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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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Methods

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 crèche) 
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 crèche arrangements, new group facilitators, and increased workloads for the 
[NHS research, development and innovation (RD&I)-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

This 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,17 ‘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.27 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 crèche 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.28,29

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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Discussion

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.30 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 crèche, 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&I 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.30

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.	 It is 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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Equality, diversity and inclusion

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

•	 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:

•	 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

•	 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.

https://doi.org/10.3389/frcha.2024.1395365
https://doi.org/10.3389/frcha.2024.1395363
https://doi.org/10.3389/frcha.2024.1395363
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Implications for decision-makers

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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Conclusions

This 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 crèche, 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.,17 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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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%39], 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 centile23 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 illness rate of 61%). See Appendix 5, Table 22 for a full 
breakdown of responses.

Stressful lives at baseline
Using the Recent Life Events scale,40 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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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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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 I was just, as I say just the lowest, I think I’ve ever been. And I just 
needed, just was hoping to be able to, pick myself up again … I just knew that I needed help and it just 
seemed like a lifeline at the time.

MK6, post-group interview

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

M4C, 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 I’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 I was down … And there was another time where I was phoning a different health 
visitor. Every day for two weeks I phoned her and left her text messages to say ‘Hi, I’m struggling I need 
help. I can’t do this anymore.’

MK6, 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:

I am a believer in helping research, I think just because of my work. I 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.

FC6, 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 I had a good bond with her and the more I 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, I knew that I had a connection with her, so I 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 I was expecting but because of the labels associated around this, I was like What am I 
going to be presented with?

MC4, post-group interview

Am I ill enough? Not ill enough, but do I 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. I didn’t think I 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 crèche
Mothers initially felt overwhelmed by the prospect of leaving their baby in the crèche, 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 I 
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.

MM6, post-group interview

The crèche was a major thing for some of these mums, they’d never left their babies before this. They were 
quite traumatised by it.

FC6, mid-group interview

Mothers felt that they would have been less apprehensive if they had been given more information 
about the crèche during the recruitment process, for example, being reassured that they could check 
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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, I 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. I think you need to … you know, I 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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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 I was stuck or didn’t know how to say 
a word or have to write it, I was always like, ‘I’m so sorry, I don’t know how to say this’, I want to explain 
myself, they were all very, ‘no worries, it’s fine, it’s okay. Just take your time'.

MP6, post-group interview

They let me sit on the floor when I needed to … Both practitioners and the rest of the group, just really 
accepting of like my needs and things.

MK6, 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 I think we 
managed that quite well.

FC6, 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, I don’t 
think I 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. I feel like that would really have stopped us 
from sharing so much.

ME4, 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.

MK6, 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. I think 
they do have to be in the right frame of mind. Because I definitely wasn’t when I 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 I 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.

MK6, 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, I probably only would 
do it with that group, I wouldn’t do out of the group but I’m getting better at it. I wasn’t the first couple 
of weeks, I 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, I feel like we haven’t really done anything or 
covered anything.’

MH5, telephone fidelity check

Three people in a group is not a group really. It’s not in that setting … I feel it’s had a bad effect, I don’t 
know if that’s comparing it to the previous group but I 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 crèche:
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I think it was the thing I looked forward to every single week, like it’s my day out. It was my socialising 
and I think it was really good for my mental health … I 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.

MM6, 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/crèche.

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 I 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. I 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. I went in really miserable, really depressed … I know 
that everything that I’ve been feeling and struggling with as a mum is totally normal.

MK6, 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 I do 
have a bit more to give, rather than just being one sided [me], I suppose. I 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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I think it helped a great deal with the loneliness I was experiencing. And I 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 I still have that like the group text, and we still chat about things.
I know I always have people to talk to, whereas before, I 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:

I think I was at the point of feeling like everything was a chore before and building up a bit of resentment 
to everything I 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

I feel like I 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 
after 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… I 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

Iatrogenic 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 I 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.

MH5, 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 I 
was so devastated, I was experiencing breastfeeding grief and PTSD around it and like so every time I was 
feeding her a bottle it was like re-traumatising me. I 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 I found not quite for me, not about the topics, but I just found that when we finished, 
we finished. It was cut … I 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 I deal with this 
now? What do I do with this now?

ME4, post-group interview

With my counselling you don’t just stop, well you can just stop, but like I got to two weekly and now 
I’ve got to monthly. And I 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.





https://njl-admin.nihr.ac.uk/document/download/2042261
https://njl-admin.nihr.ac.uk/document/download/2042261
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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 crèche 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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