be challenging to implement in mainstream services.

We have not been able to fully explore factors that encourage sustained engagement (Q4 above)

with the data we have. We did not interview mothers who dropped out of the intervention/

research (although simple comments were recorded where possible, such as ‘no time to take part as
maternity leave has ended’). Some of the qualitative analysis on group process indicates that group
composition, including number of participants, age of children and personal characteristics, were key
in the intervention groups becoming cohesive (or not) which was perceived by the participants to

have encouraged their sustained participation. As it stands, we had very good retention in the face of
significant mental health needs in our sample, possibly due to women having otherwise good support
in their lives, as indicated by sociodemographic data. Where women did drop out, it tended to be due
to mental well-being concerns or life being too overwhelming and group participation having to be
de-prioritised. Outside of a trial setting, and in the context of a sustained intervention programme, there
is more likely to be the opportunity for such participants to come back to the intervention (i.e. attend a
subsequent group) as strict age and other eligibility criteria would be less likely (e.g. Mellow Parenting
tends to be more flexible with its age criterion).

The main challenges to this trial were pragmatic, including difficulty establishing a fruitful recruitment
strategy and establishing the infrastructure for intervention delivery in the early months, and the
interference of the COVID-19 pandemic once systems were in place and the trial was running
successfully. The challenges are outlined in greater detail in Appendix 4 and include a need to

redirect our recruitment efforts away from relying solely on HVs and other practitioners towards
direct communication with potential participants (PIC letters), difficulties in obtaining critical mass

of participants within a reasonable time frame in a low population region, and having to establish an
infrastructure for intervention delivery where none previously existed. Nevertheless, the trial was
established as viable on two separate occasions (initial start-up and post-pandemic re-start): the final
challenge was the need for a longer time period and therefore funds to be able to recruit to power.

There are of course some limitations to consider, which are relevant despite no primary outcome
analysis. The sample, although showing significantly poor mental well-being, was otherwise relatively
advantaged from a sociodemographic perspective. The applicability of these findings to a wider
sociodemographic group is therefore limited. Similarly, this trial focused on mothers for pragmatic
reasons (see Publications), so findings cannot be extended to fathers or other adults with parental
responsibility. The pragmatic difficulties faced in implementing the intervention raise questions about
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its viability as a sustained programme within usual services, especially in a region like Highland with a
relatively small population size and lack of relevant infrastructure. Specialist practitioner posts are often
vulnerable, where there are services essentially offered by lone individuals or very small teams (e.g.
infant mental health service). However, this is difficult to assess concretely within the artificial context
of a RCT: our findings show, for example, that HVs would have been much more willing to refer mothers
had there been the certainty of receiving an intervention. Further qualitative data collection would

have been useful to help elucidate the experiences of those who left the intervention early, of those

in the control group, and of HVs and other practitioners in the field. Had we been able to interview
representatives from each of these groups, our understanding in relation to the secondary questions
addressed in this report would have been more comprehensive.

The research team and the intervention team worked extremely hard to engage with key partners and
stakeholders in the research to ensure the delivery of intended outcomes. Our connection to NHS
Highland and Highland Council was critical: NHS Highland RD&l was the only local organisation able

to provide an appropriate infrastructure for recruiting and retaining intervention practitioners, and we
relied on the collaboration with the public health department to access the PIC letter system. Health
visiting is managed by Highland Council, where key stakeholders were included at the planning stage
and as co-investigators in the trial. Their input in overcoming pragmatic barriers was invaluable. Similarly,
establishing and maintaining good relationships with these stakeholders allowed a smoother interaction
with HVs and other practitioners in participant-facing roles. Although we did connect with colleagues
in third-sector services as part of our engagement work, recent Highland-based work, in the post-
pandemic, post-Brexit climate, has highlighted how central the role of the third sector is in supporting
young families.*®®

There are several take-home messages from this research:

1. There is scope to conduct a new trial of Mellow Babies, ideally multisite and including cluster rando-
misation to facilitate recruitment.

2. ltis possible to recruit and retain mothers who are experiencing significant psychosocial stress into
trials, provided the infrastructure is realistic and flexibility in approach can be employed.

3. Recruitment needs to be direct, with potential participants being trusted to be their own gatekeep-
ers when putting themselves forward for research. We need to avoid potential paternalism/mater-
nalism in parenting support research.

4. Trials need to be realistically resourced/have a robust infrastructure. Recruitment and group facilita-
tion should ideally be carried out by staff dedicated to these roles - a larger trial would help this.

5. The need for a larger trial with better infrastructure brings the focus back to conducting trials
in large urban areas and marginalising those in more remote or rural areas. We need to be more
thoughtful about how to ensure all participants meeting clinical eligibility have the chance to partic-
ipate in an intervention that could realistically and sustainably be delivered to them as part of usual
services.

6. Solid engagement with the third sector will be critical for the above.
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Patient and public involvement

Both the original Chief Investigator (Cl) (PW) and the final Cl (LT) had already been investigators
on other similar trials [e.g. Trial of Healthy Relationship Initiatives for the Very Early years
(THRIVE); Henderson et al., 20193%!] which we used to inform our approaches to effective engagement,
recruitment, and retention in designing our materials and methodological approach. We recruited a
previous THRIVE trial participant to offer PPl input at the start of the trial: she gave feedback on our
recruitment posters and methods. We were not able to recruit any further PPI group members before
we had to pause study recruitment during the COVID-19 pandemic (March 2020).

We worked closely with the local family nurse partnership (FNP) practitioners who kindly recruited
teenage mothers on our behalf in order for the trial manager to meet with them to discuss their thoughts
and opinions on various aspects of our recruitment approach. The trial manager met with two teenage
mothers identified by FNP in August 2019 to discuss material the team were preparing for Facebook,
as well as discussing how best to target their peers for recruitment. The meeting was extremely helpful,
and we received insightful comments. They suggested that face-to-face engagement within established
community groups would be more effective than social media advertisements, as they did not tend to
engage online. They suggested local parent/family groups which the trial manager made contact with/
met the facilitator of. There was a need for both virtual and face-to-face approaches. Over time, the
research team built a network of third-sector contacts and attended local community groups (run by
NHS early years practitioners and third sector) in tandem with social media and other advertisement.
Although the families we met in August are not permanent members of the trial’'s PPl group, the FNP
has assured us they are happy to continue to work with the trial team in order to source young mothers
for any future service user meetings.

We successfully recruited four participants from the pre-pandemic period to take part in a discussion
about their experiences of participating in the trial and to provide direct feedback on recruitment
methods and research procedures in the post-pandemic period. We met with two of them in July
2022 and there were some suggestions for small amendments to our documentation, which could not
be implemented as we were asked to stop recruitment soon after. On the whole, the feedback from
these participants was positive about their experience as trial participants. The two participants who
were unable to attend this session were sent a summary of the discussion via e-mail and given the
opportunity to comment (no comments were received).

We plan to generate a brief version of this report to make available (online) to all study participants
and any member of the public who might be interested. Although we had planned to have a public-
facing dissemination event, there may be little scope for this given the changed research questions
and limited resources available. While we are unable to report on the original intended outcome for
the trial, there would be merit in discussing the findings in the context of other work happening locally
(i.e. the development of perinatal and infant mental health services). LT is working with NHS Highland
on the perinatal and infant mental health workstream at present and will liaise with them around
effective dissemination.
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Equality, diversity and inclusion

Participants: The study was open to any mother meeting the inclusion criteria, including via self-
referral. Highland is not an ethnically diverse region, with < 2% of residents not of white European
extraction.®? We considered the main barriers to participation to be stressful lives, mental health, social
isolation, literacy/education and living rurally or remotely. There is evidence that parents experiencing
these stressors are less likely to engage in parenting interventions.®3-3¢ Measures to overcome these

as much as possible were incorporated into the study design, partly based on the design of the Mellow
Babies intervention model. Specifically, home visits were used for obtaining consent and gathering
baseline and follow-up data. This meant that all measures, although mostly questionnaires, were
conducted in an interview style with the researcher taking time to fit with the participant’s schedule.
The participant information sheet was designed to be accessible to those with literacy difficulties,

and we sought PPl input into its design. A flexible approach to communication, including the use of
whichever means was preferred by the participant and the adoption of a patient approach to reminders
(i.e. no ‘three strikes and you're out’ type rule) allowed us to work around participants’ busy and often
stressful lives. Critical to this study, it also allowed mental well-being to be considered: if a participant
was having a difficult day and needed to reschedule a visit, we accommodated this. Although living
remotely will have been a barrier for some potential participants (i.e. too far to travel to a more populous
area with enough critical mass to establish an intervention group), we were careful to target recruitment
to areas closer to the urban centres. Where participants did not have access to a car, transport was
always provided to allow participation in intervention groups.

We successfully enrolled 106 women with babies 6-18 months old living across the Highland

Council region in Scotland. Women enrolled in the trial all scored above the threshold for anxiety and
depression, 61% stated they had a diagnosed mental health condition (usually depression or anxiety),
and 50% had been prescribed a mental health medication since the birth of their baby. Baseline data
showed a high level of education, a high level of paid employment and a high level of home ownership
among participants, and most were currently in a relationship with their baby’s father. There were also
low levels of stress in terms of life events. This suggests that there is more work to be done to ensure
that those experiencing adversity in sociodemographic terms have the opportunity to participate and
that barriers to participation need to be better understood. However, while the sample as a whole
appeared to be ‘doing well’ on these measures, some participants faced specific challenges. What we

do know from those who were screened or recruited is that mothers’ non-attendance when randomised
to the intervention arm was linked to life stressors, including moving house, returning to full-time work
after maternity leave, not feeling able to commit the time to the group, planned absences during the
group, and living too far away from where the group was being delivered. Mothers withdrew from the
programme due to life stressors, mental health and child factors. Reasons included experiencing a family
bereavement, finding the group made PTSD symptoms worse, and the child not being able to settle in
the créche. Lack of participation in follow-up appointments was also predominantly due to life stressors
and participant mental health, including experiencing a recent miscarriage, the birth of a child, time
pressures, or not ‘being in a good place’. However, the majority of participants who did not take partin a
follow-up did not respond to contact from the research team, so we are unable to determine the reasons
for non-participation from these mothers.

Research team: The CI for the majority of the trial was a senior, white, male, medically qualified
professor. Once he retired (December 2022), this role was taken over by one of the senior
co-investigators, a white female senior research fellow, for the final few months of the trial. The rest of
the staff on the trial were female, all of white European ethnicity. Our team included staff from different
disciplines (e.g. psychology graduates, medical doctors, nurses) and with a range of experience. The
main posts for the running of the trial, the Trial Manager/Research Fellow, Research Assistant, and

PhD student, were all young, female, early career researchers. We believe the trial has contributed
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to developing their careers and capacity within the field. We ensured all staff had the opportunity to
contribute to key trial decisions and to train in new areas of skill development. The trial was presented at
international conferences by the early career researcher staff members. As well as our PhD student, we
had a master’s student (a young female medical student) work on the process evaluation in the first year
of the project, and she presented her paper at a conference.
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Impact and learning

he main impact of The Mellow Babies Trial has been to demonstrate that complex intervention

trials of this nature can be viable in areas lacking a large or diverse population or significant trial
infrastructure. It is possible to recruit mothers experiencing psychosocial stress, especially when
approaching them directly (i.e. no dependence on a ‘gatekeeper’). It is important to be able to conduct
trials away from the main population centres if we are to be confident that our findings are truly
applicable to the population more widely. Trials need to be realistically planned, and funded, to be able
to allow people from remote and rural areas to participate, or for smaller population centres without the
level of trial infrastructure of larger cities to be able to evaluate the effectiveness of interventions in a
real-world setting.

Although the participant group was representative of the local population in demographic terms, they
showed a relative advantage compared to the target population for the intervention (which is likely

to experience a greater disadvantage).?°?! It is likely more mothers experiencing sociodemographic
disadvantage might have been recruited if practitioners working with families had more capacity to
recruit to the trial. While the PIC letter has been the most effective means of recruitment, it may be that
a formal letter would have been off-putting to some potential participants. A two-pronged approach,
involving a letter and direct practitioner contact, would be ideal. It could also have been useful to
work more directly with third-sector organisations, who often have more direct contact with families,
in recruiting participants. Although we did make contact with as many organisations as possible, in
both the pre- and post-pandemic phases of the trial we were just getting to the stage of establishing
procedures when we had to stop recruitment.

Regarding trial infrastructure, conducting a trial in Highland meant planning based on tenuous resources.
For example, when we submitted the funding application, there was a mobile créche in operation locally
that would have been able to staff the intervention créche facility. By the time the trial started, this
business was no longer in operation and there was no alternative. We worked with local nurseries to
develop a preferable alternative (hosting the intervention groups within nurseries where child care could
be absorbed), but this could not be reinstated post pandemic partly due to the continued restrictions on
adults entering the nursery buildings, but also due to new national legislation increasing early education
provision meaning that nurseries no longer had the capacity to host the intervention group or to absorb
the child care. Staffing the intervention also presented significant challenges, and ultimately the NHS
was the only organisation with the size and infrastructure to accommodate staff in secure posts to allow
their sustained involvement in the trial.

The Mellow Babies Trial has been able to demonstrate considerable desire for this type of intervention
in the community. Almost 400 mothers expressed interest in the trial. Although only 25% of these
ultimately became participants, the artificial barrier created by trial recruitment procedures is almost
certainly a significant factor.

We have actively disseminated the learning from this work as much as possible and will continue to do
so in the coming months to ensure learning is maximised among key stakeholders. We have presented
the protocol and aspects of the development at the following conferences:

e Thompson L, Buchanan L, Christie H, Wilson P. The Mellow Babies Trial: Early Process Evaluation of a
Complex Intervention. Oral presentation at the NHS Highland Research, Development, and Innovation
Conference, 2019.

e Thompson L, Wilson P, The Mellow Babies Trial team. The Mellow Babies Trial Protocol. Poster
presentation at the NHS Highland Research, Development, and Innovation Conference, 2019.
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e Tanner J, Wilson P, Thompson L. Group Processes and Interpersonal Change Mechanisms Within a
Group-based Intervention for Mothers and Their Infants. Oral presentation at the World Association for
Infant Mental Health Congress, 2023.

There are no plans to publish any of the findings contained within this report separately. The interview
data have been used in a separate analysis (i.e. different research questions and methods) by Jessica
Tanner, a PhD student, as part of her thesis focused on group processes in parenting interventions,
successfully examined on 29 April 2024. The paper titles are:

e Tanner J, Wilson P, Wight D, Thompson L. The importance of group factors in the delivery of group-
based parenting programmes: a process evaluation of Mellow Babies. Front Child Adolesc Psychiatry
3:1395365. https://doi.org/10.3389/frcha.2024.1395365

e Tanner J, Wilson P, Wight D, Thompson L. The Mellow Babies parenting programme: role of group
processes and interpersonal change mechanisms. Front Child Adolesc. Psychiatry 2024;3 https://doi.
org/10.3389/frcha.2024.1395363

As stated in Patient and public involvement, we plan to generate a brief version of this report to make
available (online) to all study participants and any member of the public who might be interested.
Although we had planned to have a public-facing dissemination event, there may be little scope for this
given the changed research questions and limited resources available. While we are unable to report on
the original intended outcome for the trial, there would be merit in discussing the findings in the context
of other work happening locally (i.e. the development of perinatal and infant mental health services). LT
is working with NHS Highland on the perinatal and infant mental health workstream at present and will
liaise with them around effective dissemination to key stakeholders.
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Implications for decision-makers

ue to the close-down of the trial prior to recruiting to the planned sample size, we were unable

to conduct any outcome analyses due to insufficient statistical power. This limits our capacity to
make recommendations for decision-makers. There is, nevertheless, some scope for learning, primarily in
terms of recruitment and retention strategies, and the rich qualitative data collected through interviews
have allowed a thorough exploration of the intervention, including group process. As articulated in the
Discussion section, there is scope to continue to conduct trials of parenting interventions, including of
Mellow Babies, taking into account the learning from this trial regarding logistics and the acceptability
and effectiveness of our approach to recruitment and retention. Indeed, research evidence regarding
the impact of Mellow Babies continues to accumulate,*-2* which provides useful information for
decision-makers, but not at the level of a definitive effectiveness trial. Our take-home messages from
the Discussion form the basis of implications for decision-makers:

1. There is scope to conduct a new trial of Mellow Babies, ideally multisite and including cluster rando-
misation to facilitate recruitment.

2. ltis possible to recruit and retain mothers who are experiencing significant psychosocial stress into
trials, provided the infrastructure is realistic and flexibility in approach can be employed.

3. Recruitment needs to be direct, with potential participants being trusted to be their own gatekeep-
ers when putting themselves forward for research. We need to avoid potential paternalism/mater-
nalism in parenting support research.

4. Trials need to be realistically resourced/have a robust infrastructure. Recruitment and group facilita-
tion should ideally be carried out by staff dedicated to these roles - a larger trial would help this.

5. The need for a larger trial with better infrastructure brings the focus back to conducting trials
in large urban areas and marginalising those in more remote or rural areas. We need to be more
thoughtful about how to ensure all participants meeting clinical eligibility have the chance to partic-
ipate in an intervention that could realistically and sustainably be delivered to them as part of usual
services.

6. Solid engagement with the third sector will be critical for the above.

In addition to the above specific implications, there is a need to think more generally about the
context and infrastructure around trials of complex interventions such as Mellow Babies. The trial was
in many ways constrained by resource availability locally. In order to ensure we reach underserved
populations there need to be higher-level actions (infrastructure/funding) that take into account the
added contextual barriers (e.g. outsourcing of resources at extra cost), in keeping with NIHR INCLUDE
guidance® and the ongoing NIHR Under-served Communities Programme.*®

Although recruitment was successful in this study, it involved considerably more staff time and logistical
effort than anticipated. Despite any efforts made, the trial was not able to reach those in the most remote
areas, which in part was due to logistics and resources, but also the constraints related to eligibility criteria
(age of child) and needing a critical mass for groups within a short time frame. Rurality has been a barrier to
implementation of intervention groups outwith the context of a trial in Highland before, so there is a need
to learn directly from those experiences to allow appropriate trial design in future.

Those who did not complete the intervention or were lost to follow-up cited mental health and/or

life stressors as the underlying reasons. There is scope to explore more thoroughly how best to retain
participants in interventions which are designed to be accessible regardless of these stressors. Outwith
the rigid constraints of a conventional RCT design, interventions such as Mellow Babies tend to offer as
flexible an approach as possible to allow for continued participation. It may be most prudent to ensure
that future trials/interventions exist as part of a wider programme where, for example, those unable
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to maintain participation in a 14-week whole-day programme may still be able to obtain other relevant
support (i.e. an online group) that is more accessible. Having trials more embedded with usual care (such
as health visits) without compromising scientific validity would seem to be beneficial not only to trial
success but also to participant welfare.
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Research recommendations

As this trial was unable to recruit to the planned sample size, there is still ample scope for the original
question to be addressed: What is the clinical and cost-effectiveness of the Mellow Babies parenting
intervention for women experiencing psychosocial stress and their 6- to 18-month-old babies? This is
supported by the review by Goyder and colleagues,'” which highlights the need for higher-level evidence
for a number of existing programmes, including Mellow Babies. With thoughtful design, a trial could
address not only this primary question, but also several secondary questions along the lines of those
proposed by Goyder et al. (see Discussion).

Beyond this specific area of enquiry, our recommendations for future research align with those proposed
by Goyder et al. Specifically, the example questions posed in their review present an ideal foundation on
which to build on the learning from The Mellow Babies Trial (see Discussion).

e What are the most effective strategies for identifying and engaging families at increased risk in order
to offer parenting interventions?

e How feasible, acceptable and effective are the assessment tools currently in use to identify those
who benefit most from the offer of additional support?

e What forms of support or content do parents want and need most from parenting programmes; what
aspects of current programmes do they value most?

e What factors make it easier for families to accept or sustain engagement with parenting
interventions? What are the reasons that families find it difficult to accept or sustain engagement
with parenting interventions?

The learning from The Mellow Babies Trial, detailed in previous sections, serves to reinforce the
statement made by Goyder et al., with reference to Hackworth et al.:* ‘Enabling parents to engage
with the offered support requires an understanding of their most immediate support needs and an
understanding of the practical, social, economic and cultural barriers that may make it more difficult for
parents to accept support or engage with programmes’.
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Conclusions

his trial was not able to establish the clinical and cost-effectiveness of the Mellow Babies parenting

intervention for women experiencing psychosocial stress and their 6- to 18-month-old babies. Due
to the close-down of the trial prior to recruiting to the planned sample size, we were unable to conduct
any outcome analyses due to insufficient statistical power. There has been some scope for learning,
primarily in terms of recruitment and retention strategies, and the rich qualitative data collected through
interviews have allowed a thorough exploration of the intervention, including the group process. Key
learning from interviews with intervention participants included the importance of the social cohesion/
community the groups offered, having a safe shared space to focus on themselves, as well as the need to
be mindful of not only group size but group composition and their potential impact on the intervention
experience. Barriers to participation included a sense of stigma, not wanting to deprive those more in
need of support, reluctance to use the créche, and concern about lack of anonymity and speaking out
in a small group. Group facilitators need to be carefully selected and trained, as well as provided with
ongoing support from each other and professional supervision. Pragmatic issues related to delivering
an intervention which is not embedded in services were discussed, including having to work part-time
around other commitments and not always being able to be as flexible as the intervention/participants’
needs might require.

There is no doubt that more trials of parenting support interventions are needed, especially where
public services are already investing in well-liked programmes lacking a robust evidence base. Any
future trial must take on board the recommendations of Goyder et al.,*” including the need for proper
consideration of contextual barriers to participation. This should include consideration of the need to
ensure that those in underserved populations, such as those in remote and rural areas, have the chance
to meaningfully participate in research.
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Appendix 1 Trial recruitment, retention and
participant characteristics: full results

This section will include data to address the following questions from the close-down protocol (https:/
njl-admin.nihr.ac.uk/document/download/2042261; accessed 20 November 2024):

1.  Which eligible mothers agree and which decline to participate in the intervention, and what reasons
do they give?

2. Which recruitment methods were most effective and was there was any variation in participant
characteristics with means of recruitment?

3. How do sociodemographic characteristics and maternal mental health at baseline relate to:
a. changes in parenting behaviours?
b. maternal mental state at 8 months post recruitment?
c. child development at 30 months, using ASQ rather than Bayley?

6. Are there family characteristics associated with greater adherence to Mellow Babies?
7. Are there family characteristics associated with greater retention to follow-up?

Recruitment

Figure 1 (Consolidated Standards of Reporting Trials diagram) gives details of numbers of participants
expressing interest/screened/eligible/recruited to the trial. Of 390 expressions of interest, 179
consented to take part in screening, and 139 of these were eligible for participation. The most common
reason for ineligibility was not meeting the HADS threshold criterion (n = 36).

Of those screening negative on the HADS, the median scores were 3 [interquartile range (IQR) 2-5]
for Depression and 6 (IQR 3-8) for Anxiety. Scores within this group were fairly evenly spread, with
five participants (14%) scoring just below the threshold for Depression and three participants (9%) just
below the threshold for Anxiety (Figure 2).

Of those who screened positive, the most effective recruitment strategy by far was PIC letters, resulting
in 75 (57%) of eligible participants. While we had anticipated HV referral might be our most successful
method, only 26 (20%) of those eligible came from this source. Anecdotally, we understand that HVs
were reluctant to refer to a trial where participants had a 50 : 50 chance of receiving an intervention.
There were only two referrals from GPs. All other referrals came from social media (n = 19; 14%), the
study website (n = 1; 1%) or other forms of self-referral (n = 9; 7%). (Referral source data were not
available for 7/139 eligible.) Table 2 shows the proportion eligible per recruitment source and associated
median HADS scores. Collapsing the categories and comparing the ‘professional referral’ method (HV
or GP) to the others (all ‘self-referral’) made no impact on whether screened as eligible: 90% of ineligible
participants were self-referrals versus 79% of those eligible.

Of those who screened positive but ultimately were not recruited to the trial, the most common
reasons were changing their mind (n = 13), no longer being able to commit the time (often due to
returning to work after maternity leave) (n = 7), or due to trial recruitment being suspended in March
2020 (n = 7). Only two were uncontactable at this stage, one had left the area, and one chose not to go
ahead to baseline visit as there was not going to be an intervention group in her area in the timescale
needed. Finally, two participants who had been screened late in 2022 and remained keen to participate
ultimately could not due to trial closure.
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EOI RECEIVED (n=390)

v

TELEPHONE SCREENING USING HADS (n=179)
Screened positive (n=139) (78%)

REASON NOT ELIGIBLE (n=40) Did not screen positive (n=40) (22%)
© Screen negative on HADS, n=36 (20%) [
e Uncontactable, n=3 (2%) *
 No longer interested, n=1 (1%) REASON NOT RECRUITED (n=33)

( Eligible (n=139) (78%) ) e Changed mind, n=13 (9%)
e Can no longer commit the time,n=7 (5%)

| o Trial suspended due to COVID, n=7 (5%)
* e Uncontactable,n=2 (1%)

((BASELINE AND RANDOMISATION COMPLETED (n=106) ) * sl closure,n=2 (1) o

| e No intervention available in area,n=1(1%)

Intervention +
usual care
(n=53) (50%)

Usual care only
(n=53) (50%)

WITHDREW

—  J —
Disappointed with
randomisation
A ~ p A outcome (n=1)
COMPLETED FU1 (n=37) (70%) COMPLETED FU1 (n=33) (62%)
Withdrew during FU1 contact (n=3) Uncontactable (n=11)
Withdrew intervention, no contact (n=4) Not offered due to trial close (n=8)

Uncontactable (n=2)
Not offered due to trial close (n=7)
_ J
A l
s N e
COMPLETED FU2 (n=19) (36%) COMPLETED FU2 (n=17) (32%)
. . . _ Uncontactable (n=8)
Withdrew intervention, no contact (n=6) .
Uncontactable (n=3) Not offered due to trial close (n=27)
Not offered due to trial close (n=25)
(. J (. J

FIGURE 1 Consolidated Standards of Reporting Trials diagram of recruitment to The Mellow Babies Trial.
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FIGURE 2 Boxplot of HADS Anxiety and Depression scores among those not meeting screening criteria.

TABLE 2 Eligibility and HADS scores by recruitment source

lity criteria met? HADS anxiety HADS depression
Recruitment source Y, n (%) N, n (%) Median (range?) Median (range?)
Study website 1(33) 2 (67) 9 (5-15) 3(3-7)
Facebook/Instagram 19 (91) 2(9) 12.3 (6-19) 9 (1-15)
Baby group 1(100) 0(0) 11 5
Other self-referral 8 (100) 0(0) 13 (12-20) 10 (3-16)
PIC letter 75 (70) 32(30) 11 (0-20) 7 (0-19)
HV referral 27 (87) 4(13) 12 (2-18) 9(1-18)
GP referral 2 (100) 0(0) 16 (16-16) 8.5(7-10)

a Frequencies were too low to allow IQR on most categories.
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Demographic characteristics at baseline

Full baseline characteristics for the final sample of 106 are provided in Appendix 5. Key highlights include
little ethnic diversity (representative of the region), a high level of education [50 (47%) educated to
university level; Scottish national average 26%*], a high level of paid employment (or on maternity leave
and planning to return to paid employment) (n = 68, 64%) and a high level of home ownership (n = 55,
52%). Participants ranged from 20 to 46 years of age {mean [standard deviation (SD)] = 32 (5.9)}, and
their babies ranged from 5 to 17 months [mean (SD) = 9 (3.7)] at point of screening. About two-thirds of
the sample were from relatively affluent areas (i.e. Scottish Index of Multiple Deprivation (SIMD) quintile
3-5), and only 14 (13%) lived in areas classed as remote or very remote rural. See Appendix 5, Table 21
for a full breakdown.

Mental health at baseline

All participants scored above the 85th centile?® on one HADS subscale at screening, and mean scores
were 11.7 (SD 4.2) for Hospital Anxiety and Depression Scale - Anxiety subscale (HADS-A) and 7.8
(SD 4.0) for Hospital Anxiety and Depression Scale - Depression subscale (HADS-D). Although 61%
stated that they had been diagnosed with a mental illness, much higher proportions (86%/76%/96%)
reported experiencing mental ill health before/during/or after pregnancy, respectively. Rates of
prescribed medication for mental ill health were 64%/23%/50% before/during/after pregnancy,
respectively. The lower rate during pregnancy will likely be due to mothers choosing to cease
medication so as not to harm their unborn baby. It is interesting to note that prescription rates did not
increase in line with the increased experience of mental ill health postnatally. In a separate question
focused on pregnancy, 84% of participants stated they had experienced anxiety or depression during
this period (higher than the diagnosed mental iliness rate of 61%). See Appendix 5, Table 22 for a full
breakdown of responses.

Stressful lives at baseline

Using the Recent Life Events scale,*® with two items added pertaining to child protection (Has a child
living in your household been placed on the child protection register or been taken into care?) and
homelessness (Have you been homeless?), this sample endorsed relatively few items: the median
number of events endorsed was three (IQR = 1-5). Of those who had endorsed life events, most (n = 62,
81%) stated that at least one of these still affected them (median = 2, IQR = 1-4). Regarding the added
items, seven participants had been made homeless, with five stating it still affected them; three had
experienced a child protection situation within their household, with one stating this still affected them.
See Appendix 5, Table 22 for a full breakdown of responses.

Social isolation at baseline

Most participants (84%) were in a relationship at baseline, with all but one stating their partner was
the father of their baby. Participants reported good practical and emotional support from partners,
although 21 (23%) felt they were less close with their partner since having their baby, and 14 (16%)
reporting recent tension, irritability, etc. in their relationship. Reported relationship quality was
generally very good, with 81 (91%) stating they enjoyed spending time with their partner. Of some
concern was the small number (7) who reported that conflict with their partner had often ‘come close
to coming to blows, or worse’, although physical violence was not mentioned in free text comments.
With regard to support or advice, family or partner (usually baby’s father) were the most popular
sources, with HVs and GPs both being endorsed as an accessible professional source for most. There
were very few negative responses to four questions about availability of practical support in the
preceding 6 months, with all participants being able to endorse at least one of the four items. See
Appendix 5, Table 23 for a full break down of responses.
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Retention to follow-up

Of those recruited and randomised (n = 106), the proportions per referral source were similar to the
above. Seventy (67%) of those randomised took part in the first follow-up (FU1). One had already
withdrawn from the trial prior to FU1 being offered and a further 15 were not offered FU1 due to trial
closure. Therefore, of those eligible (n = 90), 78% completed FU1. The reasons for not completing FU1
when eligible are shown in Table 3. Of those completing FU1, there was no significant difference in
completion according to whether referred by a clinician or recruited via a self-referral method.

TABLE 3 Reasons given for non-completion of FU1 where eligible

Reason for non-completion FU1 N %

Uncontactable or aged out 12 67
Withdrew consent for FU1 (but remained in trial) 3 17
Withdrew participation in trial at point of FU1 contact 3 17
Total 18 100

Thirty-six (34%) of those randomised took part in the second follow-up (FU2). However, some had
withdrawn from the trial prior to FU2 being offered (n = 4, 4%, see Table 3 above) and a further 53
were not offered second follow-up due to the trial closing. Therefore, of those eligible (n = 49), 74%
completed FU2. The reasons for not completing FU2 when eligible are shown in Table 4. Of those
completing FU2, there was no significant difference in completion according to whether referred by a
clinician or recruited via a self-referral method.

Full participant characteristics at each stage of follow-up are provided in Appendix 1. Table 5 shows
a range of descriptive statistics for those eligible for FU1 or FU2 who did or did not complete that
follow-up assessment.

There were very few differences in sociodemographic or mental health characteristics at baseline for
those who did/did not complete either follow-up assessment. For FU1, the child’s older age at screening
and lower level of social support (< 5 items endorsed) were associated with completion. At FU2, only
mothers’ higher HADS Anxiety score at screening was associated with non-completion.

Retention in intervention

Thirty-two (60%) of those randomised to the intervention group took part in at least one intervention
group session. Six participants were randomised to group 3, but could not participate as the group had

TABLE 4 Reasons given for non-completion of FU2 where eligible

Reason for non-completion FU2 N %

Uncontactable or aged out 7 54
Withdrew consent for FU2 (but remained in trial) 5 38
Withdrew participation in trial at point of FU2 contact 1 8
Total 13 100
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TABLE 5 Key sociodemographic and mental health variables at baseline and completion of FU1/2

Completed FU1 Completed FU2
Variable at baseline Yes No Yes
Study arm n (%)
Intervention 37 (53) 16 (44) 19 (54) 6 (46)
Usual care 33 (47) 20 (56) 0.41° 16 (46) 7 (54) 0.75
Mother’s age, years [mean (SD)] 322 (59) 311 (5.9) 0.38° 319 (57) 321 (49 0.93°
Child’s age, months [mean (SD)] 9.9 (3.7) 8.1 (3.3) 0.007°¢ 9.3 (3.7) 8.8 (3.4) 0.63°
SIMD n (%)
1 (most deprived) 10 (15) 8 (24) 7 (21) 5 (42)
2 15 (22) 5 (15) 6 (18) 1 (8)
3 11 (16) 4 (12) 4 (12) 2 (17)
4 26 (38) 15 (44) 14 (41) 2 (17)
5 (least deprived) 6 (9) 2 (6) 0.70? 3 (9) 2 (17) 0.38°
Rurality n (%)
More urban 48 (69) 14 (78) 27 (77) 10 (77)
More rural 22 (31) 4 (22) 0.57° 8 (23) 3 (23) 0.632
Education n (%)
Degree level 35 (50) 7 (39) 15 (43) 5 (38)
Below degree level 35 (500 11 (61) 0.0282 20 (57) 8 (62) 0.53
Employment n (%)
Currently employed/mat leave 45 (64) 11 (61) 22 (63) 5 (38)
Not employed 25 (36) 7 (39) 0.50° 13 37) 8 (62) 0.122
Home ownership n (%)
Yes 37 (53) 8 (44) 19 (54) 4 (31)
No 33 (47) 10 (56) 0.60° 16 (46) 9 (69) 0.132
HADS-A [mean (SD)] 125 (29) 137 (2.7) 0.07° 127 (2.6) 150 (3.2) 0.006°¢
HADS-D [mean (SD)] 9.1 (38) 9.2 (3.5) 0.46° 9.7 (3.6) 85 (2.9) 0.13°
Diagnosed mental illness n (%)
Yes 42 (60) 15 (83) 22 (63) 10 (77)
No 28 (40) 3 (17)  0.05° 13 37) 3 (23)  0.49:
Anxiety or depression n (%)
Yes 59 (84) 14 (78) 31 (89) 11 (85)
No 11 (16) 4 (22) 0.37° 4 (11) 2 (15) 0.522

Life events - frequency [mean (SD)] 3.2 (2.6) 3.7 (2.8) 0.27° 3.6 (2.7) 3.3 (3.00 0.38°
Life events - affect [mean (SD)] 1.9 (21) 2.7 (2.5) 0.15° 2.4 (2.3) 24 (2.6) 0.48°
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TABLE 5 Key sociodemographic and mental health variables at baseline and completion of FU1/2 (continued)

Completed FU1 Completed FU2

Variable at baseline Yes No Yes No

Current relationship n (%)

Yes 59 (84) 14 (78) 29 (83) 10 (77)

No 11 (16) 4 (22) 0372 6 (17) 3 (23) 0.69*
Help in past 6 months n (%)

4 items 63 (900 11 (61) 30 (86) 10 (77)

5-7 items 7 (100 7 (39) 0.007>¢ 5 (14) 3 (23) 0.66°

a Chi-squared test.
b Independent-samples t-test.
¢ Statistically significant at < 0.01.

to be cancelled due to the COVID-19 pandemic lockdown. Six were randomised to group 7, which did
not take place due to trial close-down. A further three stated they could no longer commit the time,
due to work or other commitments, one did not want to record a parent-infant interaction video for the
intervention, one lived far away and changed her mind, and one changed her mind due to feeling too
stressed. For the final three, no reason was recorded.

The groups varied in the specific number of intervention sessions available: only groups 1 and 4 were
able to offer the full 14 sessions. Group 2 ended at session 7 due to the onset of the COVID-19
pandemic lockdown restrictions, group 3 could not start for this reason, groups 5 and 6 were curtailed at
10 and 11 sessions, respectively, due to practitioner availability. Group 7 did not take place due to trial
close-down. Taking the varying intervention lengths into account, eight participants took part in every
intervention session available to them, with 56% attending at least 60% of sessions available to them.
Among those who attended any sessions, the mean number of sessions attended was 8 (SD = 3.8), with
a wide range of 1-14. Six (19%) left the intervention group prior to week 5, considered a key stage after
which few participants tend to drop out.

There were weak associations between attending a lower proportion of available intervention sessions
and: higher HADS anxiety at screening (r = -0.39; p = 0.01); older child’s age at screening (r = 0.36;

p = 0.02); home ownership (t = 2.2; p = 0.03). There was no systematic association between any other

sociodemographic characteristics or mental health variables and retention in the intervention. A more

detailed exploration of participant and group characteristics is given in Appendix 3.

Sociodemographic characteristics and maternal mental health at baseline in
relation to outcomes at follow-up

Table 6 shows a range of sociodemographic characteristics and mental health measures at baseline
according to parenting attitudes and behaviours at each of the three data collection points: baseline,
FU1 (8 months post randomisation) and FU2 (child 30 month of age). The PBQ-16 is on the left and
activities with child on the right. Looking at the whole sample, mean PBQ-16 scores were low (maximum
80) indicating a good level of post-partum bonding. There was no change from baseline (BL) to FU1

in PBQ-16 scores, and scores increased a little at FU2 (albeit with a smaller and more limited sample).
There was no statistically significant change over time. Looking at any differences according to baseline
sociodemographic variables, there were few that were statistically significant: mothers who were under
25 at baseline and those who did not own their own home had poorer scores at FU1, and mothers
whose babies were over a year old at baseline had poorer scores at FU2.

NIHR Journals Library www.journalslibrary.nihr.ac.uk
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In relation to activities with their child, mean total scores were in the mid-range (maximum 88,

with higher scores meaning less activity) and did not seem to change a lot over time, despite the
implementation of COVID-19 restrictions for the first 47 in the sample (again, no statistically significant
change over time for the whole sample). Significant differences were observed where mothers whose
child was over 1 year, those who were educated to degree level or higher, those who owned their own
home, and those who did not report previous anxiety or depression at baseline had more activity at

that stage of data collection. The association with home ownership remained at both follow-up time
points. At FU1 mothers aged 25 or over at baseline and those who did not report previous anxiety or
depression reported more activity with their baby/toddler, and at FU2 those educated to degree level or
above, those in employment at baseline, those with a diagnosed mental illness at baseline, and those in a
relationship at baseline all reported more activity with their baby/toddler.

Mental health at follow-up 1 (8 months post randomisation) in relation to
sociodemographic characteristics and mental health at baseline

With reference to Table 7, HADS Anxiety and Depression scores were lower on average at FU1

(9.4 and 6.2, respectively) than at baseline (11.7 and 7.8, respectively), although they were still
significantly positively correlated [HADS-A (r = 0.496; p < 0.001) and HADS-D (r = 0.580; p < 0.001)].
Five participants reported a new mental illness since baseline. Although all participants would have
scored above the 85th centile on either HADS-A or HADS-D at baseline, only 42% and 39% met these
respective thresholds at FU1.

There were few associations with sociodemographic characteristics at baseline: for HADS-A those
owning their own home had lower scores at FU1 and those without a diagnosed mental illness

at baseline had lower scores and were less likely to score above threshold at FU1. For HADS-D,
participants aged 25 or older at baseline had lower scores at FU1 as did those owning their own home.

Child development outcomes at follow-up 2 (child reaches 30 months of age) in
relation to sociodemographic characteristics and mental health at baseline

Tables 8 and 9 show outcomes on the main developmental measures - the ASQ-3, ASQ-SE2 and
Strengths and Difficulties Questionnaire - taken at FU2 (when the child reached 30 months). There were
no statistically significant differences between the subgroups on any of these measures, most likely due
to the small sample size involved. Of note is that all participants scored above threshold on the ASQ-
SE2, indicating that further assessment with a professional may be needed. This is surprising given how
few scored above threshold on the ASQ-3, including on the personal-social subscale, and may indicate a
specific domain of challenges being faced by this small group.

Strengths and Difficulties Questionnaire subscale and total mean scores were relatively low, with

40% scoring above threshold (i.e. above the ‘close to average’ category*!). There were few significant
differences by the various subgroups: children of mothers aged 25 or older at baseline had lower

scores on hyperactivity/inattention, and were less likely to score above threshold. Significantly lower
hyperactivity/inattention scores were also observed where children were at least a year old at baseline,
but they were not less likely to score above threshold. Mothers in a relationship at baseline had children
with significantly higher scores on peer relationship problems at FU2. As with the previous section,

the lack of significant subgroup differences is most likely due to the small sample size for this data
collection point.

Finally, Sure Start Language Measure (SSLM) data are shown in Table 10 and Figure 3. Note that these
were based on a smaller range of words than usual: the first 10 words were omitted in error from the
data capturing system for those pre COVID; these were captured only for a small subset of participants
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FIGURE 3 Boxplot showing distribution of SSLM scores at FU1 and FU2.

TABLE 6 Sociodemographic and mental health and parenting behaviour at three data collection points

PBQ 16, mean (SD) Activity with child, mean (SD)
BL,n=103 FU1,n=69 FU2,n=33 BL,n=103 FU1,n = 68
Whole sample 13.7 (9.9) 13.7 (9.9) 16.4 (9.4) 421 (10.9) 39.2 (10.3)
Study arm
Intervention 148 (9.4) 129 (104) 152 (8.7) 432 (11.3) 41.1 (10.8)
Usual care 12.5 (104) 14.6 (11.5) 17.6 (10.2) 40.1 (104) 37.1 (9.4)
Mother’s age band
< 25 years 17.9 (125) 219 (12.6) 168 (7.0) 480 (14.9) 457 (5.5)
> 25 years 132 (9.5) 128 (9.3 163 (9.8) 414 (10.2) 38.5 (10.5)*
Child’s age band
< 365 days 138 (9.4) 135 (8.2) 119 (6.9) 437 (10.7) 38.8 (10.5)
> 365 days 13.5 (11.3) 14.0 (12.5) 242 (8.0 382 (10.5)* 39.9 (10.2)
SIMD
1 (most deprived) 16.1 (10.3) 185 (8.6) 210 (690 40.6 (9.9) 38.6 (10.4)
2 11.3 (9.4) 127 (10.6) 163 (13.2) 46.4 (11.4) 43.1 (11.5)
3 10.5 (5.9) 10.8 (5.7) 13.0 (5.5) 403 (8.9) 37.8 (10.2)
4 145 (10.4) 133 (9.2) 169 (9.5) 421 (12.1) 38.3 (8.9)
5 (least deprived) 152 (13.6) 173 (17.9) 153 (9.1) 38.0 (8.9) 32.7 (10.1)
Rurality
More urban 13.3 (9.8) 13.7 (10.8) 170 (8.4) 423 (11.5) 38.3 (10.6)
More rural 14.6 (10.3) 13.8 (7.9) 14.7 (12.0) 415 (9.5) 41.3 (9.4)
Education
Degree level 140 (105 134 (9.5 185 (94) 39.3 (104) 37.2 (10.9)

Below degree level 134 (9.5) 14.0 (104) 14.6 (9.3) 445 (10.8)*** 41.2 (9.4)

FU2,n =33

38.6
39.3

43.6
38.1

38.7
394

354
42.5
33.5
41.6
30.7

38.5
40.1

36.1
41.3
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TABLE 6 Sociodemographic and mental health and parenting behaviour at three data collection points (continued)

PBQ 16, mean (SD) Activity with child, mean (SD)

BL,n=103 FU1,n=69 FU2,n=33 BL,n=103 FU1,n = 68 FU2,n =33
Employment
Currently 145 (10.2) 129 (9.7) 141 (6.8) 40.5 (10.8) 37.9 (9.8) 36.3 (8.9)

employed/mat leave

Not employed 124 (94) 151 (10.3) 199 (11.8) 44.7 (10.7) 415 (11.0) 430 (5.2)
Home ownership

Yes 124 (9.1) 108 (6.9) 17.1  (9.6) 38,5 (9.3) 35.7 (8.7) 36.3 (8.8)
No 150 (10.6) 17.1 (11.8)* 156 (9.3) 462 (11.2)* 429 (10.7)"** 421 (64)

Diagnosed mental illness

Yes 13.9 (10.3) 13.0 (10.6) 15.1 (9.00 428 (10.8) 39.0 (10.0) 36.6 (8.3)
No 13.3 (9.4) 148 (89 185 (9.9) 409 (11.0) 39.6 (10.9) 42.6 (6.9)*
Anxiety or depression

Yes 140 (10.3) 13.8 (104) 157 (890 434 (10.7) 40.2 (10.6) 394 (8.6)
No 119 (7.5) 135 (7.5) 204 (12.2) 354 (9.6)** 334 (64)* 364 (6.3)
Current relationship

Yes 13.0 (9.1) 127 (8.1) 170 (9.3) 416 (10.7) 39.1 (10.6) 375 (7.7)
No 174 (13.1) 19.0 (16.1) 128 (9.9) 445 (11.7) 40.0 (8.9) 472 (6.4)*
Help in past 6 months

4 items 13.0 (8.7) 13.0 (9.6) 16.7 (9.3) 412 (104) 38.7 (10.5) 38.6 (8.6)
5-7 items 17.9 (15.1) 20.0 (11.7) 143 (11.00 47.1 (12.8) 43.6 (8.3) 413 (5.7)

*p < 0.05. **p < 0.001. ***p < 0.01.

Note

These relate to within-group comparisons, such as comparing those who own their own home at BL compared to those
who did not. They are not comparisons across time. A higher ‘score’ on activities with child means fewer/less frequent
activities (because of how data were coded). Higher score on PBQ means more problems bonding with baby.

TABLE 7 Mental health at FU1 (8 months post randomisation) in relation to sociodemographic characteristics and mental
health at baseline

New mental illness

HADS anxiety HADS depression (since baseline)
Mean (SD) 211,n(%) Mean (SD) 27,n (%) n (%)
Whole sample 9.4 (4.2) 29  (42) 6.2 (43) 27 (39 5 (7
Study arm
Intervention 9.2 (4.2) 15 (41) 6.5 (43) 16 (43) 3 (8
Usual care 9.8 (4.2) 14 (44) 59 (44) 11 (34 2 (6)
Mother’s age band
< 25 years 11.6 (2.2) 5 (71) 10.6 (45) 5 (71) o0 (0)
> 25 years 9.2 (4.3) 24 (39) 57 (4.0 22 (36) 5 (8
continued
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TABLE 7 Mental health at FU1 (8 months post randomisation) in relation to sociodemographic characteristics and mental

health at baseline (continued)

Child’s age band

< 365 days

> 365 days

SIMD

1 (most deprived)

2

3

4

5 (least deprived)
Rurality

More urban

More rural

Education

Degree level

Below degree level
Employment
Currently employed/mat leave
Not employed

Home ownership

Yes

No

Current relationship
Yes

No

Help in past 6 months
4 items

5-7 items

Diagnosed mental illness (baseline)
Yes

No

Anxiety or depression (baseline)
Yes

No

HADS anxiety

Mean (SD)

HADS depression

211,n(%) Mean (SD)

9.1
10.1

10.3
9.5
8.8
9.6
7.8

9.5
9.4

9.03
9.83

9.2
9.9

8.4
10.5

9.0
11.6

9.32
10.43

10.6
7.6

9.54
8.80

4.041
4274

(4.3)
(3.9)

(4.0)
(4.2)**

(4.0
(4.6)

4.246
3.259

4.304
3.190

17
14

12

21

13

16

18
11

13

16

22

25

23

25

(39)
(48)

(56)
(33)
(36)
(46)
(33)

(45)
(36)

6.1
6.4

6.3
6.2
5.0
71
4.3

6.0
6.6

5.97
6.40

6.0
6.6

5.0
7.5

59
7.6

6.00
7.86

59
6.6

6.25
5.80

(4.0)
(4.9)

(4.1)
(4.6)
(3.7)
(4.1)
(6.4)

3.849
4.772

(4.1)
4.7)

(3.2)
(5.0

(3.9)
(6.2)

4.406
3.185

(4.4)
(4.3)

4.393
4.022

16
11

14

18

13

14

11

11
16

22

23

16
11

23
4

27,n(%)

(31)
(49)

(38)
(46)

(37)
(57)

(38)
(41)

(39)
(40)

New mental illness
(since baseline)

n (%)

4 9
1 @
0 (0
3 (21)
1 (9
0 (0
1 (17)
3 (6)
2 (9
1 ()
4 (12)
2 (7)
2 (8
2 (6)
3 (9
3 (5
2 (18)
4 (7
1 (14)
3 (8
2 (7)
5 (9
(O (o)}

*p < 0.01. **p < 0.05.
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TABLE 8 Ages and Stages Questionnaire 3 and ASQ-SE2 at FU2 in relation to sociodemographic characteristics and mental health at baseline

ASQ-PrSo ASQ-PeSo ASQ-SE2
Mean score Mean score Mean score Mean score Mean score Meanscore  ‘Refer?,
(D) (D) (SD) (SD) (D) (SD) n (%)
Whole sample 526 (11.9) 1 (3) 496 (89 7 (21) 449 (148) 6 (200 468 (11.6) 1 (3) 500 (9.00 1 (3) 1317 (24.9) 33 (100)
Study arm
Intervention 512 (144) 1 (6) 49.7 (8.9) 4 (24) 465 (142) 3 (20) 46.7 (144) 1 (7) 509 (103) 1 (6) 1321 (22.2) 17 (100)
Usual care 541 (86) 0 (0) 494 (9.1) 3 (19) 433 (158 3 (20) 469 (88 O (0) 491 (75 O (0) 1313 (283) 16 (100)
Mother’s age band
< 25 years 420 (23.1) 1 (20) 510 (820 O (0) 448 (157) 1 (200 374 (158 1 (20) 472 (88 O (0) 1470 (282) 5 (100)
> 25 years 545 (80) O (0) 493 (9.1) 7 (25 450 (150 5 (20) 486 (10.1) O (0) 505 (9.1) 1 (4 1289 (23.8) 28 (100)
Child’s age band
< 365 days 524 (140) 1 (50 502 (9.3) 5 (24) 454 (151) 4 (22) 479 (127) 1 (5) 498 (89) 1 (5 1281 (25.9) 21 (100)
> 365 days 529 (72) 0O (0) 483 (83 2 (17) 443 (150 2 (17) 449 (100) O (0) 505 (9.5 O (00 1379 (22.9) 12 (100)
SIMD
1 (most deprived) 53.0 (104) O (0) 440 (2.2) 1 (20) 410 (223) 1 (25) 475 (65 0 (0) 490 (55 O (0) 139.0 (19.5 5 (100)
2 567 (41) 0 (0) 533 (52) O (0) 455 (123) 1 (17) 470 (1190 O (0) 485 (10.1) O (0) 1375 (32.7) 6 (100)
3 550 (71) O (0) 53.8 (125 1 (25) 517 (76) O (0) 538 (48 O (0) 500 (10.8) O (0) 1325 (11.9) 4 (100)
4 482 (159) 1 (7) 489 (2.00 4 (29) 445 (152) 3 (23) 444 (151 1 (8 500 (10.6) 1 (7) 133.9 (26.4) 14 (100)
5 (least deprived) 583 (29) 0 (0) 550 (500 O (0) 533 (76) 0 (0) 453 (81) O (0) 517 (290 O (00 1083 (2.9) 3 (100)
Rurality
More urban 519 (135) 1 (4) 502 (84) 4 (17) 46.7 (142) 3 (14) 448 (122) 1 (5) 492 (9.2) 1 (4 1346 (27.00 24 (100)
More rural 544 (58 0 (0) 478 (10.3) 3 (33) 409 (163) 3 (33) 517 (900 O (0) 522 (83) O (0) 1239 (173) 9 (100)
continued

SCTLIADN/0TEE 0T :10d

LT ON CT 'IOA 20T Yd21easay YijeaH dliqnd



yn-oeayiuAielqiisjeuinofmmm Aleiqr sjeudnor yHIN

[474

TABLE 8 Ages and Stages Questionnaire 3 and ASQ-SE2 at FU2 in relation to sociodemographic characteristics and mental health at baseline (continued)

Education

Degree level
Below degree level
Employment

Currently employed/mat
leave

Not employed

Home ownership

Yes

No

Current relationship
Yes

No

Help in past 6 months
4 items

5-7 items

Mean score

(SD)

54.7
50.8

52.8

52.3

553
493

52.3
54.0

54.1
41.3

Diagnosed mental illness (baseline)

Yes

No

Anxiety or depression (baseline)

Yes

No

54.3
50.0

53.2
49.0

(7.2)
(14.7)

(12.8)

(10.7)

(6.7)
(15.7)

(12.2)
(10.8)

(8.9)
(23.9)

(12.2)
(11.4)

(12.3)
(9.6)

1
0

()

Mean score

(SD)

46.3
52.2

49.3

50.0

48.3
51.0

49.1
52.0

49.8
47.5

48.5
51.2

49.6
49.0

(8.8)
(10.2)

5
2

(18)
(40)

Mean score

(SD)

454
445

46.1

43.4

47.8

41.2

440
533

46.3
36.0

47.2
41.5

445
47.0

(15.4)
(14.8)

(13.7)

(16.6)

(12.4)
(17.3)

(15.0)
(11.6)

(12.9)
(24.7)

(12.0)
(18.3)

(14.8)
(16.4)

5
1

(20)
(20)

ASQ-PrSo

Mean score

(SD)

47.0
46.6

48.1

44.9

48.4
44.8

45.9
53.0

48.0
38.8

47.0
46.5

47.3
440

(10.5)
(12.8)

(13.6)

(8.4)

(10.1)
(13.3)

(11.8)
(8.7)

(12.9)
(10.1)

(11.9)
(10.8)

1
0

Mean score

(SD)

51.3
48.9

48.8

52.0

511
48.7

514
42.2

50.9
43.8

49.5
50.9

50.2
49.0

(6.4)
(10.7)

ASQ-SE2

Mean score

(SD)

130.3
132.8

131.5

131.9

127.8
136.3

129.5
144.0

130.0
143.8

127.8
137.7

129.1
146.0

(24.4)
(26.0)

(24.9)

(25.9)

(23.9)
(26.2)

(24.8)
(24.3)

(25.0)
(24.3)

(24.4)
(25.5)

(24.0)
(27.7)

‘Refer”,
n (%)

15
18

20

13

18
15

28

29

20

13

28

(100)
(100)

(100)

(100)

(100)
(100)

(100)
(100)

(100)
(100)

(100)
(100)

(100)
(100)

ASQ-C, communication; ASQ-GM, gross motor; ASQ-FM, fine motor; ASQ-PrSo, problem solving; ASQ-PeSo, personal social.

a > 85 for 30-month version, > 105 for 36-month version, as relevant.
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TABLE 9 Strength and Difficulties Questionnaire at FU2 in relation to sociodemographic characteristics and mental health at baseline

SDQ-peer
SDQ-emotion SDQ-conduct SDQ-hyperactivity relationships SDQ-prosocial SDQ-total difficulties
Mean score Mean score Mean score Mean score > 12,n
score (SD) (%) (SD) >3,n(%) (SD) >5,n(%) (SD) >2,n(%) score(SD) <7,n(%) (SD) (V)
Whole sample 1.69 (1.5) 6 (17) 28 (1.6) 12 (34) 43 (26) 10 (290 22 (1.8) 14 (40) 7.3 (1.8) 11 (31) 11.0 (53) 14 (40
Study arm
Intervention 1.8 (1.6) 3 (17) 27 (2.0) 7 (39) 41 (2.9) 5 (28) 22 (1.5) 8 (44) 69 (19 7 (39) 108 (6.1) 8 (44)
Usual care 1.6 (1.4) 3 (18) 29 (1.2) 5 (29) 45 (2.2 5 (29) 22 (2.0) 6 (35 7.8 (1.7) 4 (24 112 (45 6 (35
Mother’s age band
< 25 years 1.8 (0.8) 1 (20) 3.6 (1.8) 2 (40) 6.6 (2.7) 4 (80) 32 (1.9 4 (80) 64 (26) 3 (600 152 (5.8) 4 (80)
> 25 years 1.7 (1.6) 5 (17) 27 (1.6) 10 (33) 39 (24)* 6 (20 20 (1.7) 10 (383) 75 (1.7) 8 (27) 103 (49 10 (33)
Child’s age band
< 365 days 1.8 (1.8) 5 (22) 27 (1.8) 9 (39) 49 (2.5 8 (35 22 (1.8) 10 (44) 72 (20 8 (35 117 (5.6) 10 (44)
> 365 days 14 (09 1 (8 29 (1.2 3 (250 32 (23 2 (17) 21 (1.7) 4 (33) 76 (14 3 (25 9.6 (46) 4 (33
SIMD
1 (most deprived) 23 (24) 3 (43) 26 (1.3 1 (14) 60 (1.9 4 (57) 24 (1.6) 3 (43) 80 (179 1 (14) 133 (46) 4 (57)
2 1.2 (0.8) 0 (00 2.7 (1.8) 3 (50) 33 (1.¢) 0 (0) 1.8 (2.2) 2 (33 80 (18) 1 (17) 9.0 (5.1) 2 (33
3 10 (00 O (0) 20 (1.0 0 (0) 42 (25 1 (20) 1.6 (1.1) 1 (20) 7.6 (1.5) 1 (20) 88 (2.6) 1 (20)
4 1.6 (1.0) 2 (14) 3.1 (2.0) 6 (43) 4.2 (3.0) 5 (36) 25 (1.9 7 (50) 6.7 (2.00 6 (43) 114 (62) 6 (43)
5 (least deprived) 1.5 (0.7) 0 (0) 35 (0.7) 1 (500 2.5 (3.5) 0 (0) 0.5 (0.7) 0 (0) 6.0 (0 2 (1000 80 (43) 0 (0
Rurality
More urban 1.6 (1.5 5 (19) 3.0 (1.6) 10 (39) 4.6 (2.7) 9 (35 20 (1.8 10 (39) 74 (18) 9 (35 112 (54) 11 (42)
More rural 19 (1.7) 1 (11) 21 (1.5) 2 (22) 3.6 (2.2) 1 (11) 27 (1.7) 4 (44) 73 (20 2 (220 102 (51) 3 (33

continued
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TABLE 9 Strength and Difficulties Questionnaire at FU2 in relation to sociodemographic characteristics and mental health at baseline (continued)

SDQ-emotion SDQ-conduct SDQ-hyperactivity fgaqti-g::lll‘ips SDQ-prosocial SDQ-total difficulties
Mean score Mean score Mean score Mean score > 12,n
score (SD) (SD) >3,n(%) (SD) >5,n(%) (SD) >2,n(%) score(SD) <7,n(%) (SD) (V4]
Education
Degree level 22 (190 3 (200 2.8 (1.6) 6 (40) 4.5 (2.6) 4 (27) 25 (L) 6 (40) 73 (1.5 4 (27) 121 (48 6 (40)
Below degree level 1.3 (1.0) 3 (15 238 (1.7) 6 (30) 4.2 (2.6) 6 (30) 1.9 (1.9 8 (40) 74 (21) 7 (35 102 (56) 8 (40)
Employment

Currently employed/mat leave 1.6 (1.6) 4 (18) 2.6 (1.9 8 (36) 44 (2.8) 7 (32) 1.9 (1.6) 7 (32) 72 (21) 8 (36) 10.6 (5.7) 8 (36)
Not employed 1.9 (14) 2 (15 31 (1.0 4 (31) 42 (22 3 (23) 25 (21) 7 (54) 75 (1.3) 3 (23) 117 (47) 6 (4¢6)
Home ownership

Yes 1.7 (1.6) 3 (16) 23 (1.¢) 5 (26) 3.7 (2.7) 4 (21) 21 (1.6) 6 (32) 72 (18) 6 (32) 98 (52) 5 (26)
No 1.7 (1.5 3 (19) 34 (14)* 7 (44) 50 (2.3) 6 (38) 23 (20) 8 (500 75 (190 5 (31) 124 (52) 9 (56)

Current relationship

Yes 1.8 (1.5 5 (17) 27 (1.6) 10 (35 43 (2.7) 9 (31) 25 (1.7) 14 (48) 73 (1.9 9 (31) 112 (54) 12 (41)
No 1.3 (1.9 1 (17) 35 (1.8) 2 (33) 42 (1.7) 1 (177 0.7 (8™ 0 (0 73 (1.6 2 (33 97 49 2 (33
Help in past 6 months

4 items 1.7 (1.5 4 (13) 28 (1.6) 11 (37) 4.0 (2.6 7 (23) 21 (1.7) 11 (37) 72 (1.6) 10 (33) 10.6 (5.00 11 (37)
5-7 items 14 (1.5) 2 (40) 2.8 (1.9) 1 (200 60 (2.2) 3 (60) 238 (2.2) 3 (60) 80 (2.8) 1 (200 13.0 (7.1) 3 (60)

Diagnosed mental illness (baseline)

Yes 1.8 (1.8) 5 (23) 28 (1.8) 9 (41) 4.6 (2.6) 7 (32) 19 (1.5) 7 (32) 75 (21) 7 (32) 111 (54) 9 (41)
No 1.5 (0.8) 1 (8 29 (1.3) 3 (23) 3.8 (2.¢) 3 (23) 26 (2.2 7 (54 71 (13) 4 (31) 108 (52) 5 (39)
Anxiety or depression (baseline)

Yes 1.8 (1.6) 6 (200 2.8 (1.7) 11 (37) 4.2 (2.6) 8 (27) 21 (1.¢) 12 (40) 74 (18) 9 (30) 10.8 (54) 12 (40)
No 1.0 (0.7) 0 (00 3.0 (0.7) 1 (200 50 (2.8) 2 (40) 238 (2.¢) 2 (40) 7.2 (19) 2 (40) 118 (48 2 (40)

SDQ, Strengths and Difficulties Questionnaire.
*p < 0.05. **p < 0.001.
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TABLE 10 Sure Start Language Measure descriptive data at FU1 and FU2

Number of words Two-word utterances
Mean (SD) n (%)
FU1 9.3 (10.2) Often 16 (24)
Sometimes 15 (22)
Not at all 37 (54)
Missing 2
FU2 31.0 (11.9) Often 32 (89)
Sometimes 3 (8)
Not at all 1 (3)
Missing 0

(those recruited post COVID), so they were omitted from analysis: the highest possible total was 40
words. Not surprisingly, the number of words being spoken by children was much lower at FU1, when
children were younger, than at FU2, when all were around 2.5 years old. There were no significant
associations between SSLM scores and any of the sociodemographic characteristics or mental health
measures featured in the other subgroup descriptive analysis, with the exception of maternal education,
suggesting a trend towards those children with mothers having education at degree level or above
speaking more words at FU2 [mean (SD) < degree = 28 (13.6); degree + = 34.8 (8.1) (t = 31.8; p = 0.04)].
Most children at FU2 were producing two-word utterances.

Discussion

Overall, there was a lack of variation across key sociodemographic characteristics or mental health
measures for this participant group. It is noteworthy that, although the majority of participants were
‘doing well’ in relation to sociodemographic characteristics such as employment status, socioeconomic
deprivation, relationship status and social support, there were still significant levels of mental ill health.
Future studies should take care to focus on the specific issues being faced by families rather than
exclusively using sociodemographic characteristics as a proxy measure for likely level of need. We have
also demonstrated that it is possible to recruit and retain a good proportion of participants even when
they are experiencing mental ill health. The reasons for this include the direct approach to participants
in tandem with asking practitioners to refer participants/flag up the trial to mothers in their care. Our
process evaluation and anecdotal experience of those carrying out liaison with recruiting practitioners
suggest that HVs often saw randomisation as a barrier - while they were keen to refer mothers to

the interventions, they were often reluctant to do so out of risk that the mother be disappointed/
disadvantaged at being randomised to usual care only. Our experience of using the PIC letter system

is that mothers were more than willing to put themselves forward and were both understanding and
accepting of the randomisation element and what this involved. Many expressed a desire to help with
the research, regardless of the individual impact on themselves and their family.

Another factor we would suggest was key in retention of participants was that the trial adopted the
ethos of the Mellow Parenting approach - to be nurturing and to meet participants where they are,
within the boundaries of the trial methodology. This included being more generous with the number
of phone calls or other attempts to contact before deciding a participant was ‘uncontactable’ and
that attempts to contact should cease. It was usual to only cease attempts to contact once the child

Copyright © 2024 Thompson et al. This work was produced by Thompson et al. under the terms of a commissioning contract issued by the Secretary of State for Health
and Social Care. This is an Open Access publication distributed under the terms of the Creative Commons Attribution CC BY 4.0 licence, which permits unrestricted use,
distribution, reproduction and adaptation in any medium and for any purpose provided that it is properly attributed. See: https:/creativecommons.org/licenses/by/4.0/. For
attribution the title, original author(s), the publication source - NIHR Journals Library, and the DOI of the publication must be cited.
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had ‘aged out’ of the eligibility criterion for the study. We also kept an active social media presence
(Facebook and Instagram) posting weekly images intended to inspire and show understanding of

the challenges being faced by mothers of young children, especially during COVID-19 restrictions.
Participants’ children were sent birthday cards and a small gift on their first and second birthdays, which
we received positive feedback for. The staff who were responsible for recruitment of participants and
those delivering the intervention were carefully selected for their experience and warm manner in
working with this participant group.

This analysis also showed little association between any of the sociodemographic characteristics and
mental health indicators at baseline and outcomes at either of the follow-up points. While there appears
to be a direct relationship between relative affluence and taking part in a wider range of activities more
frequently with their child, there are few direct associations on other measures.
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Appendix 2 Characterising use of other
services during trial participation

This section will include data to address the following questions from the close-down protocol (https:/
njl-admin.nihr.ac.uk/document/download/2042261; accessed 20 November 2024):

4. What is the nature of usual care offered to participants?

It will also describe baseline and follow-up sample characteristics in terms of quality of life and
service use.

Introduction

The Mellow Babies trial closed before reaching its recruitment target of 212 participants. As a result
of this closure, the proposed economic analysis, as described in the study protocol, was no longer
considered appropriate. In agreement with the funder, the health economic analysis for Mellow
Babies comprised:

1. Descriptive statistics for quality-of-life measures at baseline, 8 months, and where available,
30-month time points.

2. Descriptive statistics on completion rates and overall resource use by participants at 8 months and,
where available, 30 months. Resource use is presented by service (e.g. primary care, secondary care,
mental health services, etc.) and presented as number/type of attendances. Where available, we
also describe out of pocket costs reported by participants.

3.  We also examined correlations between resource use, quality-of-life measures and other outcomes
where data were available.

All data were presented as summary statistics. This includes EQ-5D-5L and EQ-5D-VAS administered
at baseline, 8 months post randomisation and 30 months of age as well as participant use of health
services at 8 months post randomisation and 30 months of age.

Methods

Health service utilisation

A bespoke PCQ was developed to capture health care resource use over the duration of the trial. This
was collected at two time points: 8 months post randomisation and again once the participant’s baby
reached 30 months of age. For the 8-month post-randomisation questionnaire, the recall period was
8 months. For the PQC completed when the baby reached 30 months of age, the recall period was
bespoke to each participant as the timing of this questionnaire was dictated by the age of the child

at study entry. For both PCQs, the participants were asked about the health care services they had
accessed during this period specifically in relation to their own anxiety/depression or concerns about
their child’s development. This included primary care resource use:

e number of HV appointments (remote or in person)
number of GP appointments (remote or in person)
number of nurse appointments (remote or in person)
access to early years services

number of prescription medications

e purchase of over-the-counter medication.

Copyright © 2024 Thompson et al. This work was produced by Thompson et al. under the terms of a commissioning contract issued by the Secretary of State for Health
and Social Care. This is an Open Access publication distributed under the terms of the Creative Commons Attribution CC BY 4.0 licence, which permits unrestricted use,
distribution, reproduction and adaptation in any medium and for any purpose provided that it is properly attributed. See: https:/creativecommons.org/licenses/by/4.0/. For
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Secondary care resource use:

e number of visits to a paediatrician
e number of visits to a mental health specialist
e use of Emergency services.

Mean values and standard deviations for health service use by healthcare practitioner and sector
(Primary/Secondary care) were reported for 8- and 30-month time points.

Any additional costs (e.g. out of pocket costs) reported by participants were summarised in tabular form.

Health-related quality of life

Health-related quality of life was measured by the EQ-5D-5L completed at baseline, 8 months post
randomisation and when the child reached 30 months of age. The EQ-5D-5L contains the EQ-5D
descriptive system and the visual analogue scale (VAS). The descriptive system has five dimensions
(mobility, self-care, usual activities, pain/discomfort and anxiety/depression). In line with current
National Institute forsented by service (e.g. primary care, secondary Health and Care Excellence (NICE,
2019) guidelines a crosswalk algorithm was used to map responses onto the EQ-5D-3L value set to
generate health state utility values at each time point for each participant using the mapping function
recommended by NICE.#?

Quality-adjusted life-years

Quality-adjusted life-years (QALYs) were estimated at 8 months using the area under the curve
method.*® Due to limited sample size and bespoke recall period, QALYs were not estimated using
EQ-5D-5L completed when the child was 30 months old.

All data were analysed using Stata version 16 (StataCorp, 2019) (StataCorp LP, College Station, TX, USA).

Treatment of missing data

Where participants did not provide any information about visiting a particular health professional,
this was considered to be missing. Where participants had reported that they had visited a health
professional but not reported a number of visits, this was also considered missing.

Where participants reported a number of visits but reported not visiting the health professional, or not
completing this question, the assumption was made was that the question was incorrectly answered and
the number of appointments reported was used in the analysis.

Incorrect reference period on questionnaires

The first 20 participants to reach the 30-month time point received a PCQ which asked about health
care utilisation in the previous 30 months or since their baby was born rather than the bespoke
period intended.

Correlation between resource use and quality of life
Given the limited data in terms of both sample size and the number of participants accessing health
services, this analysis was not undertaken.

Results
Response rates
The response rates for the participant completed health economics questionnaires are shown in

Table 11. Response rates for the EQ-5D-5L at base line, 8 months and 30 months were high, with
100% of participants completing baseline and 8-month questionnaires (106 of 106 participants/70

NIHR Journals Library www.journalslibrary.nihr.ac.uk
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TABLE 11 Response rates to EQ-5D-5L and Service Use Questionnaire

Time point Participants EQ-5D questionnaires completed (%) Service Use Questionnaires completed (%)
Baseline 106 106 (100) (Not given out at baseline)

8 months 70 70 (100) 65 (93%)

30 months 36 33(92) 31 (86%)

Note

Response rates relating to completion of the EQ-5D 5L questionnaire and service.

of 70 participants who reached these study time points) and 92% completing at 30 months (33 of

36 participants who reached this time point). PCQs which captured use of health services at 8- and
30-month time points also had high response rates. At 8 months, 93% of participants (65 of 70
participants) completed this questionnaire, reducing to 86% (31 of 36 participants) at 30 months of age.

Item non-response

EuroQol-5 Dimensions, five-level version
No data points were missing for EQ-5D-5L at BL, 8- or 30-month time points.

Participant Cost Questionnaire

Table 12 details the item non-response rates for the PCQ. Low levels of missing data are observed
across all data points and most categories. Participants were considered to have missing data if they

did not fully complete a question; the highest levels of missing data appear in reporting of prescription
medication with 21.5% and 35.5% of respondents not completing this question at 8-month post
randomisation and 30 months of age time points, respectively. While some participants did not provide
any data for specific services, others indicated that they had used a service but did not report level/cost
of use. Mean values of service use reported are based on respondents who provided complete data for
these questions, that is data were not imputed. However, if participants had reported use of a service
but had not indicated a number of visits/uses, these data were included in our summary.

TABLE 12 Missing data in Service Use Questionnaire

Participants with missing Participants with missing
data at 8 months (n = 65) (%) data at 30 months (n = 31) (%)

HV appointments 2(3.1) 1(3.2)

GP appointments 0(0) 5(16.1)

Nurse appointments 1(1.5) 1(3.2)

Paediatrician appointments 4(6.2) 3(9.7)

Use of mental health services 812.3) 2(6.4)

Use of emergency services 4(6.2) 1(3.2)

Use of early years services 4(6.2) 4(12.9)

Use of prescription medication 14 (21.5) 11 (35.5)

Use of over-the-counter medication 4(6.2) 3(9.7)

Copyright © 2024 Thompson et al. This work was produced by Thompson et al. under the terms of a commissioning contract issued by the Secretary of State for Health
and Social Care. This is an Open Access publication distributed under the terms of the Creative Commons Attribution CC BY 4.0 licence, which permits unrestricted use,
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EuroQol-5 Dimensions, five-level version scores

EQ-5D-5L utility values and VAS scores at BL, 8 months post randomisation and 30 months of age
alongside QALYs at 8 months are shown in Table 13. For EQ-5D-5L, a score of 1 is equivalent to full
health and death is scored as O. At baseline, the mean level of utility was 0.77 across both arms of the
trial. At 8 months, the mean level of utility was 0.82 and at 30 months the mean level of utility was 0.79.
Corresponding VAS scores, measured on a 0-100 scale, were 69.8, 73.2 and 71.2 at each time point,
respectively.

Quality-adjusted life-years

Also shown in Table 13 is the mean accumulated QALYs at 8 months. Across both arms of the trial, mean
accumulated QALYs at 8 months were 0.54. Given the limited sample size and bespoke recall period, no
QALY data are reported at the 30-month time point.

Participant Cost Questionnaire: use of services

Use of primary and secondary healthcare services at 8 months is shown in Tables 14 and 15,
respectively. Table 16 describes participants’ use of prescription and over-the-counter medication at

8 months. There were generally low levels of primary care resource use reported. Out of 65 participants
who returned this questionnaire, 19 participants in total reported contact with a HV. More participants
(26/65) reported contact with their GP either by phone, in person or home consultation. Only four
participants reported seeing a nurse, and nine participants reported accessing early years services.

Secondary care resource use was also low at 8 months. Eight participants out of 65 reported seeing a
paediatrician over this time period. Mental health specialist services were accessed by 22 participants,
with one average 8 visits per participant. Prescription medication use was reported by 27 individuals
during this time period.

TABLE 13 EuroQol-5 Dimensions, five-level version scores

Time point Mean EQ-5D index (95% Cl) Mean EQ-5D-5L VAS (95% Cl) Mean QALY (95% Cl)
Baseline (n = 106) 0.77 (0.74 to 0.80) 69.8 (66.3t0 73.2) -

8 months (n = 70) 0.82(0.78 to 0.86) 73.2 (68.9 to 77.6) 0.54 (0.52 to 0.56)
30 months (n = 33) 0.79 (0.71 to 0.88) 71.2 (65.4 to 76.9) -

Cl, confidence interval.

TABLE 14 Primary care resource use at 8 months

Total number

of participants Average Number of Number of

reporting Number of number participants participants Mean
Healthcare contact participants of phone reporting visiting Mean reporting home
profes- with health reporting phone consultations: healthcare visits home visits visits
sional professional (n) consultation (n) mean (SD) professional (n)  (SD) (n) (SD)
HV 19 N/A N/A 2 9(11.3) 16 24(2.2)
GP 26 12 2.0(2.0) 19 2.2(1.4) 1 1(-)
Nurse 4 1 2(-) 1 8(-) 2 2.5(2.1)
Earlyyears 9 N/A N/A 4 9.8(14.9) 4 9.5(15.0)
service
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TABLE 15 Secondary care resource use at 8 months

Health service Number of participants reporting use Average visits: mean (SD)
Paediatrician 8 5.3(5.9)

Mental health specialist 22 7.9 (6.4)

Emergency services 3 1(-)

TABLE 16 Medication use at 8 months

Number of participants Number of times Cost to participant
Medication reporting access prescribed: mean (SD) in £: mean (SD)
Prescription medication 27 4.6 (4.14) N/A
Over-the-counter medication 6 N/A 11 (1.4)

Tables 17 and 18 show participants’ use of primary and secondary care at 30 months and Table 19
describes medication use at 30 months.

At the 30-month time period, 10/31 participants reported contact with a HV. More participants (16/31)
reported contact with their GP either by phone, in person or home consultation. Only two participants
reported seeing a nurse, and eight participants reported accessing early years services.

Secondary care resource use was also low at 30 months. Five participants reported seeing a
paediatrician over this time period. Mental health specialist services were accessed by 10 participants.
Prescription medication use was reported by 14 individuals during this time period.

TABLE 17 Primary care resource use at 30 months

Number of

Total number participants Average Number of Number of

of participants reporting number participants participants
Healthcare reporting contact phone of phone reporting visiting Mean reporting Mean
profes- with health consultation consultations: healthcare visits home visits home
sional professional (n) (n) mean (SD) professional (n) (SD) (n) visits (SD)
HV 10 N/A N/A 0 - 9 9.1(11.9)
GP 16 5 2.8(1.8) 8 25(0.5) 1 2(-)
Nurse 2 0 - 1 8(-) 0 -
Earlyyears 8 N/A N/A 2 7(7.1) 2 14 (15.6)
service
Note

Number of participants reporting consultations in primary care with healthcare professionals.

TABLE 18 Secondary care resource use at 30 months

Health service Number of participants reporting use Average visits: mean (SD)
Paediatrician 5 1.5(0.7)

Mental health specialist 10 6.8 (5.8)

Emergency services 1 1(-)
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TABLE 19 Medication use at 30 months

Number of participants Number of Cost to
Medication reporting access times prescribed participant
Prescription medication 14 1.7 (1.2) N/A
Over-the-counter medication 4 N/A 10 (-)
Additional costs

Over the two time points at which the PCQ was administered, six participants reported use of additional
services relating to mental health concerns. These included: Samaritans, mother and baby groups,
women’s aid services, apps and mental health specialist services. Only one participant reported a cost of
£500 for visits to a mental health specialist.

Discussion

Due to the closure of the trial, the data analysis has been limited to the description of response

rates and summary statistics. At the request of the funder and due to the limited data, this has been
presented across both arms of the trial. No data on either costs or cost-effectiveness of the intervention
are presented. There are a number of points worth noting. Firstly, the response rates to the EQ-5D-5L
and PCQ were high, with no missing item data for EQ-5D and very limited missing data for the PCQ.
This suggests that both questionnaires were appropriate in this population and respondent burden was
not an issue. In addition, in a future trial a simplified PCQ may be appropriate given few participants
reported accessing NHS or other services during the trial. While we did not report EQ-5D data by arm
of the trial, but rather overall summary statistics, on average, these scores increase at the 8-month time
point, but then decrease at the 30-month time point although remaining above baseline scores.

Conclusion

Results suggest that data collection tools used in Mellow Babies were appropriate. Further research is
needed to determine the cost-effectiveness of the Mellow Babies intervention.
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Appendix 3 Intervention participants:
characteristics, cohesion and process: full
results

This section will include data to address the following questions from the close-down protocol (https:/
njl-admin.nihr.ac.uk/document/download/2042261; accessed 20 November 2024):

3. How do sociodemographic characteristics and maternal mental health at baseline relate to:
a. level of participation in Mellow Babies?
b. group composition?

5. How do participants describe their experience of participating in Mellow Babies, which elements of
the intervention are considered most influential, and is participation stigmatising?

8. How are the features (in terms of process and outcomes of care) of Mellow Babies valued by
mothers?
9.  What contextual factors facilitate or hinder delivery of, and engagement with, Mellow Babies?

Intervention group characteristics

This section is based in qualitative data with reference to quantitative data where appropriate. We have
not provided detailed description of the groups of participants assigned to groups 3 and 7, as these were
not able to run due to the COVID-19 pandemic and trial close-down, respectively. Table 20 details the
sociodemographic characteristics and mental health measures at baseline for those participants assigned
to the intervention arm, by group, for each of the five groups that took place.

Group 1: Ten participants were recruited to the first Mellow Babies group, with nine attending at least
one intervention session. This group was recruited predominantly by HVs, which may account for the
high levels of need (highest HADS scores and 100% of mothers having a mental health diagnosis). The
group took place in Inverness and was delivered by three practitioners. Follow-up data were gathered
remotely during COVID-19 restrictions.

Group 2: Eight participants were allocated to group 2, with five attending at least one session. Group
2 participants had lower levels of need compared to group 1, with a greater number of self-referrals
and only 50% having a mental health diagnosis. This group presented as being high in anxiety, despite
not having the highest mean HADS-A score at screening. The group took place in Dingwall and was
delivered by three practitioners. However, due to COVID-19 social distancing restrictions, the group
was suspended after seven sessions and mothers were unable to complete the intervention. Follow-up
data were still collected (remotely).

Group 3: Although six participants were recruited to group 3, it was unable to take place due to COVID-
19 social distancing restrictions. Babies were too old to take part in the group once the trial resumed
following its suspension. Follow-up data for these participants were still collected (remotely).

Group 4: Group 4 was the first group delivered after the trial resumed post COVID-19, with a team

of new practitioners. Nine participants were recruited to group 4, although only six attended the
intervention. One participant dropped out after the initial session, leaving five mothers who completed
the programme. Mothers in group 4 were older in comparison to other groups, with an age range of
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TABLE 20 Intervention participant characteristics

Group 1 2 ) 5 6

Date start 1 November 3 February 1 March 11 June 29 August
2019 2020 2022 2022 2022

Number of participants 10 8 9 4 10

Number of sessions available 14 72 14 10° 11¢

Proportion of available sessions  60.7  (20- 35.7 (O- 85.7 (0- 67.5 (45- 81.8 (14-100)

attended (median, IQR) 80) 100) 96) 88)

Number (%) attending at least 9 (90) 5 (63) 6 (67) 4 (100) 8 (80)

one session

Number (%) maintaining 7 (70) N/A? 5 (56) 3 (75) 7 (70)

enrolment until intervention

completion

Mother’s age, years [mean (SD)]  30.6 (5.9) 324 (7.3) 369 (6.4) 275 (3.7) 295 (5.8)
Child’s age, months [mean (SD)] 8.4 (3.2) 8.9 (4.5) 11.0 (3.8) 10.3  (4.6) 6.9 (1.3)

SIMD n (%)

1 (most deprived) 3 (30) 0 (0) 1 (12) 1 (25) 1 (10)
2 1 (10) 2 (25) 8 (33) 2 (50) 1 (10)
3 2 (20) 0 (0) 1 (11) 0 (0) 1 (10)
4 3 (30) 4 (50) 4 (44) 1 (25) 7 (70)
5 (least deprived) 1 (10) 2 (25) 0 (0) 0 (0) 0 (0)
Rurality n (%)

More urban 7 (70) 6 (75) 5 (56) 3 (75) 6 (60)
More rural 3 (30) 2 (25) 4 (44) 1 (25) 4 (40)
Education n (%)

Degree level 4 (40) 3 (38) 4 (44) 2 (50) 5 (50)
Below degree level 6 (60) 5 (62) 5 (56) 2 (50) 5 (50)
Employment n (%)

Currently employed/mat leave 7 (70) 4 (50) 7 (78) 3 (75) 7 (70)
Not employed 3 (30) 4 (50) 2 (22) 1 (25) 3 (30)
Home ownership n (%)

Yes 6 (60) 2 (25) 7 (78) 1 (25) 4 (40)
No 4 (40) 6 (75) 2 (22) 3 (75) 6 (60)
HADS-A [mean (SD)] 140 (3.1) 120 (3.7) 13.0 (2.5) 11.0 (4.7) 13.9  (3.6)
HADS-D [mean (SD)] 11.3  (3.3) 8.1 (3.7) 10.6 (4.7) 9.8 (4.3 8.7 (3.5)
Diagnosed mental illness n (%)

Yes 10 (100) 4 (50) 6 (67) 3 (75) 4 (40)
No 0 (0) 4 (50) 3 (33) 1 (25) 6 (60)
Anxiety or depression n (%)

Yes 10 (100) 8 (100) 8 (89) 4 (100) 9 (90)
No 0 (0) 0 (0) 1 (11) 0 (0) 1 (10)
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TABLE 20 Intervention participant characteristics (continued)

Group 1 2 ) 5 6

Life events - frequency [mean 4.6 (2.2) 4.9 (3.1) 1.9 (1.8) 1.3 (1.5) 4.3 (3.9)
(sD)]

Life events - affect [mean (SD)] 3.0 (2.0) 3.1 (2.5) 1.0 (0.9) 1.0 (1.0) 3.0 (3.4)

Current relationship n (%)

Yes 8 (80) 6 (75) 9 (100) 4 (100) 8 (80)
No 2 (20) 2 (25) 0 (0) 0 0) 2 (20)
Help in past 6 months n (%)

4 items 9 (90) 6 (75) 8 (89) 4 (100) 7 (70)
5-7 items 1 (10) 2 (25) 1 (11) 0 (0) 3 (30)

a Curtailed due to onset of COVID-19 pandemic restrictions.

b Reduced number of sessions due to participants not being able to attend (with such a small group, it was difficult to
maintain a critical mass). Content was condensed as much as possible.

¢ Reduced number of sessions due to practitioner availability (this was while trial close-down was being negotiated and
practitioner contracts could not be renewed).

31-42, and an average age of 36.9. All mothers in this group were still in relationships with their baby’s
father. The group was delivered in Inverness by three practitioners, although one practitioner left
unexpectedly midway through delivery.

Group 5: Group 5 was delivered in Tain on a Saturday as participants from the previous group had
stated that weekend delivery would have been preferable for them. This also allowed us to use a local
child-care establishment which would not have been able to accommodate the group during the week.
Four participants enrolled in the group, but one withdrew from the programme after the fourth session.
As there were so few participants, multiple sessions were cancelled when there was not a critical mass
of at least two mothers available to attend. As a result, the group only received 10 out of 14 sessions.
Two practitioners delivered this group. Two of the mothers within this group knew each other prior to
commencing the group.

Group 6: Group 6 ran with eight participants, although one participant withdrew from the programme
after the first week due to a family bereavement. The group was delivered in Inverness by three
practitioners, with one practitioner leaving towards the end of the group when her contract ended.
Group 6 mothers had more diversity of ethnicity compared to the other groups, with one mother from
the USA and one from Spain. One mother was also of Asian background, whereas the majority of
participants within the other four delivered groups were White British. According to the practitioners,
mothers in this group had higher levels of anxiety, lower self-esteem and higher isolation compared to
other groups. Only 11 out of 14 sessions were delivered for this group due to practitioner availability
and being unable to extend practitioner contracts due to trial close-down.

Group 7: Six participants were recruited to group 7. This group was due to be delivered during the close-
down period and there were insufficient mothers to form a viable group. We were not able to recruit
more mothers and so the group was not delivered.

Findings from process evaluation interviews

Process evaluation interviews explored the facilitators and barriers for recruitment, delivery and
participation, along with participants’ perceptions of the benefits of the programme, and the influential
components. Four themes and 30 subthemes were identified, depicted in Figure 4.
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Recruitment
Motivators for participating

Having a ‘consistent community’ of support: ‘The village doesn’t exist anymore’
Mothers expressed their frustrations at the lack of community support, both from formal support
services and from informal networks:

The phrase ‘it takes a village to raise a child’ | think is becoming incredibly frustrating to mothers because
the villages don’t exist anymore.
MMé, post-group interview

This was especially felt by mothers who did not have family nearby, those who had recently moved to
the area, and those confined to the house through a lack of transport and the absence of accessible,
local services. Mothers expressed feelings of loneliness and isolation, and a desire to connect with
others, for both their own well-being, and to ensure socialisation for their infant. In particular, mothers
hoped for a ‘consistent community’, where they were able to develop ongoing, supportive relationships:

| was desperate for community ... | just needed a way to get out and people to be around that I could
have like consistent community, and | also am very aware that socialising for children is very important,
especially at the age that she is now getting to.

MMé, post-group interview

I think it would be nice to see people regularly kind of thing ... I'm actually really excited to talk to other
mums and get [baby] out of the house.
ML6, pre-group interview

Connecting with other mothers who were feeling similar to them

Although knowing the group was for other mothers who were experiencing challenges with motherhood
was also a barrier (see subsequent theme), some reported that the particular appeal of Mellow Babies
was knowing that they would be able to connect to others feeling ‘the same way’ as them. Socialising
with mothers at other baby groups who seemed to be enjoying motherhood and having little struggles
often left participants feeling guilty and dejected about their own experiences. These groups could

often feel overwhelming and intimidating, and not a space where mothers felt able to share their

honest challenges. Mothers hoped to connect with others who were having more similar experiences of
motherhood so they could feel a sense of solidarity, and ‘less alone’ in their feelings:

You go to other groups, and you think everybodly is just very happy and content and everything. When
this letter came to me, | was like, if I'm going there, I'm going to see mums that are feeling anxious too,
or overwhelmed.
MPé, post-group interview

I wouldn’t have liked to go to a group where mums are thriving and they're getting on really well and I'm
just there, and I'm going, ‘But why can’t | do it like that?’ It was really lovely that | could look forward to
seeing what those mums’ experiences were like. | thought even if I'm not suffering as much as they are,
maybe | can help them out and maybe | can contribute something.

MLé, post-group interview

Wanting help to improve their situation
The primary motivator for most mothers was that they genuinely wanted help to improve either their
own mental health or aspects of their parenting or relationship with their baby. Some mothers were in
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a desperate, low place when they enrolled in the trial, whereas others were coping but recognised that
things could be better with the right support:

I was really defeated at the time. Like | was just, as | say just the lowest, | think I've ever been. And I just
needed, just was hoping to be able to, pick myself up again ... | just knew that | needed help and it just
seemed like a lifeline at the time.

MKGé, post-group interview

I’'m someone who cares and loves, and | just hated my life. | was like ‘What have | done to my life?’ and | was
sitting there ... | just felt low mood, possibly postnatal depression and | had postnatal anxiety going on.
MA4C, post-group interview

The desire for help was often exacerbated by dissatisfaction with the level of support from formal
services. While some mothers were satisfied with their HV, others relayed frustrations that when they
asked for help, requests were either ignored, or the ‘support’ received was unhelpful and left them
feeling worse. One mother who had just had her third baby felt she was overlooked, as it was expected
that she would be fine and knew what she was doing.

I would say it’s quite poor in general the support you get, if 'm honest, all around. Because your midwife does
tend to see you in your first pregnancy, and then in multiples they don’t tend to bother with you really.
MJ5, post-group interview

That lifeline, that person that’s supposed to come and guide me, make sure everything is okay and it just,
she kicked me when | was down ... And there was another time where | was phoning a different health
visitor. Every day for two weeks | phoned her and left her text messages to say ‘Hi, I'm struggling | need
help. I can’t do this anymore.

MKG6, post-group interview

Contributing to research
One mother, who was a mental health professional, expressed that her primary motivation for signing up
to the trial was to participate in the research study:

| am a believer in helping research, | think just because of my work. | thought, well, if it’s to help research
then why not? I'll do anything to help research.
MI5, post-group interview

For other mothers, this was a secondary motivation: they wanted to participate because they hoped
to gain something from being part of the group, but they also recognised the potential of the trial to
improve the availability of support for mothers in the Highlands.

One facilitator perceived that the group gelled better when the mothers had the collective goal of
improving their situation:

They do genuinely seem to be a bunch of people who want to be there, not to take part in research, but to
be there for the Mellow Babies. There is nobody there who thought, ‘well, it’s just a wee time out and it will
help with research’. They genuinely want help, which is nice.

FCé, post-group interview

Barriers to recruitment
Feeling stigmatised as ‘a bad mum’

It was not felt that participating in the trial was stigmatising on the grounds of mental health. However,
several mothers felt that by enrolling in the trial they were admitting to being a ‘bad mother’. This was
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exacerbated by some of the wording in the recruitment materials, particularly that the group would help
mothers bond with their baby. While wanting to bond with their child was a motivator for some women,
for others this felt stigmatising and it initially deterred them from participating in the trial. This was
especially the case if mothers had been signposted to the trial through their HV:

I think the issue was I felt | had a good bond with her and the more | read about the lack of bond the more
it kind of made me think ‘Oh I'm not a good mother.
MC4, post-group interview

But equally, | knew that | had a connection with her, so | sort of felt it was a bit like undermining my
mental ability.
ME4, post-group interview

Some mothers expressed that it was their separation anxiety that was the main issue they wanted
the group to address, and as a result they did not feel the wording in the recruitment materials was
applicable to them.

Not wanting to take a space from others in greater need

As the spectrum of poor mental health is so broad, mothers were unsure who the group was being
targeted at and what kind of struggles other people would have. Many were concerned that they might
be ‘too well’ and would be taking a space from others who were in greater need. A couple of the mothers
described themselves as ‘high functioning’ and acknowledged that, although they were struggling, they
were able to get through the day, which made them feel less deserving of a place on the programme:

I don’t know what | was expecting but because of the labels associated around this, | was like What am |
going to be presented with?
MC4, post-group interview

Am [ ill enough? Not ill enough, but do | need it as much as the rest of them?
MD4, post-group interview

For one of the mothers, these feelings intensified after attending the ‘meet-and-greet’ session and
hearing the situations of the other mothers:

These are worthier people. | didn’t think | was worthy enough compared to the others, because others had
such gigantic things compared to me, that was one of my concerns.
MD4, post-group interview

Reluctance to leave their babies in the créche
Mothers initially felt overwhelmed by the prospect of leaving their baby in the créche, as many had
never left their child with anyone else before:

I was nervous at first because we had never, we didn’t go to baby groups. We didn’t have family and so |
just had not had a lot of opportunity to leave her, so there was just the unknown of how was she going to
take this.

MMé, post-group interview

The creche was a major thing for some of these mums, they'd never left their babies before this. They were
quite traumatised by it.
FCé6, mid-group interview

Mothers felt that they would have been less apprehensive if they had been given more information
about the creche during the recruitment process, for example, being reassured that they could check

Copyright © 2024 Thompson et al. This work was produced by Thompson et al. under the terms of a commissioning contract issued by the Secretary of State for Health
and Social Care. This is an Open Access publication distributed under the terms of the Creative Commons Attribution CC BY 4.0 licence, which permits unrestricted use,
distribution, reproduction and adaptation in any medium and for any purpose provided that it is properly attributed. See: https:/creativecommons.org/licenses/by/4.0/. For
attribution the title, original author(s), the publication source - NIHR Journals Library, and the DOI of the publication must be cited.

59



60

APPENDIX 3

on their babies when needed, and that they would be able to take their infants into the session if they
would not settle.

Concerns about knowing someone else in the group
Some mothers reported feeling apprehensive about knowing someone else in the group, fearing that it
may inhibit them from sharing:

There was obviously the, who's going to be there? Am | going to know anyone? Because that was one thing
that | didn’t really want, | didn’t want to know anyone, that | was going to go and then maybe hold back,
sort of thing.

MD4, post-group interview

Practitioners also shared this concern, with worries about how they would manage the group if mothers
knew each other, particularly as Inverness is relatively small.

I think in the training they kept talking about getting mums that know each other and how that can be
bad. You know when you’re going, ‘Oh my god, in Inverness they're all going to know each other!” But none
of them did.

FB4, post-group interview

Delivery
Facilitators of delivery

Supportive relationships between practitioners

Due to the emotional demands of group delivery, it was deemed essential for practitioners to have a
supportive relationship with each other, where they felt able to share how they were feeling, particularly
on days where they felt less able to cope:

We're really transparent with each other and I'm very lucky that I've got somebody that | can work like
that with. We have a really good friendship ... you can think you're fine and you can go into a session after
a crap weekend and go, ‘Actually, I'm little bit down from the weekend, | can’t handle this so much today.
Like | said, we're able to work that out between us, because we're both so transparent about our feelings
and what we've been through and stuff.

FB5, post-group interview

Good communication between practitioners was also felt to be essential, particularly sharing
information from conversations with mothers that had taken place outside of the immediate group
environment. Practitioners did not know each other prior to the trial but completed the Mellow Babies
training together.

Having a space to discuss issues in supervision

As the practitioners were new to the delivery of Mellow Babies before the trial, they encountered
several issues over the course of the three groups. Practitioners were able to have regular online
supervision sessions (usually 2 over the course of a 14-week group) with an experienced consultant from
Mellow Parenting, where they were able to talk through their concerns, and get advice and suggestions
to improve their practice. These could be individual supervision sessions, or group supervision,
depending on the needs and preferences of the practitioners. These supervision sessions were deemed
essential to both effective delivery of the group and their development as practitioners, particularly

as all practitioners were new to delivering Mellow Babies. Practitioners described several challenges
that they faced with group delivery and the solutions that had been implemented based on the advice
received during their supervision.
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Learning through experience

Practitioners recognised that they were growing in confidence and capabilities with each group they
delivered. It was a steep learning curve, and each cohort of women brought different situations and
challenges. This equipped them with knowledge and skills that would benefit them for future delivery:

Every time we do learn things, and we know we can make it better.
FB5, post-group interview

Barriers to delivery

Managing group dynamics

One of the key barriers to delivery was being able to hold a nurturing, containing space for the mothers,
while still maintaining boundaries so all mothers were able to share their views. Practitioners relayed
different situations in each of the groups which required them to step in and remind the mothers of the
group agreement:

There was a lot of speaking over and that was the really difficult one because we didn’t want it to be like
school, you know?
FA4, post-group interview

Practitioners felt unprepared for some of the situations they encountered and felt like this could
have been covered in greater depth during the training, particularly for those who had minimal prior
experience delivering groups:

I do think going in as a practitioner, | do think you need to make sure that you've got some training of
doing groups and stuff
FA4, post-group interview

Maintaining professional boundaries

Delivery of Mellow Babies groups was a marked contrast to practitioners’ previous NHS roles

as it involved practitioners sharing their own experiences. This took practitioners a while to get
used to, and it felt difficult to navigate the balance between appropriate sharing and maintaining
professional boundaries:

Obviously it’s so different from any other NHS post because you don’t share a lot of aspects about your
life, whereas at Mellow Babies you must every day!
FB4, post-group interview

It’s not just doing a group and reading off a slide or paperwork, you're kind of investing a lot of
yourself. | think you need to ... you know, | don’t know whether ‘skill’ is the right word, but be
able to know enough about yourself and your skillset just to know where your limits are within
that group.
FA4, post-group interview

Over the course of the groups, two out of the three practitioners experienced situations where their
professional boundaries were challenged. One practitioner was known to one of the mothers in a
professional capacity, as the mother had worked with both the practitioner and also the practitioner’s
husband. The practitioner described her reluctance to share as much as she had in previous groups
because of this connection, particularly during the week about sex. They were connected via social
media, and the practitioner relayed having to reinforce boundaries that communication relating to the
group should take place over professional, not personal, channels.
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The second practitioner worked in the maternity unit where many of the women had given birth.
Similarly, during the birth stories session, she had to reinforce boundaries that the two roles
were separate:

I made it very clear at the start that | work in maternity and stuff, but | make it very clear to them about
the boundaries... you know, | won't go back and share anything with my colleagues or my unit. They don’t
know that I'm working with them and vice-versa. | also say to them equally as well, ‘You can share what
you want, | don’t have an opinion on these people, | want you to tell me the story of how they made you
feel, not to worry that, “Oh my god, she works with her so | can’t say this.”

FB4, post-group interview

Systemic challenges of delivery

Practitioners described the challenges of delivering the group when they were working part-time,
including having extended periods of time when they were unavailable to respond to mothers,
particularly if there was a concern, and having insufficient contact time to discuss how sessions should
be adapted to meet the groups’ needs. As they were delivering the programme as part of a trial, they
did not have the same system of support that would be present for community delivery. They felt their
wider team did not fully understand the requirements of delivery, including how emotionally demanding
it could be.

Participation
Facilitators of attendance and participation

Implementation minimising barriers to attendance

Implementation strategies removed many of the barriers to attendance. One key barrier was transport to
the group, as several mothers were not able to drive, something which prohibited their access to other
local mother-baby groups. Having taxis provided allowed these mothers to attend Mellow Babies:

| so appreciated the taxi, like the mobility of it. The fact that | couldn’t get into a local baby group, and |
now had a way to get to something was huge for me.
MMé, post-group interview

One mother, who drove to the group, had recently lost her job and separated from her partner.
Receiving petrol expenses at the end of the group was important to her as she had some distance to
travel and had been using her savings to attend the group:

The financial support at the end was fab because I'm not earning, and | actually lost my job, so | haven’t
got any income coming in and so | would have to ask him [ex-partner] for money. I'm just living off my
savings and the fact at the end, I'd forgotten the travel expenses, that was a big help to me. | think other
mums might have been in a similar position if they’re not earning.

MC4, post-group interview

A second barrier was removed through the créche. Although mothers initially felt apprehensive
about leaving their babies, créche enabled them to fully engage in Mellow Babies sessions, and have
uninterrupted, meaningful conversations with other mothers:

[tlo have a place where | could drop [baby] off and have time to myself with other adults where my brain

wasn'’t split of watching my child on her chair doing risky play. Yeah, that was just amazing.
MMé, post-group interview
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Finally, having the meet-and-greet session at the start of the group provided a forum where mothers
could get to know each other on an informal basis before starting sessions. Mothers had already had
a visit from the group practitioners by this stage, and found it reassuring to go into this initial meeting
knowing a familiar face.

Accommodating the needs of different mothers

The group accommodated mothers with a range of learning needs, including one mother who had
attention deficit hyperactivity disorder and one mother who did not have English as her first language.
Both these mothers felt the practitioners were supportive and understanding of their specific
circumstances, and worked with them in a way to enabled access and participation in session content:

I was very worried at the beginning, but honestly, every time that | was stuck or didn’t know how to say
a word or have to write it, | was always like, ‘I'm so sorry, | don’t know how to say this’ | want to explain
myself, they were all very, ‘no worries, it’s fine, it’s okay. Just take your time'

MPé, post-group interview

They let me sit on the floor when | needed to ... Both practitioners and the rest of the group, just really
accepting of like my needs and things.
MKGé, post-group interview

Practitioners were very aware that certain topics may be ‘triggering’ for mothers, and endeavoured to
adapt sessions as needed, and check in with mothers:

Different subjects are going to bring up tricky things for different mums, so there were weeks we had to
really be aware ... you know, thinking ahead, ‘That’s going to be a tricky week for that mum.’ But | think we
managed that quite well.

FCé, post-group interview

While mothers appreciated that facilitators checked in with them, the general consensus was that it
would help for them to know the next week’s topic in advance, so they were able to emotionally prepare
for content they knew they might find challenging.

Facilitator techniques creating a containing, nurturing space

Mothers attributed the success of the group to the facilitation skills of the practitioners. They were
able to cultivate a safe, non-judgemental space where people felt comfortable sharing their thoughts
and experiences.

I've seen it done very well, all three of them to do what they’ve done and to cultivate such a space that we
do, I felt as comfortable as we felt.
MA4, post-group interview

Mothers valued how practitioners also participated with the session content, sharing their own
challenges, particularly during the Life Stories session. This encouraged mothers to open up and fostered
feelings of connectedness with practitioners:

It was really good that they opened up. The life stories. If they hadn’t done their life stories first, | don’t
think | would have gone into as much detail, because they did go into detail, and it really helped.
MC4, post-group interview

As women, we tend to feel more comfortable when we’re bonded with somebody or when we share
information, so it didn't feel like a teacher/student situation. | feel like that would really have stopped us
from sharing so much.

MEA4, post-group interview
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Facilitators were also skilled at ‘holding’ the group and maintaining a containing, boundaried space with
warmth and compassion:

They're really, really good because there’s a couple of mums who don’t really pitch in as much, so they’ll
give them the space on the floor if they want to speak, but if they don’t want, they allow them to keep
their privacy.

MF4, post-group interview

Barriers to attendance and participation

External factors thwarting the creation of a containing, nurturing space

Although, on the whole, all three group venues were received positively by mothers, there were a few
factors identified which impacted the experience of the group. Firstly, in one of the venues, there were
other people using the room next door and mothers felt self-conscious about sharing in case they were
overheard. This was particularly the case during the week where they discussed sex, as there was a
group of men in the building.

They had a knitting group next door and like we could hear them so it was really sort of concerning like
can they hear what we're saying too ... it was just the fact that when we're talking about really intimate
things and like you’ve got men in the building, now I'm not shy, I'm quite an open person but a lot of the
other mums were shy, weren’t open people at all. And it was difficult enough for them to open up with just
us and there’s like men floating about the building.

MK®é, post-group interview

Facilitators also expressed frustrations that factors outside of their control, including the venue layout
and staff, could generate stress for mothers, which they felt impeded their capacity to establish

a nurturing space. One group also had a lot of issues with the taxis not turning up, or taxi drivers
becoming frustrated if they had to wait for mothers at the end of the session. As a result of this,
facilitators adapted session content so that they could ensure they finished the group promptly. These
themes were also echoed by mothers in the relevant groups.

That first group [Group 4], the venue staff were quite challenging with getting teas and coffees which
shouldn’t have been ... [Group 5] were really limited to how we set the room out and the tables were
just really long, low tables. So, you couldn’t really make the shape that we would normally have. It felt
more like school because we had to really have the us and them, so that really limited us as well. And the
amount of complaints we had about the chairs being uncomfortable.

FA5, post-group interview

Some of the taxi drivers are quite rude and don’t like it when people [are late]. We're rearranging our
sessions a bit. So, if there’s a heavier discussion, it’s done earlier and towards the end of it it’s lighter. So
that we're not in that situation to say, ‘well, I'm very sorry you're crying at the moment, but your taxi is
here off you go!’

FA6, mid-group interview

Needing to be ‘in the right frame of mind’

Mothers expressed that there was a need to be ‘in the right frame of mind'’ in order to fully participate
with course content. Mothers felt it was more difficult to engage if they were currently experiencing
significant life stress, or if they were talking about topics that were still raw or unprocessed:

It is quite intense, and you don’t want to be the one not ready to progress and watch everyone else. | think

they do have to be in the right frame of mind. Because | definitely wasn’t when | got the first letter.
MF4, post-group interview
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I found it quite difficult because I'm going through a lot right now, so we basically all went round the room
telling our stories and | was like, ‘I’'m not going to be able to do this today, just because it’s all very raw
what I'm going through right now.

MKG6, post-group interview

Anxieties speaking in front of the group

Many mothers had apprehensions about speaking in the group, particularly for sessions such as Life
Stories, which required speaking for extended periods of time. This was something they became
more comfortable with as the programme progressed, but inhibited their participation within
earlier sessions:

I'm not keen on standing up and talking in front of the group. I'm getting better at it, | probably only would
do it with that group, | wouldn’t do out of the group but I'm getting better at it. | wasn’t the first couple
of weeks, | was a bit, ‘Oh my goodness, you're going to have to actually speak.’ It was a bit ... yes. That’s
probably the worst part but it is getting better.

MP1, telephone fidelity check

Mothers felt the safe, non-judgemental space supported them to grow in confidence in sharing their
ideas. The group culture, underpinned by the group agreement created at the outset of sessions, was
accepting of mothers’ choice to pass if they did not want to participate.

Group size

Mothers and practitioners involved in group 5 (which only had four mothers) all strongly felt that a group
of four was too small to be viable group. Having a smaller group affected the quality of group discussions
as there were fewer people to share ideas, leading to mothers feeling pressured to participate more

than they wanted to. Fewer viewpoints were discussed, which meant sessions could feel ‘slow’, and any
strong opinions were less diluted:

I, personally, am finding the sessions quite slow and the material’s quite slow, and they’ve said to me that
it's because we're such a small group that they don’t necessarily feel like they’ve got sufficient materials
to use the full five hours, if that makes sense. They said they’re having to drag things out a bit and it feels
quite slow, to me it feels like I leave and I'm a bit like, ‘God, | feel like we haven’t really done anything or
covered anything.

MHJ5, telephone fidelity check

Three people in a group is not a group really. It’s not in that setting ... | feel it’s had a bad effect, | don’t
know if that’s comparing it to the previous group but | feel it'’s had a bad effect because two of the mums
know each other, one of them knows me so the dynamics are already a little bit weird there and then it’s
such a small group that if you're looking for other opinions, you either go, either one or two take over the
conversation a little bit or you go the other way that you kind of done, done, done that’s it nobody else
wants to discuss.

FA5, post-group interview

Practitioners recognised that this group was less cohesive than other groups, possibly because there
were fewer individuals to feel connected to, and therefore they connected less to the group as
a collective.

Session cancellations and participant drop-outs disrupting group cohesion

Group cohesion was affected by session cancellations and participant drop-outs, and the mothers found
this unsettling. This prevented relationships within the group from solidifying and also impacted on how
well the children settled in the créche:
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It was difficult because obviously we had the first week, we were all quite anxious and we got our kids
settled in to the nursery and had our first group and got to know each other. And then after that, we only
had one other week and then there was a big break, so we were off for like three weeks and because of
that, it meant that we had a lot of time where we weren'’t together, and the kids were not used to be in the
nursery anymore. It felt like starting all over again, | feel we lost the momentum.

MHS5, telephone fidelity check

Group 5 got cancelled several times as due to the small size, it was not viable to run if more than one
mother was unable to attend. This led to mothers becoming frustrated with both the group, and with
each other if sessions were cancelled last minute:

Because it’s such a small group, it meant to begin with if a couple of mums can’t make it, say maybe
their kids get ill or they're not around, it means it gets cancelled for the whole group. | was ready to leave
one Saturday.

MI5, telephone fidelity check

Group cohesion was also affected by mothers withdrawing from the programme, and by facilitators
leaving midway through. This was intensified in group 5, which went from four to three mothers.

Impact of Mellow Babies
Influential programme components

Connecting through shared vulnerability

Shared vulnerability, particularly through the Life Stories session, was perceived by both mothers and
practitioners to be an essential component of the programme. Opening up and hearing about the
challenges that other people have experienced, including practitioners, put everyone on ‘a level playing
field’ and facilitated connections both between individuals and to the group as a collective.

| think having that, doing the life stories before you get to some of the other stuff is really important
because it puts everybody on a level playing field quite early on. And when tricky stuff comes up later,
they’re able to speak about it, so yeah, | think that definitely helps. It’s definitely really, really effective, |
think it really is. | think that’s the first opportunity we almost actually get to start going a bit deeper, and |
think it’s the first opportunity for us as practitioners to go beyond the level as well.

FA5, post-group interview

In a normal baby group you would never get to know these people so well, and | think that was really
wonderful because then we actually felt connected and like we knew each other’s stories a bit and | think
my favourite session was probably when we learned each other’s stories.

MMé, post-group interview

It also helped break down mothers’ barriers to involvement and gave practitioners a better insight into
the group, allowing them to plan future sessions to mothers’ needs.

Having protected ‘me time’ within their week

Mothers relished having a space that was centred on them, and not on their baby. It gave them
something to help break up the monotony of their week, which would often otherwise be spent staying
at home, and it provided an opportunity to have meaningful conversations with other adults:

It gives me a reason to get up in the morning and take your kids out and get somewhere.
MA1, telephone fidelity check
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I think it was the thing | looked forward to every single week, like it’s my day out. It was my socialising
and | think it was really good for my mental health ... | think sometimes you just need to be able to go
somewhere where you can chat with adults and your baby gets looked after or there’s somewhere for

them to go, there’s just not enough of that.
MMé, post-group interview

[Other groups are] very much a playgroup for the children and we tag along, whereas Mellow Babies was

obviously for us and the babies tagged along at the nursery/créche.
ME4, post-group interview

Having a safe, non-judgemental, supportive space

Mothers also enjoyed having a non-judgemental space where they were able to offload about their
feelings and difficulties. This enabled them to process their thoughts and experiences, and receive
support and validation from others:

If I was to pinpoint one, but it was possibly the support aspect for me ... They're a safe place to say
because they’re not a friend that knows another friend that you're gurning about. A safe place to rant to
your friends, different perspectives. If | go and say something to my mum, she’s always going to be on my
side, or my best friend, she’s always going to be on my side. But they all give you another perspective.

MF4, post-group interview

I think that’s important for them because they’re going to be accepted by those mums, because they know
so much about them but still are friends and still there to support them. | think that non-judgemental...
someone hearing your story but without being judged is really important for them going forward, because
it’s given them a chance to say things out loud that they possibly wouldn’t have said out loud to anybody.
FA6, post-group interview

Programme outcomes

Feeling better about themselves

Mothers reported feeling better about themselves since participating in Mellow Babies, with phrases
such as I'm back to me’, ‘uplifted’ and ‘life-saving’ used to describe the group. They felt more confident
and content within themselves and their situation as the group helped to normalise the feelings and
challenges that they were experiencing. Being able to see themselves through other people’s eyes also
facilitated them to see themselves in a more positive light:

It has really changed my attitude to a lot of things. | went in really miserable, really depressed ... | know
that everything that I've been feeling and struggling with as a mum is totally normal.
MKG6, post-group interview

I've started to feel a bit more like me, but in my own importance as a person. I'm starting to value that | do
have a bit more to give, rather than just being one sided [me], | suppose. | felt like I've discovered that my
brain’s been switched back on, because I've been in a fog for an awfully long time.

ME4, post-group interview

Fostering a community of support

Several mothers described how the group had helped combat loneliness and fostered a supportive
community with other mothers. Groups 4 and 6 provided ongoing support for each other even after
the group had finished, with mothers continuing to chat, offload and offer support and advice via a
WhatsApp group:
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| think it helped a great deal with the loneliness | was experiencing. And | now have like a mum, at
least some mum community even though at this point because the group has ended, I'm not able to go
physically see them, but [ still have that like the group text, and we still chat about things.

I know [ always have people to talk to, whereas before, | didn’t have anyone.

Changes in parenting attitudes and skills

Although some mothers did not feel their parenting or relationship with their child had changed over the
course of the group, several stated that this was the biggest impact of Mellow Babies. Mothers reported
feeling more confident in their parenting, having a closer bond with their child, and enjoying spending
time with them:

| think I was at the point of feeling like everything was a chore before and building up a bit of resentment
to everything | had to do all the time. But it just ... it was a really simple thing, but it's made a really big
difference to actually sit down and enjoy playing with her.

MB1, telephone fidelity check

| feel like | have a much better relationship and much more confidence with [baby]. That is the biggest,
actually the biggest thing and just so much more content with my mothering instincts and looking
dfter her.

MC4, post-group interview

Altered perceptions of healthcare workers

For some mothers, realising that all people have had struggles, including health professionals, was
helpful in validating their own lives. Practitioners felt that this would impact on future relationships with
healthcare providers, speculating that mothers might feel more trusting and less defensive:

When you see a health professional, you kind of think they’ve got it all together and nothing goes
wrong and then when we were listening to [the practitioners] life stories, not everything’s perfect. That

really helps.
ME4, post-group interview

One of the mums made a comment that she thought professionals had... | don’t want to swear on this
recording! Her phrase was, ‘Professionals have got their shit together. One mum said that she really
genuinely didn’t realise... she thought professionals were all this, they’ve been to college or uni and they've
got these lovely lives, they earn money, they’ve got this good academic job, whatever. She didn’t realise
that actually they have got the same amount of problems, you just don’t see them because you see them
in a professional setting.

FA4, post-group interview

latrogenic effects

While the majority of mothers (and all of those in groups 1, 4 and 6) felt they had benefitted from the
programme, two mothers in group 5 stated that participating had left them ‘feeling worse’. One of
these decided to withdraw from the group as she found that session content was triggering for her
PTSD symptoms:

I have PTSD and | find some of the things that we're talking about are quite triggering for me and I really
don’t know how to deal with that. I've mentioned to [facilitators] as well that we have some sessions
where things will be talked about that I'll find really challenging, and we leave at the end of the session
and there’s no, ‘H ow are you feeling, or do you need any signposting or any extra help?’ It’s like we leave
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at the end of the sessions, and it’s left to deal with. I'll go in feeling quite good and then leave feeling
quite down.
MHS5, post-group interview

Another mother in group 4, despite describing the impact of the group as ‘life-changing’, still described
finding the video observation component of the programme challenging and felt it exacerbated some
difficult feelings:

I worried about when they were recording me with the feeding. That was really triggering for me because |
was so devastated, | was experiencing breastfeeding grief and PTSD around it and like so every time | was
feeding her a bottle it was like re-traumatising me. | didn’t want to watch myself feeding.

MC4, post-group interview

Group 4 mothers also expressed that they found their mental health had deteriorated after the group
had finished as they had become accustomed to having the space and the regular connections with
other mothers. They stated that the ending felt very abrupt after 14 weeks of intense contact, and
recommended that future groups ended more gradually, for example, reducing to fortnightly or monthly
sessions before terminating. They also felt that check-ins after the group would be helpful:

The only thing that | found not quite for me, not about the topics, but | just found that when we finished,
we finished. It was cut ... | know it has to come to an end at some point, but it’s been an intense 14 or
15 weeks, if you count the coffee morning, and then nothing. It was kind of like, how do | deal with this
now? What do [ do with this now?

ME4, post-group interview

With my counselling you don't just stop, well you can just stop, but like | got to two weekly and now
I've got to monthly. And | think it would have almost been good to have a phone call or a check in or
something like maybe a week or so, not, I'm not saying so much for myself, this is a reflection for the
whole, because I'm noticing some of the other mums are like, they’ve gone [downhill].

MC4, post-group interview

Discussion

Overall, this section highlights the heterogeneity not only of intervention participants but also of the
groups themselves. Each group varied on a range of characteristics, many of which were logistical and
very difficult to mitigate. It also outlines the aspects of the intervention and participation in the trial
that intervention participants and practitioners felt strongly about, and provides useful learning both for
those delivering this type of intervention in future and for those seeking to conduct further trials into
such interventions.
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Appendix 4 The impact of the COVID-19
pandemic on The Mellow Babies Trial: full
results

This section will include data to address the final question from the close-down protocol (https:/njl-
admin.nihr.ac.uk/document/download/2042261; accessed 20 November 2024):

4. How do sociodemographic characteristics and maternal mental health at baseline relate to:
a. whether recruited pre-pandemic (to March 2020) or post (since November 2021)?

10. What specific impact did the COVID-19 pandemic have on the ability to run intervention groups
and the trial?

The COVID-19 pandemic had a significant influence on the trial. When lockdown restrictions were first
imposed in March 2020, we had to pause recruitment. We had recently m)et the criteria for the stop/
go point (i.e. internal feasibility pilot) of recruiting 40 participants and having 2 intervention groups
established. A third intervention group had also been recruited and was due to start in late March.
Although we were behind our initial recruitment target, we were aware of the barriers to recruitment,
had developed sound strategies to overcome these, and the trial had established momentum. In March
2020 intervention group 2 was interrupted and ultimately could only complete 7/14 sessions. Group

3 could not begin at all. This resulted in 14 participants randomised to the intervention pre pandemic
not being able to receive the full intervention. Although we proposed that these participants be offered
the online version of Mellow Babies, this was not approved by the funder. Thus, our Data Monitoring
Committee advised we exclude those participants and associated controls from any outcome analysis,
reducing our sample size by 28 and meaning we would have to over-recruit by that number to be able
to meet our target sample size. Trial recruitment re-started in November 2021 and continued until
September 2022.

Recruitment pre- and post-COVID-19 restrictions

We recruited and randomised 47 participants prior to mid-March 2020, and a further 59 from
November 2021 to August 2022. Recruitment to the trial commenced in January 2019. We found
recruitment via practitioners slow to begin with, despite overt buy-in, and so immediately moved to
instigate a major amendment which allowed us to use the PIC letter system. We were, however, subject
to a 5-month delay from the REC and so could not implement this change until towards the end of
2019. Once we had the PIC system in operation, recruitment proceeded more quickly. We moved our
initial stop/go milestone (40 participants and 2 intervention groups established) and were able to meet
this by the end of February 2020. Once we were able to recommence recruitment in November 2021,
the funder requested that we implement a further stop/go milestone to re-establish trial validity. We
committed to recruiting a further 55 participants by the end of July 2022, a target we exceeded (n = 59).

There was a significant difference in source of referral for those randomised: clinician (HV) referral was
much more common pre pandemic, with 17/47 (36%) versus 5/59 (9%) being referred from that source
[x3(1) = 12.2; p < 0.001]. PIC letters were much more likely to be a source of referral post pandemic
(75% vs. 34%), although these could be employed from the start of recruitment this time, whereas we
only had 6 months using these pre pandemic (compared to 11 months post pandemic). There was no
significant difference in the proportions screening positive between the two time periods, neither was
there any difference in the proportions of those screening positive who went on to be randomised

as a trial participant. Post-pandemic intervention participants were equally as likely to not attend the
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intervention, and this was not impacted by the number for whom the intervention was not available,
as both groups 3 and 7 had 6 participants each allocated to them. There was also no difference in the
proportion of offered intervention sessions attended by participants.

Despite the considerable stress the pandemic placed on family life, there was no difference in HADS
scores at screening or in Recent Life Events scores at baseline. This could mean that the pandemic did
not adversely influence the target population as much as might be expected, but it is more likely that
those most seriously impacted were unlikely to have expressed interest in participating in the trial.

There was no difference in the proportion of participants retained to FU1 according to whether they
were recruited pre or post pandemic. We cannot make a similar comparison for FU2 as most post-
pandemic participants were not yet eligible for FU2 at trial close-down.

Trial logistics pre- and post-pandemic

During the pandemic, the Trial Manager left the project, and the PhD student worked as a Research
Assistant to assist the senior co-I (now Cl) with follow-up data collection. A new Trial Manager and
Research Assistant were recruited in August 2021 to allow participant recruitment to recommence in
November 2021. They were comparatively less experienced than the previous TM and the PhD student,
and so required a greater degree of training and supervision.

Suspension of recruitment lasted for 20 months in total. Although we had established the relevant
approvals and had re-staffed to begin recruitment in November 2021, there were changes to the
infrastructure surrounding the intervention which meant the need for some pragmatic changes, and
therefore a longer set-up period. Pre pandemic, the intervention was being delivered within child-care
establishments. This model was developed as the only viable means of providing the intervention

in close proximity to child care (there was no mobile créche service in Highland at that time). Post
pandemic, child-care establishments were not permitting any adult visitors to their buildings when the
trial first re-started. There had also been a change in Scottish Government policy, whereby all 3-year-
old children were now entitled to 30 hours of free pre-school education (previously 16 hours). This
meant that none of the establishments we spoke to had any spare capacity either to accommodate
intervention groups or to absorb the extra child care. Therefore, it was necessary to revisit a range

of possible strategies regarding the logistics of the intervention. With considerable time investment
from the intervention team, new venues were identified, and a mobile créche was now available (albeit
geographically distant and therefore more costly). The cost of delivering the intervention in this context
was significantly greater than pre pandemic: the efficiency of combining intervention venue and child
care into a single cost package had been lost.

It was also necessary to recruit new Mellow Babies practitioners after the pandemic. This also required
significant investment of both time and money from the intervention team. A new group of practitioners
was trained in October 2021, and the first Mellow Babies intervention group planned to begin early in
2022. Recruitment progress was slower than anticipated at first - there had apparently been a loss of
momentum in having the trial paused for so long, and it seemed people were reluctant, in the not-quite-
post-pandemic era, to say that their mental health need was any greater than anyone else’s. Anecdotally,
there was a sense of feeling quite lucky, relatively speaking, and not feeling that there was a need or

a right to ask for extra support given how much worse things had been for families just a few months
previously. Having said that, we were able to re-establish the trial and recruit to viable levels. Due to the
significant pause in recruitment, and the anticipation that more time and funding would ultimately be
required to complete the trial to protocol, a new stop/go criterion was agreed with the funder: to recruit
a further 55 participants by the end of July 2022. This was achieved, with 59 recruited (106 in total with
the 47 pre pandemic added).
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Sadly, a significant further investment of time and money would be required to complete the trial to
protocol. We calculated that it would cost the same amount of money and more time than originally
planned to reach the intended sample size of 212 participants. Therefore, the funder decided not to
continue recruitment to the trial beyond its original end date of November 2022, and rather enter into
a close-down period to the end of June 2023. Due to the sample not being sufficiently powered to
answer the primary trial outcome question, analysis plans were modified to remove any comparison of
outcomes between the trial arms (based on advice from NIHR and our Data Monitoring Committee).

We made a case on moral and ethical grounds to allow those already recruited to take part in at least
the first follow-up (FU1) at 8 months post randomisation, and to allow those participants already
screened or randomised the opportunity to take part in the intervention. Although these requests
were denied, a compromise position allowed us to continue recruiting to the final intervention group
(group 7) but without randomisation or follow-up of these participants. The lengthy negotiation period
for this compromise (from October to December 2022) meant that, by the time the final group could
be arranged, most of those screened or randomised to that group were no longer able to commit the
time, or could not attend on the specific day the venue and créche were available. Ultimately, as only
two participants remained interested and available, and as they were aware of the situation and had
expressed they would not be negatively affected by the group not taking place, we chose not to run
the final intervention. All group 7 participants were referred on to Mellow Parenting, who offered them
participation in an online version of the intervention.

Overall, the COVID-19 pandemic had a devastating effect on what was otherwise a viable trial which
would have gone a long way to answering a range of questions, not only about the effectiveness of
Mellow Babies for mothers experiencing psychosocial stress, but about the lived experience of this
population and how we might better engage them in research in future.
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Appendix 5 Baseline tables

TABLE 21 Baseline demographic and household overview

Mellow babies Usual care
N=53 N =53
Total number of members of the  Mean (SD) (N) 3.8(1.2) (N=53) 3.7 (1.0) (N = 53)
household
Median (25th, 75th centile) 4.0(3.0,4.0) 4.0 (3.0, 4.0)
(Minimum, maximum) (2.0,7.0) (2.0, 6.0)
Ethnic background White British 45/53 (84.9) 47/53 (88.7)
White Irish 1/53(1.9) 1/53(1.9)
Eastern European 1/53(1.9)
Other European 2/53(3.8) 2/53(3.8)
Other 1/53(1.9)
Asian or Asian British 2/53(3.8) 2/53(3.8)
White other 1/53(1.9) 1/53(1.9)
Age when left secondary school  Mean (SD) (N) 16.9 (1.1) (N = 53) 16.7 (1.2) (N = 53)
Median (25th, 75th centile) 17.0(16.0, 18.0) 17.0(16.0, 18.0)
(Minimum, maximum) (14.0, 20.0) (15.0, 19.0)
Highest educational No educational qualifications 2/53(3.8)

qualifications
Standard Grades, 8/53(15.1) 10/53 (18.9)

Intermediate 1 or 2, O levels,
General Certificate of Education
(GCS)/General Certificate

of Secondary Education (GCSE)

Higher, Advanced Higher, A levels  8/53 (15.1) 1/53(1.9)
Vocational qualification 6/53(11.3) 7/53(13.2)
Higher National Certificate (HNC)/ 6/53 (11.3) 8/53(15.1)
Higher National Diploma (HND)
Undergraduate Degree (e.g. BA/ 20/53 (37.7) 16/53 (30.2)
BSc)
Postgraduate qualification (e.g. 5/53(9.4) 9/53(17.0)
MSc, PhD)
Best description about Currently in paid employment or 16/53 (30.2) 13/53 (24.5)
employment self-employed
Maternity leave (paid employment) 20/53 (37.7) 19/53 (35.8)
- plan to return to work
Maternity leave (paid employment) 3/53 (5.7) 2/53(3.8)
- not plan to return to work
Not currently working - have been 14/53 (26.4) 18/53 (34.0)
in past paid employment
Never been in paid employment 1/53(1.9)
continued
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TABLE 21 Baseline demographic and household overview (continued)

76

Mellow babies Usual care
N =53 N =53

Hours of work Mean (SD) (N) 22.6(13.3) (N =47) 25.8 (14.6) (N = 39)

Median (25th, 75th centile) 24.0(15.0, 35.0) 26.0(18.0, 35.0)

(Minimum, maximum) (0.0, 45.0) (0.0, 60.0)
Current job Self-employed with NO paid 5/53(9.4) 1/53(1.9)

employees

Manager 4/53 (7.5) 7/53(13.2)

Supervisor 2/53(3.8) 5/53(9.4)

Employee 42/53(79.2) 38/53(71.7)

Missing 2/53(3.8)
Description what you were In paid employment 14/53 (26.4) 9/53(17.0)
doing last week

On maternity leave from paid 23/53 (43.4) 21/53(39.6)

employment

Waiting to take up paid work 1/53(1.9) 1/53(1.9)

already obtained

Not working because of temporary 2/53 (3.8) 2/53(3.8)

sickness or illness

Permanently unable to work 1/53(1.9) 1/53(1.9)

because of long-term sickness or

disability

At college or university full time 1/53(1.9)

Looking after home or family 11/53 (20.8) 16/53 (30.2)

Doing something else 1/53 (1.9)

Missing 2/53(3.8)
Number of times you moved Mean (SD) (N) 0.5(0.9) (N = 53) 0.3 (0.5) (N = 53)
house in the last year

Median (25th, 75th centile) 0.0(0.0,1.0) 0.0(0.0,1.0)

(Minimum, maximum) (0.0, 4.0) (0.0, 2.0)
| am currently living In a house or flat that is owned 6/53(11.3) 2/53(3.8)

outright

In a house or flat that is being 23/53(43.4) 24/53 (45.3)

bought with the help of a mortgage

or loan

In a house or flat rented from a 12/53(22.6) 13/53 (24.5)

council, local authority, or housing

association

In a house or flat rented from a 9/53(17.0) 9/53(17.0)

private landlord

At home with my parents 2/53(3.8) 2/53(3.8)

In a hostel, bed and breakfast, 1/53(1.9)

homeless shelter, or temporary

accommodation

Other 1/53 (1.9) 2/53(3.8)
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TABLE 21 Baseline demographic and household overview (continued)

Mellow babies Usual care
N=53 N =53

Number of rooms in your home 1 1/53(1.9)

2 3/53(5.7) 7/53(13.2)

3 9/53(17.0) 13/53 (24.5)

4 21/53(39.6) 13/53 (24.5)

5 7/53(13.2) 10/53 (18.9)

6 11/53 (20.8) 3/53(5.7)

7 1/53(1.9) 2/53(3.8)

8 5/53(9.4)
Number of cars and/or vans Yes 9/53(17.0) 8/53(15.1)

No 19/53 (35.8) 23/53 (43.4)

Two 23/53(43.4) 19/53 (35.8)

Three or more 2/53(3.8) 3/53(5.7)
Had a family holiday Yes 20/53(37.7) 22/53 (41.5)

No 33/53(62.3) 31/53(58.5)
Age at first pregnancy Mean (SD) (N) 27.1(6.4) (N =53) 26.0(5.7) (N =53)

Median (25th, 75th centile) 26.0(22.0, 31.0) 26.0(22.0, 29.0)

(Minimum, maximum) (16.0,41.0) (13.0, 39.0)
Had previous pregnancies 1 34/53 (64.2) 43/53 (81.1)

2 19/53 (35.8) 10/53 (18.9)
Number of pregnancy 0 1/53(1.9)

1 6/53(11.3) 9/53 (17.0)

2 13/53 (24.5) 21/53(39.6)

3 6/53(11.3) 13/53 (24.5)

4 6/53 (11.3) 4/53(7.5)

5 2/53(3.8) 2/53(3.8)

6 4/53(7.5) 1/53(1.9)

7 2/53(3.8) 1/53(1.9)

10 1/53(1.9)

Missing 12/53 (22.6) 2/53(3.8)

continued
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TABLE 21 Baseline demographic and household overview (continued)

Mellow babies

N =53

Usual care

N =53

Scottish Index of Multiple
Deprivation

Urban/rural classification
- eightfold

Urban/Rural classification
- sixfold

(most deprived)

aua A WO N

(least deprived)
Missing

Other urban areas
Remote small towns
Very remote small towns
Accessible rural
Remote rural

Very remote rural
Other urban areas
Remote small towns
Accessible rural

Remote rural

8/53(15.1)
10/53 (18.9)
6/53(11.3)
25/53 (47.2)
3/53(5.7)
1/53(1.9)
24/53 (45.3)
7/53(13.2)
1/53(1.9)
9/53(17.0)
10/53 (18.9)
2/53(3.8)
24/53 (45.3)
8/53 (15.1)
9/53 (17.0)
12/53(22.6)

10/53(18.9)
10/53 (18.9)
9/53(17.0)
16/53(30.2)
5/53(9.4)
3/53(5.7)
33/53(62.3)
8/53(15.1)
1/53(1.9)
9/53(17.0)
1/53(1.9)
1/53(1.9)
33/53(62.3)
9/53(17.0)
9/53(17.0)
2/53(3.8)

TABLE 22 Mother’s health/risk factors

Mellow Babies

Usual care

Ever had a social worker

Details of social worker

Currently pregnant

Yes
No
Ongoing involvement

Previous involvement

Initial contact for mum and baby,

no follow-up

Parent disability/health
Baby disability/health
Domestic violence

Drug use

Welfare/care of older children

Yes
No

Missing

N =53

5/53(9.4)
48/53 (90.6)
2/5 (40.0)

1/5(20.0)

2/5 (40.0)

53/53 (100.0)

N=53

6/53 (11.3)
47/53 (88.7)
3/6(50.0)
2/6(33.3)
1/6 (16.7)

1/6 (16.7)
1/6 (16.7)
2/6(33.3)
1/6(16.7)
1/6 (16.7)
1/53(1.9)
51/53(96.2)
1/53(1.9)
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TABLE 22 Mother’s health/risk factors (continued)

Public Health Research 2024 Vol. 12 No. 17

Mellow Babies Usual care
N=53 N=53

Smoker (cigarettes/cigars) Yes 5/53(9.4) 9/53(17.0)

No 48/53 (90.6) 44/53 (83.0)
Smokes cannabis Yes 1/53(1.9) 1/53(1.9)

No 52/53(98.1) 52/53(98.1)
Uses street drugs Yes 1/53(1.9)

No 53/53 (100.0) 52/53(98.1)
Injects street drugs No 53/53(100.0) 53/53(100.0)
Takes prescribed opiate substitute  Yes 1/53(1.9) 2/53(3.8)

No 52/53(98.1) 51/53(96.2)
Receives help for alcohol use No 53/53(100.0) 53/53(100.0)
Receives help for drug use Yes 3/53(5.7)

No 53/53(100.0) 50/53 (94.3)
Experiences mental ill health Yes 46/53 (86.8) 45/53 (84.9)
before pregnancy

No 7/53(13.2) 8/53(15.1)
Experiences mental ill health Yes 45/53 (84.9) 36/53(67.9)
during pregnancy

No 8/53(15.1) 16/53 (30.2)

Don’t know 1/53(1.9)
Experiences mental ill health after  Yes 52/53(98.1) 50/53 (94.3)
the baby was born

No 3/53(5.7)

Don’t know 1/53(1.9)
Has one or more physical Yes 6/53(11.3) 6/53(11.3)
disabilities

No 47/53 (88.7) 47/53 (88.7)
Been diagnosed with mental iliness  Yes 35/53 (66.0) 30/53 (56.6)

No 18/53 (34.0) 23/53(43.4)
Details of mental illness Depression 22/35(62.9) 19/30 (63.3)

Anxiety disorder 20/35(57.1) 22/30(73.3)

Obsessive compulsive disorder 3/35(8.6) 2/30(6.7)

(OCD)

PTSD 7/35(20.0) 4/30 (13.3)

Personality disorder 4/35(11.4) 5/30(16.7)

Awaiting assessment for ADHD/ 2/35(5.7)

autism spectrum disorder (ASD)

Previous anxiety and depression 1/35(2.9) 1/30 (3.3)

continued
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TABLE 22 Mother’s health/risk factors (continued)

Mellow Babies

N =53

Usual care

N =53

Takes regular prescribed
medications

Details of prescribed medications

Been prescribed medication for
mental health problems before
pregnancy

Been prescribed medication for
mental health problems during
pregnancy

Been prescribed medication for
mental health problems after
pregnancy

Ability to care for or interact with
your baby been affected by any
health problem or a disability

How much does your health
problem/disability affect your
ability to feed your baby?

How much does your health
problem/disability affect your
ability to pick up your baby?

How much does your health
problem/disability affect your
ability to change nappies?

Yes

No

Missing

SSRI

SNRIs

Other antidepressant
Methadone
Anti-psychotic
Benzodiazepine
Betablocker
Yes

No

Missing

Yes

No

Missing

Yes

No

Missing

Yes

No

Alot

A little
Not at all
Missing
Alot

A little
Not at all
Missing
Alot
Alittle
Not at all

Missing

25/53 (47.2)
25/53(47.2)
3/53(5.7)
13/25(52.0)
1/25 (4.0)
2/25(8.0)

1/25 (4.0)
1/25 (4.0)
35/53 (66.0)
18/53 (34.0)

11/53 (20.8)
42/53(79.2)

23/53 (43.4)
30/53 (56.6)

20/53(37.7)
33/53(62.3)

2/53(3.8)
9/53(17.0)
13/53 (24.5)
29/53(54.7)
1/53(1.9)
12/53 (22.6)
11/53(20.8)
29/53 (54.7)
1/53(1.9)
2/53(3.8)
21/53(39.6)
29/53(54.7)

35/53(66.0)
17/53 (32.1)
1/53(1.9)
22/35(62.9)
1/35(2.9)
3/35(8.6)
2/35(5.7)
1/35(2.9)

1/35(2.9)
32/53(60.4)
20/53(37.7)
1/53(1.9)
13/53 (24.5)
39/53(73.6)
1/53(1.9)
29/53(54.7)
23/53 (43.4)
1/53(1.9)
18/53 (34.0)
35/53 (66.0)

1/53(1.9)
4/53(7.5)
20/53(37.7)
28/53(52.8)
3/53(5.7)
6/53(11.3)
15/53 (28.3)
29/53 (54.7)
1/53(1.9)
4/53(7.5)
19/53(35.8)
29/53(54.7)
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TABLE 22 Mother’s health/risk factors (continued)

Mellow Babies Usual care
N=53 N=53

How much does your health A lot 1/53(1.9) 1/53(1.9)

problem/disability affect your )

ab|||ty to dress your baby? A little 9/53 (170) 8/53 (15.1)
Not at all 14/53 (26.4) 15/53 (28.3)
Missing 29/53 (54.7) 29/53(54.7)

How much does your health A lot 2/53(3.8) 3/53(5.7)

problem/disability affect your )

ability to carry your baby? Alittle 10/53 (18.9) 5/53(9.4)
Not at all 12/53 (22.6) 16/53(30.2)
Missing 29/53 (54.7) 29/53 (54.7)

How much does your health Alot 1/53(1.9) 2/53(3.8)

problem/disability affect your )

ability to hold your baby? Alittle 13/53 (24.5) 7/53(13.2)
Not at all 10/53(18.9) 15/53(28.3)
Missing 29/53 (54.7) 29/53 (54.7)

How much does your health Alot 2/53(3.8) 2/53(3.8)

problem/disability affect your )

ability to cuddle with your baby? ~ Alittle 12/53 (22.6) 5/53(9.4)
Not at all 10/53(18.9) 17/53(32.1)
Missing 29/53(54.7) 29/53 (54.7)

How much does your health Alot 2/53(3.8) 1/53(1.9)

problem/disability affect your .

ability to speak to your baby? Alittle 10/53 (18.9) 12/53 (22.6)
Not at all 12/53 (22.6) 11/53(20.8)
Missing 29/53(54.7) 29/53(54.7)

How much does your health Alot 3/53(5.7) 3/53(5.7)

problem/disability affect your .

ability to read to your baby? A little 9/53(17.0) 5/53(9.4)
Not at all 12/53 (22.6) 16/53(30.2)
Missing 29/53 (54.7) 29/53 (54.7)

How much does your health Alot 1/53(1.9)

problem/disability affect your )

ability to hear/listen to your baby? ~ Alittle 5/53(9.4) 7/53 (13.2)
Not at all 18/53 (34.0) 16/53(30.2)
Missing 30/53 (56.6) 29/53(54.7)

How much does your health A lot 5/53(9.4) 2/53(3.8)

problem/disability affect your .

ability to bath your baby? Alittle 7/53(13.2) 6/53 (11.3)
Not at all 11/53(20.8) 16/53(30.2)
Missing 30/53 (56.6) 29/53(54.7)

continued
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TABLE 22 Mother’s health/risk factors (continued)

Mellow Babies

N =53

Usual care

N =53

How much does your health
problem/disability affect your
ability to play with your baby?

How much does your health
problem/disability affect your
ability to go outside with your baby
or take your baby places?

How much does your health
problem/disability affect your
ability to be happy with your baby?

How much does your health
problem/disability affect your
other abilities?

Details of other disability

Had a serious illness or been
seriously injured

One of your immediate family been
seriously ill or injured

Close friends or other close
relatives been seriously ill or
injured

Had immediate family who died

Alot
Alittle
Not at all
Missing
Alot
Alittle
Not at all
Missing
Alot
Alittle
Not at all
Missing
Alot
Alittle
Not at all
Missing
Bonding with your baby (a lot)

Going to mum and baby groups (a
lot)

Taking baby for vaccinations (a lot)

Require much support from family
to look after baby (a lot)

No

Yes, but it does not affect me
Yes, and it still affects me

No

Yes, but it does not affect me
Yes, and it still affects me

No

Yes, but it does not affect me
Yes, and it still affects me

No

Yes, but it does not affect me
Yes, and it still affects me

Missing

4/53(7.5)
13/53 (24.5)
7/53(13.2)
29/53(54.7)
12/53 (22.6)
10/53 (18.9)
2/53(3.8)
29/53 (54.7)
4/53(7.5)
16/53 (30.2)
4/53(7.5)
29/53(54.7)
3/53(5.7)

7/53(13.2)
43/53(81.1)
1/53(1.9)

1/53(1.9)

46/53 (86.8)
3/53(5.7)
4/53(7.5)
38/53(71.7)
5/53(9.4)
10/53 (18.9)
44/53 (83.0)
1/53(1.9)
8/53 (15.1)
45/53 (84.9)
3/53(5.7)
5/53(9.4)

2/53(3.8)
12/53(22.6)
10/53 (18.9)
29/53(54.7)
10/53(18.9)
11/53(20.8)
3/53(5.7)
29/53 (54.7)
3/53(5.7)
14/53 (26.4)
7/53(13.2)
29/53(54.7)
2/53(3.8)
2/53(3.8)
10/53 (18.9)
39/53(73.6)

1/53(1.9)

1/53(1.9)

48/53 (90.6)
3/53(5.7)
2/53(3.8)
35/53 (66.0)
5/53(9.4)
13/53 (24.5)
36/53(67.9)
5/53(9.4)
12/53 (22.6)
47/53 (88.7)
1/53(1.9)
4/53(7.5)
1/53(1.9)

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



DOI: 10.3310/KCVL7125

TABLE 22 Mother’s health/risk factors (continued)

Had close friends or other close
relatives who died

Have separated from partner (not
including death)

Child living in your household been
placed on the child protection
register or been taken into care

Had any serious problem with a
close friend, neighbour or relative

You or an immediate family
member been subject to serious
racial abuse, attack or threats

You or an immediate family
member been subject to any
abuse, attack, threat - perhaps due
to you or someone close to you
having a disability of any kind

You or an immediate family
member been subject to any other
form of serious abuse, attack or
threat

You or your partner been unem-
ployed or seeking work for more
than 1 month

You or your partner been sacked
from your job or made redundant

You had any major financial
difficulties (e.g. debts, difficulty

No

Yes, but it does not affect me
Yes, and it still affects me

No

Yes, but it does not affect me
Yes, and it still affects me

No

Yes, but it does not affect me
Yes, and it still affects me

No

Yes, but it does not affect me
Yes, and it still affects me

No

Yes, but it does not affect me
Yes, and it still affects me

No

Yes, but it does not affect me
Yes, and it still affects me
Missing

No

Yes, but it does not affect me
Yes, and it still affects me

No

Yes, but it does not affect me
Yes, and it still affects me
Missing

No

Yes, but it does not affect me
Yes, and it still affects me

No

Public Health Research 2024 Vol. 12 No. 17

Mellow Babies

N =53
40/53 (75.5)
4/53(7.5)
9/53(17.0)
47/53 (88.7)
1/53(1.9)
5/53(9.4)
52/53(98.1)
1/53(1.9)

42/53(79.2)
4/53(7.5)
7/53 (13.2)
51/53(96.2)
1/53(1.9)
1/53(1.9)
50/53 (94.3)
1/53(1.9)
1/53(1.9)
1/53(1.9)
47/53 (88.7)
1/53(1.9)
5/53(9.4)
42/53(79.2)
5/53(9.4)
6/53(11.3)

47/53 (88.7)
3/53(5.7)
3/53(5.7)
35/53 (66.0)

Usual care
N=53
38/53(71.7)
5/53(9.4)
10/53(18.9)
42/53(79.2)
3/53(5.7)
8/53(15.1)
51/53(96.2)
1/53(1.9)
1/53 (1.9)
46/53 (86.8)
1/53 (1.9)
6/53(11.3)
50/53 (94.3)
2/53(3.8)
1/53(1.9)
48/53 (90.6)
1/53 (1.9)
4/53(7.5)

49/53(92.5)
2/53(3.8)
2/53(3.8)
43/53(81.1)
6/53 (11.3)
3/53(5.7)
1/53(1.9)
51/53(96.2)
1/53(1.9)
1/53(1.9)
35/53(66.0)

paying bills) Yes, but it does not affect me 4/53 (7.5) 8/53(15.1)
Yes, and it still affects me 14/53 (26.4) 10/53 (18.9)
continued
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TABLE 22 Mother’s health/risk factors (continued)

Mellow Babies

N =53

Usual care

N =53

You or an immediate family
member had any police contact or
been in a court appearance

You or an immediate family
member had been burgled or
mugged

Another individual who lives with
you given birth

Another individual who lives with
you suffered from a miscarriage or
had a stillbirth

Moved house (through choice)

Moved house (not through choice)

Had any housing difficulties

Been homeless

Had any other significant event

happen

Details of other significant event

No

Yes, but it does not affect me
Yes, and it still affects me

No

Yes, but it does not affect me

No
Yes, but it does not affect me

No

No

Yes, but it does not affect me
Yes, and it still affects me
Missing

No

Yes, but it does not affect me
Yes, and it still affects me

No

Yes, but it does not affect me
Yes, and it still affects me
Missing

No

Yes, but it does not affect me
Yes, and it still affects me
Missing

No

Yes, but it does not affect me
Yes, and it still affects me
Missing

Participant involved in road traffic
accident

Participant had miscarriage

Participant had difficulties or
trauma related to pregnancy or
birth experience (current baby)

Immediate family who does not
live in household suffered from a
miscarriage

47/53 (88.7)
5/53(9.4)
1/53(1.9)
53/53(100.0)

53/53 (100.0)

53/53 (100.0)

37/53(69.8)
10/53(18.9)
6/53(11.3)

48/53 (90.6)
2/53(3.8)
3/53(5.7)
43/53(81.1)
4/53(7.5)
6/53(11.3)

50/53 (94.3)

2/53 (3.8)
1/53(1.9)
30/53 (56.6)
2/53 (3.8)
18/53 (34.0)
3/53(5.7)
1/20(5.0)

1/20(5.0)
7/20 (35.0)

1/20(5.0)

45/53 (84.9)
5/53(9.4)
3/53(5.7)
52/53(98.1)
1/53(1.9)

52/53(98.1)
1/53(1.9)
53/53 (100.0)

43/53 (81.1)
7/53(13.2)
2/53(3.8)
1/53(1.9)
47/53(88.7)
3/53(5.7)
3/53(5.7)
39/53(73.6)
6/53(11.3)
7/53(13.2)
1/53(1.9)
48/53 (90.6)
2/53(3.8)
3/53(5.7)

32/53 (60.4)
2/53(3.8)

11/53 (20.8)
8/53(15.1)

2/13 (15.4)

1/13(7.7)
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TABLE 22 Mother’s health/risk factors (continued)

Mellow Babies Usual care

N=53 N=53

Immediate/close family member 2/13(15.4)
died over 1 year ago, but still
affects participant

Participant experienced suicidal 1/13(7.7)
crisis, thoughts or behaviours

Participant and/or partner experi-  3/20 (15.0)
enced difficulties in workplace (e.g.
unfair/toxic environment)

Other illnesses -participant, close  1/20 (5.0)
family or friends (participant not
identified as ‘serious’)

Other stressors or tension - 1/20(5.0) 2/13(15.4)

immediate family
The physical and/or emotional 1 - no concern 5/53(9.4) 4/53(7.5)
health of my family causes me...

2 5/53(9.4) 6/53(11.3)

3 11/53 (20.8) 10/53(18.9)

4 11/53(20.8) 16/53 (30.2)

5 - alot of concern 21/53(39.6) 16/53 (30.2)

Missing 1/53(1.9)
My access to health and other 1 - good 23/53 (43.4) 27/53 (50.9)
services is...

2 12/53 (22.6) 13/53 (24.5)

3 16/53 (30.2) 10/53 (18.9)

4 2/53(3.8) 1/53(1.9)

5 - poor 2/53(3.8)
The support | have from family and 1 - good 28/53(52.8) 27/53(50.9)
friends is...

2 11/53(20.8) 12/53 (22.6)

3 10/53 (18.9) 7/53(13.2)

4 2/53 (3.8) 6/53(11.3)

5 - poor 2/53(3.8) 1/53(1.9)
Employment/unemployment 1 - no concern 24/53 (45.3) 25/53(47.2)
within the family causes me...

2 11/53(20.8) 7/53(13.2)

3 9/53(17.0) 10/53 (18.9)

4 5/53(9.4)

5 - alot of concern 9/53(17.0) 6/53(11.3)
Money causes me... 1 - no concern 8/53(15.1) 6/53(11.3)

2 11/53 (20.8) 10/53(18.9)

3 12/53 (22.6) 16/53(30.2)

continued
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TABLE 22 Mother’s health/risk factors (continued)

Mellow Babies

N =53

Usual care

N =53

Housing causes me...

The use of tobacco, alcohol or
other drugs within the household
causes me...

Stressful life events, for example
childhood experiences, abuse,
domestic violence, crime etc.,
cause me...

Being a parent causes me...

Details of any other worries

4

5 - alot of concern
1 - no concern

2

3

4

5 - alot of concern
1 - no concern

2

3

4

5 - alot of concern
1 - no concern

2

3

4

5 - alot of concern
1 - no concern

2

3

4

5 - alot of concern
Partner working away from home
My mental health
COVID

Balancing and coping with
commitments

Completing regular visa
applications

Smoking in wider family (e.g.
grandparents)

8/53(15.1)
14/53 (26.4)
34/53 (64.2)
5/53(9.4)
6/53(11.3)
1/53(1.9)
7/53(13.2)
47/53 (88.7)
1/53(1.9)
3/53(5.7)
2/53(3.8)

15/53(28.3)
9/53(17.0)
12/53 (22.6)
9/53(17.0)
8/53(15.1)
3/53(5.7)
10/53 (18.9)
18/53 (34.0)
10/53 (18.9)
12/53 (22.6)
1/53(1.9)
2/53(3.8)
1/53(1.9)

1/53(1.9)

1/53(1.9)

11/53(20.8)
10/53 (18.9)
29/53 (54.7)
11/53(20.8)
2/53(3.8)
5/53(9.4)
6/53(11.3)
46/53 (86.8)
2/53(3.8)
3/53(5.7)

2/53(3.8)
19/53(35.8)
7/53(13.2)
11/53(20.8)
9/53(17.0)
7/53(13.2)
6/53(11.3)
10/53(18.9)
22/53 (41.5)
8/53(15.1)
7/53(13.2)

1/53(1.9)

3/53(5.7)

ADHD, attention-deficit/hyperactivity disorder; SNRI, serotonin-norepinephrine reuptake inhibitor; SSRI, selective

serotonin reuptake inhibitor.
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TABLE 23 Current relationship/partner and other relationships/support

Mellow Babies Usual care

N=53 N=53
Are you currently in a relationship? Yes 46/53 (86.8) 43/53(81.1)
No 7/53 (13.2) 10/53 (18.9)
If nc;, which of the following best describes | am single/never married 5/7 (71.4) 4/10 (40.0)
you?
| am divorced 1/7 (14.3)
| am separated 6/10 (60.0)
Missing 1/7 (14.3)
Which statement best describes you? | am married/in a civil partnership 23/53 (43.4) 23/53 (43.4)

| live with someone as a couple, 21/53(39.6) 16/53 (30.2)
but we are not married/in a civil
partnership

| am in a relationship, but we do 3/53(5.7) 4/53(7.5)

not live together as a couple

Missing 6/53(11.3) 10/53 (18.9)
Partner’s age Mean (SD) (N) 34.6(7.2) 33.2(6.5)

(N=47) (N =44)

Partner’s gender Male 47/53 (88.7) 44/53 (83.0)

Missing 6/53(11.3) 9/53(17.0)
Partner’s ethnic background White British 41/53 (77.4) 41/53(77.4)

White Irish 1/53(1.9)

Eastern European 1/53(1.9)

Other European 2/53(3.8)

Any other background 5/53(9.4)

Missing 6/53(11.3) 9/53(17.0)
How many hours did your partner work last (Minimum, maximum) (0.0, 70.0) (0.0, 84.0)
week?

Mean (SD) (N) 38.0(14.1) 43.1(16.3)

(N =44) (N = 40)

Median (25th, 75th centile) 40.0 (35.0,40.0) 40.0(37.3,47.5)
Which of these statements best describes your  They are currently in paid 43/53(81.1) 40/53 (75.5)
partner’s job status? employment or self-employed

They are not currently working 4/53 (7.5) 4/53(7.5)

but have been in paid employment

in the past

Missing 6/53(11.3) 9/53(17.0)
Which of these best describe their current job Self-employed with paid 3/46 (6.5) 2/43(4.7)
or your last job if you are not working now? employees

Self-employed with NO paid 3/46 (6.5) 2/43(4.7)

employees

continued
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TABLE 23 Current relationship/partner and other relationships/support (continued)

Mellow Babies

N =53

Usual care

N =53

Which describes best what your partner was
doing last week?

How involved is your partner in your baby’s
life? - He/she supports my baby financially

How involved is your partner in your baby’s
life? - He/she is emotionally involved in my
baby’s life

How involved is your partner in your baby’s
life? - He/she sees my baby as often as he/she
can

How involved is your partner in your baby’s
life? - He/she is involved in my baby’s
upbringing

Manager
Supervisor
Employee
Missing

In paid employment

Not working because of tempo-
rary sickness or illness

Permanently unable to work
because of long-term sickness or
disability

Looking after home or family

Providing care for an ill or disabled
friend or relative

Doing something else
Missing
Yes

Maybe
No
Missing
Yes

Maybe
No
Missing

Yes

Maybe
No
Missing
Yes

Maybe
No

Missing

5/46(10.9)
7/46 (15.2)
28/46 (60.9)

42/53(79.2)

2/53(3.8)
1/53(1.9)

2/53 (3.8)
6/53(11.3)
47/53 (88.7)

6/53 (11.3)
45/53 (84.9)

2/53(3.8)

6/53 (11.3)
45/53 (84.9)

2/53 (3.8)

6/53 (11.3)
46/53 (86.8)

1/53(1.9)

6/53 (11.3)

6/43 (14.0)
2/43 (4.7)
29/43(67.4)
2/43(4.7)
39/53(73.6)

1/53(1.9)

1/53(1.9)

1/53(1.9)

2/53(3.8)
9/53(17.0)
41/53 (77.4)

1/53(1.9)
2/53(3.8)
9/53 (17.0)
42/53(79.2)

2/53(3.8)
9/53(17.0)
41/53(77.4)

1/53(1.9)
2/53(3.8)
9/53(17.0)
40/53 (75.5)

2/53(3.8)
2/53(3.8)
9/53(17.0)
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TABLE 23 Current relationship/partner and other relationships/support (continued)

Mellow Babies Usual care

N =53 N =53
Do you feel that having a baby has brought you Yes 35/53 (66.0) 32/53 (60.4)
and your partner - Closer together
No 12/53 (22.6) 12/53 (22.6)
Missing 6/53(11.3) 9/53(17.0)
Do you feel that having a baby has brought you Yes 12/53 (22.6) 9/53(17.0)
and your partner - Made you less close than
before
No 35/53 (66.0) 35/53 (66.0)
Missing 6/53(11.3) 9/53(17.0)
Do you feel that having a baby has brought you Yes 16/53(30.2) 12/53 (22.6)
and your partner - Made no difference to our
relationship
No 31/53(58.5) 31/53(58.5)
Missing 6/53(11.3) 10/53 (18.9)
Do you feel that having a baby has brought Yes 1/53(1.9)
you and your partner - We only started our
relationship after baby was born
No 47/53 (88.7) 42/53(79.2)
Missing 6/53(11.3) 10/53 (18.9)
| am unable to see or speak to my partner Yes 1/53(1.9)
every day because: he/she is currently living or
working abroad
No 47/53 (88.7) 42/53(79.2)
Missing 6/53(11.3) 10/53(18.9)
| am unable to see or speak to my partner every Yes 1/53(1.9) 1/53(1.9)
day because: he/she is a serving member of the
armed forces and deployed overseas
No 45/53 (84.9) 43/53 (81.1)
Missing 7/53(13.2) 9/53(17.0)
| am unable to see or speak to my partner Yes 3/53(5.7) 5/53(9.4)
every day because: we do not live at the same
address
No 44/53 (83.0) 39/53(73.6)
Missing 6/53(11.3) 9/53(17.0)
| am unable to see or speak to my partner every Yes 1/53(1.9)
day because: | do not want to have contact
with him/her
No 47/53 (88.7) 43/53 (81.1)
Missing 6/53(11.3) 9/53(17.0)
continued
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APPENDIX 5

TABLE 23 Current relationship/partner and other relationships/support (continued)

| am unable to see or speak to my partner every
day because: my family do not want me having
contact with him/her

| am unable to see or speak to my partner every
day because: he/she is in prison

| am unable to see or speak to my partner every
day because: | have been told by a health or
social care professional that if | have contact
with him/her | will not be allowed to keep my
baby

| am unable to see or speak to my partner every
day because: he/she was verbally or physically
abusive towards me

| am unable to see or speak to my partner every
day because: work rota that requires weeks
away from home

| am unable to see or speak to my partner every
day because: works long or unsociable hours

| am unable to see or speak to my partner every
day because: he/she sometimes chooses not to
speak/see us

Has there been tension between you and your
partner - irritability, unpleasant silence, etc.?

Has your partner tried to share your interests?

Yes

No
Missing
Yes

No
Missing
No

Missing
Yes

No
Missing
Yes

No

Yes

No

Yes

No

Never

Rarely
Often
Very much
Missing
Never
Rarely
Often
Very much

Missing

Mellow Babies

N=53

47/53 (88.7)
6/53(11.3)

47/53 (88.7)
6/53(11.3)
47/53 (88.7)

6/53(11.3)

47/53 (88.7)
6/53 (11.3)

53/53(100.0)
1/53(1.9)

52/53(98.1)

53/53(100.0)
2/53(3.8)

31/53(58.5)
11/53 (20.8)
3/53(5.7)
6/53(11.3)
6/53 (11.3)
10/53 (18.9)
28/53(52.8)
3/53(5.7)
6/53 (11.3)

Usual care

N =53

2/53(3.8)

42/53(79.2)
9/53(17.0)
1/53(1.9)

43/53(81.1)
9/53(17.0)
44/53 (83.0)

9/53(17.0)
1/53(1.9)

43/53(81.1)
9/53(17.0)
2/53(3.8)

51/53(96.2)

53/53(100.0)
1/53(1.9)

52/53(98.1)
12/53(22.6)

22/53 (41.5)
9/53(17.0)

10/53(18.9)
3/53(5.7)
7/53(13.2)
26/53 (49.1)
7/53(13.2)
10/53 (18.9)
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TABLE 23 Mother’s health/risk factors (continued)

Mellow Babies Usual care

N =53 N =53
Have you felt your partner went out too often Never 34/53 (64.2) 31/53(58.5)
without you?
Rarely 9/53 (17.0) 8/53(15.1)
Often 2/53(3.8) 2/53(3.8)
Very much 2/53(3.8) 1/53(1.9)
Missing 6/53 (11.3) 11/53 (20.8)
Have you been feeling close to your partner Never 2/53(3.8)
since you became pregnant?
Rarely 5/53(9.4) 5/53(9.4)
Often 19/53 (35.8) 14/53 (26.4)
Very much 23/53 (43.4) 22/53 (41.5)
Missing 6/53 (11.3) 10/53 (18.9)
Does your partner show their approval of you?  Never 1/53(1.9) 1/53(1.9)
Rarely 6/53 (11.3) 4/53(7.5)
Often 17/53 (32.1) 15/53 (28.3)
Very much 23/53 (43.4) 23/53 (43.4)
Missing 6/53 (11.3) 10/53 (18.9)
Has your partner helped in the running of the Not at all 3/53(5.7)
house?
Alittle 13/53 (24.5) 16/53 (30.2)
Alot 10/53 (18.9) 7/53(13.2)
Very much 24/53 (45.3) 17/53 (32.1)
Missing 6/53(11.3) 10/53 (18.9)
Have you felt like putting your arms around Not at all 1/53(1.9) 1/53(1.9)
your partner and cuddling him/her?
Alittle 13/53 (24.5) 8/53(15.1)
Alot 10/53 (18.9) 10/53 (18.9)
Very much 23/53 (43.4) 24/53 (45.3)
Missing 6/53(11.3) 10/53 (18.9)
Do you enjoy spending time with your partner?  Not at all 1/53 (1.9) 1/53(1.9)
Alittle 5/53(9.4) 1/53(1.9)
Alot 10/53 (18.9) 13/53 (24.5)
Very much 30/53(56.6) 28/53(52.8)
Missing 7/53(13.2) 10/53 (18.9)
continued
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TABLE 23 Current relationship/partner and other relationships/support (continued)

Mellow Babies

N =53

Usual care

N =53

Have arguments between you and your partner
come close to blows? Or potentially worse?

Have you found it easy to show affection to
your partner?

Have you felt that your partner was paying you
too little attention?

Has your partner seemed to ignore how you
were feeling?

Has your partner shown affection to you?

Have you wished you could rely more on your
partner to look after you?

Never

Rarely
Often
Missing

Never

Rarely
Often
Very often
Missing

Never

Rarely
Often
Very often
Missing

Never

Rarely
Often
Very often
Missing
Never
Rarely
Often
Very often
Missing

Never

Rarely
Often
Very often

Missing

34/53 (64.2)

9/53(17.0)
4/53(7.5)
6/53(11.3)
1/53(1.9)

10/53(18.9)
13/53 (24.5)
23/53 (43.4)
6/53(11.3)

12/53 (22.6)

22/53 (41.5)
10/53 (18.9)
3/53(5.7)
6/53 (11.3)
15/53 (28.3)

20/53(37.7)
7/53(13.2)
5/53(9.4)
6/53(11.3)

8/53(15.1)
17/53(32.1)
22/53 (41.5)
6/53 (11.3)
22/53 (41.5)

14/53 (26.4)
7/53(13.2)
4/53 (7.5)
6/53(11.3)

32/53(60.4)

7/53(13.2)
3/53(5.7)
11/53(20.8)

5/53(9.4)

18/53 (34.0)
20/53(37.7)
10/53(18.9)
16/53 (30.2)

19/53 (35.8)
6/53 (11.3)
2/53(3.8)
10/53 (18.9)
15/53 (28.3)

18/53 (34.0)
8/53(15.1)
2/53(3.8)
10/53(18.9)
1/53(1.9)
3/53(5.7)
16/53 (30.2)
23/53 (43.4)
10/53 (18.9)
18/53 (34.0)

11/53 (20.8)
7/53(13.2)
6/53 (11.3)
11/53 (20.8)
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TABLE 23 Current relationship/partner and other relationships/support (continued)

Mellow Babies Usual care

N=53 N =53
Does your partner talk to you about his/her Never 9/53(17.0) 5/53(9.4)
problems and feelings?
Rarely 15/53 (28.3) 13/53 (24.5)
Often 16/53(30.2) 15/53(28.3)
Very often 7/53(13.2) 10/53 (18.9)
Missing 6/53(11.3) 10/53 (18.9)
Does your partner smoke cigarettes/cigars? Yes 11/53(20.8) 9/53(17.0)
No 36/53(67.9) 34/53(64.2)
Missing 6/53(11.3) 10/53 (18.9)
Does your partner smoke cannabis? Yes 1/53(1.9) 4/53(7.5)
No 46/53 (86.8) 39/53(73.6)
Missing 6/53(11.3) 10/53 (18.9)
Does your partner use street drugs? e.g. heroin, No 47/53 (88.7) 42/53(79.2)
crack/cocaine, valium, ecstasy
Don't know 1/53(1.9)
Missing 6/53(11.3) 10/53 (18.9)
Does your partner inject street drugs? e.g. Yes 1/53(1.9)
heroin, crack/cocaine, temazepam
No 47/53(88.7) 42/53(79.2)
Missing 6/53(11.3) 10/53 (18.9)
Does your partner take prescribed opiate No 47/53 (88.7) 43/53 (81.1)
substitute drugs? e.g. methadone or buprenor-
phine (Subutex/Suboxone)
Missing 6/53(11.3) 10/53 (18.9)
Does your partner receive help from services Yes 1/53(1.9)
for his/her alcohol use?
No 46/53 (86.8) 43/53 (81.1)
Missing 6/53(11.3) 10/53(18.9)
Does your partner receive help from services Yes 1/53(1.9) 1/53(1.9)
for his/her drug use?
No 46/53 (86.8) 42/53(79.2)
Missing 6/53(11.3) 10/53 (18.9)
Does your baby live with you every day of the Yes 53/53(100.0) 53/53(100.0)
week?
Do any of the following people help you care Nobody, | care for my baby by 9/53(17.0) 9/53(17.0)
for your baby? myself
continued
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APPENDIX 5

TABLE 23 Current relationship/partner and other relationships/support (continued)

Mellow Babies Usual care

N =53 N=53
My husband or partner 46/53 (86.8) 39/53(73.6)
My mum, dad, or in-laws 18/53 (34.0) 26/53 (49.1)
Other family member or relative ~ 4/53 (7.5) 8/53(15.1)
A friend 3/53(5.7) 7/53(13.2)
Religious community (e.g. church, 1/53(1.9)
mosque)
Other 5/53(9.4) 3/53(5.7)
How easy has it been for you to get help or Very easy 15/53 (28.3) 22/53 (41.5)
advice from the following people since your
baby was born? - My family doctor/GP
Easy 19/53(35.8) 19/53(35.8)
Unsure 3/53(5.7) 4/53(7.5)
Not easy 6/53 (11.3) 5/53(9.4)
Not easy at all 10/53(18.9) 2/53(3.8)
| haven’t done this 1/53(1.9)
How easy has it been for you to get help or Very easy 20/53(37.7) 28/53(52.8)
advice from the following people since your
baby was born? - My HV
Easy 22/53 (41.5) 14/53 (26.4)
Unsure 8/53(15.1) 3/53(5.7)
Not easy 2/53(3.8) 7/53(13.2)
Not easy at all 1/53(1.9)
| haven’t done this 1/53(1.9)
How easy has it been for you to get help or Very easy 1/53(1.9)
advice from the following people since your
baby was born? - My social worker
Easy 1/53(1.9)
Unsure 1/53(1.9)
Not easy at all 1/53(1.9)
| haven’t done this 51/53(96.2) 50/53 (94.3)
Missing 1/53(1.9)
How easy has it been for you to get help or Very easy 13/53 (24.5) 14/53 (26.4)
advice from the following people since your
baby was born? - Other mothers with small
children
Easy 19/53 (35.8) 14/53 (26.4)
Unsure 4/53(7.5) 9/53(17.0)
Not easy 6/53(11.3) 1/53(1.9)
Not easy at all 1/53(1.9) 3/53(5.7)
| haven't done this 10/53(18.9) 12/53 (22.6)
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TABLE 23 Current relationship/partner and other relationships/support (continued)

Mellow Babies Usual care

N =53 N =53

How easy has it been for you to get help or Very easy 1/53(1.9) 1/53(1.9)
advice from the following people since your
baby was born? - Drop-in centre for families

Easy 1/53(1.9)
Unsure 1/53(1.9)
Not easy 2/53(3.8)
| haven’t done this 50/53 (94.3) 49/53 (92.5)
Missing 1/53(1.9)
How easy has it been for you to get help or Very easy 10/53 (18.9) 7/53(13.2)
advice from the following people since your
baby was born? - Telephone advice line
Easy 5/53(9.4) 5/53(9.4)
Unsure 4/53(7.5) 1/53(1.9)
Not easy 2/53(3.8) 2/53(3.8)
Not easy at all 2/53(3.8) 1/53(1.9)
| haven’t done this 30/53(56.6) 37/53(69.8)
How easy has it been for you to get help or Very easy 24/53 (45.3) 26/53(49.1)
advice from the following people since your
baby was born? - My family
Easy 18/53 (34.0) 17/53 (32.1)
Unsure 1/53(1.9)
Not easy 6/53(11.3) 4/53(7.5)
Not easy at all 3/53(5.7) 4/53 (7.5)
| haven’t done this 2/53(3.8) 1/53(1.9)
How easy has it been for you to get help or Very easy 38/53(71.7) 30/53 (56.6)
advice from the following people since your
baby was born? - The father of my baby
Easy 5/53(9.4) 12/53 (22.6)
Not easy 3/53(5.7) 4/53(7.5)
Not easy at all 4/53(7.5) 5/53(9.4)
| haven't done this 2/53(3.8) 2/53(3.8)
Missing 1/53(1.9)
How easy has it been for you to get help or Very easy 1/53(1.9) 3/53(5.7)
advice from the following people since your
baby was born? - My partner (if different from
father of baby)
Unsure 1/53 (1.9)
Not easy at all 1/53(1.9)
| haven’t done this 44/53 (83.0) 44/53 (83.0)
Missing 7/53(13.2) 5/53(9.4)
continued
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APPENDIX 5

TABLE 23 Current relationship/partner and other relationships/support (continued)

During the past 6 months, who would help you
if a problem came up?

During the past 6 months, would you have the
kinds of help listed below if you needed them?
- Someone to loan me £20

During the past 6 months, would you have

the kinds of help listed below if you needed
them? - Someone to help me if | were sick and
needed to be in bed

During the past 6 months, would you have the
kinds of help listed below if you needed them?
- Someone to take me to the clinic or doctor’s
surgery if | needed a lift

During the past 6 months, would you have the
kinds of help listed below if you needed them?
- Someone to talk with about my problems

Is your partner the father of this baby?

Do any of the following prevent your baby from

having contact with his/her biological father?

My husband or partner

My mother, father or in-laws
Other family member or relative
A friend

Religious community

Someone else

Yes

Yes

No
Yes

No
Yes

Missing

We do not live at the same
address

| do not want to have contact with
him

My family do not want me having
contact with him

| have been told by a health or
social care professional that if |
have contact with him | will not be
allowed to keep my baby

He was verbally or physically
abusive towards me or my baby

He died

He does not want to have contact
with his baby

He misuses drugs or alcohol

Mellow Babies

N =53
46/53 (86.8)

47/53 (88.7)
22/53 (41.5)
27/53(50.9)
1/53(1.9)
1/53(1.9)
51/53(96.2)

2/53 (3.8)
49/53 (92.5)

4/53(7.5)
49/53 (92.5)

4/53(7.5)
52/53(98.1)

1/53(1.9)
47/53 (88.7)

6/53 (11.3)
6/53(11.3)

5/53(9.4)

4/53(7.5)

4/53(7.5)

1/53(1.9)

2/53(3.8)

Usual care

N =53

42/53(79.2)

42/53(79.2)
23/53 (43.4)
28/53 (52.8)
3/53(5.7)
1/53(1.9)
52/53(98.1)

1/53(1.9)
49/53(92.5)

4/53(7.5)
48/53 (90.6)

5/53(9.4)
49/53 (92.5)

4/53(7.5)
43/53 (81.1)
1/53(1.9)
9/53(17.0)
10/53(18.9)

3/53(5.7)

2/53(3.8)

1/53(1.9)

3/53(5.7)

1/53(1.9)
1/53(1.9)
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TABLE 23 Current relationship/partner and other relationships/support (continued)

Mellow Babies Usual care

N =53 N=53
His work rota that requires weeks 2/53(3.8)
away from home
How would you describe your relationship with ~ Very friendly 27/53 (50.9) 22/53 (41.5)
your baby’s biological father?
Friendly 2/53(3.8) 4/53(7.5)
Neither friendly nor unfriendly 1/53(1.9) 2/53(3.8)
Unfriendly 2/53(3.8)
Very unfriendly 1/53 (1.9)
| do not see or speak to my baby’s 3/53(5.7) 4/53(7.5)

biological father

Missing 19/53(35.8) 19/53 (35.8)
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