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Abstract

Behavioural activation (BA) is recommended by National Institute for Health and Care
Excellence (NICE) guidelines for the treatment of perinatal depression; however, there
is limited evidence about whether it is effective when delivered by non-mental-health
specialists (NMHS) in a perinatal setting in the UK. This PhD aimed to adapt the BA
intervention manual and guided self-help booklet intended for delivery by NMHSs for

the treatment of perinatal depression.

A systematic review was conducted to examine the effectiveness of psychological
interventions delivered by NMHSs for the treatment of perinatal depression. Thirteen
randomised controlled trials (RCT) (N = 3040) were included in the review. The meta-
analyses indicated that Cognitive Behavioural Therapy (CBT) delivered by NMHSs for
postnatal depressive symptoms was superior to control at <6 months (SMD=-0.36;
95% Cl -0.65 to -0.07; N = 500) and 6 to 12 months (MD=-1.32; 95% Cl -2.09 to -0.56; N

= 710). This review did not identify any trials of BA, indicating a knowledge gap.

Qualitative interviews with women and healthcare professionals (HCP) informed the
adaptation process for the BA manual and booklet. Interviews with women (N = 15)
and HCPs (N = 19) demonstrated that women who experience perinatal low mood or
depression symptoms but do not fill the criteria for a referral to perinatal mental
health services are not currently catered for. Interview findings suggested that this gap
could be filled by NMHSs, such as Maternity Support Workers with appropriate

training and supervision, by providing a brief talking therapy to these women.

Four co-design workshops with the involvement of women (N = 14) and HCPs (N = 3)
helped to modify the BA documents for the specific needs of perinatal women. The
results of this PhD provide the foundation to assess the effectiveness of the adapted

intervention in a subsequent RCT.
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Introduction

This PhD consists of three interrelated studies: an evaluation of the effectiveness of
psychological interventions delivered by non-mental-health specialists (NMHS) for the
treatment of perinatal depression; an exploration of women’s experiences of perinatal
low mood or depression and healthcare professionals’ (HCP) experiences of providing
support or care for women who have perinatal low mood or depression; and co-design
workshops intended to inform the adaptation of a brief behavioural activation (BA)
intervention manual and guided self-help booklet for delivery by NMHSs, such as

maternity support workers (MSW) for the treatment of perinatal depression.

The first study element is a systematic review and meta-analysis of randomised
controlled trials (RCT), in which the type of psychological interventions (including but
not limited to BA), the groups of NMHSs, and the effectiveness of these interventions
delivered by non-specialist groups, are examined. The findings of the systematic
review showed limited evidence about the effectiveness of BA in a perinatal setting.
This finding and the literature review informed the second and third study elements of
the thesis: adapting a BA booklet intended for use by women with perinatal depression
and a treatment manual intended for use by NMHSs, for example, MSWs delivering

BA.

The second and third study elements are part of an experience-based co-design (EBCD)
approach (O’Cathain et al., 2019a; Craig et al., 2013; Bate and Robert, 2007),
underpinned by a symbolic interactionism (SI) theoretical perspective (Blumer, 1998).
Qualitative data was collected through adopting an ethnographic approach
(Hammersley and Atkinson, 2007), which then formed part of the first ‘discovery
phase’ of the EBCD. The data was generated through face-to-face individual interviews
with women and individual and focus group interviews with maternity HCPs. This was
the starting point for the process of adapting the manual and booklet for women who

experience perinatal depression symptoms.

The third study built on the first and second studies. In the third study, women and
HCPs were introduced to the prototypes of the therapy manual and booklet and were

invited to involve in the adaptation process through co-design workshops. The
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adaptations were made iteratively as the co-design data emerged. The new prototypes
of the manual and booklet were presented in every workshop and the co-designers

commented on them and further changes were then made.

This PhD study provides a rich source of information to better understand the
women’s experiences of low mood and depression, and the potential challenges and
enablers during the perinatal period, and to improve the provision of perinatal
depression care, all of which informs the adaptation of BA intervention manual and
booklet. It was carried out in the context of improving support for women with
perinatal depression who may not need a referral to specialised mental health services

but may need some form of talking therapy.
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Chapter 1: Background
1.1 Introduction

This section provides an overview of mental health problems, particularly depression,
in the perinatal period. It covers current approaches to the treatment of perinatal
depression and highlights gaps in the evidence of treatment efficacy. These gaps are
then linked to the focus of the thesis, which was to adapt a manualised BA
intervention and guided self-help booklet suitable for delivery by NMHSs in a perinatal

setting.

The chapter first defines key terms and then provides a summary of the prevalence
and consequences of perinatal depression, including consequences for the mother, the
child and other family members, as well as the economic costs. Treatments for
perinatal depression, including pharmacological and psychological treatments, are

discussed. A distinction is made between low- and high-intensity interventions.

While there are many different treatment options for perinatal depression,
psychological interventions are widely preferred by women in the perinatal period
(Dennis and Chung-Lee, 2006). From the available psychological interventions, BA
differs from others in terms of its simplicity and cost-effectiveness; however, there is
limited evidence about the effectiveness of BA in a perinatal setting (Chartier and

Provencher, 2013).

The chapter then discusses the current policy and practice context of perinatal
depression treatment, with a focus on the UK, before outlining the aims and objectives

of the doctoral work.
1.2 Women’s mental health in the perinatal period

The perinatal period encompasses pregnancy (antenatal period) and the first year after
childbirth (postnatal period) (O’Hara and Wisner, 2014). Perinatal mental health
problems are of critical importance because of the potential risks they represent to the
woman and their family if they are not identified and left untreated (Howard and
Khalifeh, 2020). A number of national guidelines for the detection and management of

perinatal mood disorders have been published, including those for England, Scotland,
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Australia, and the USA (National Institute for Health and Care Excellence, 2020;
Scottish Intercollegiate Guidelines Network, 2012; Austin, Highet and the Expert
Working Group, 2017; Yonkers et al., 2009 respectively). A number of authors have
argued that more attention on perinatal mental health disorders is needed among
healthcare professionals as adverse outcomes (e.g., prolonged morbidity or
deterioration in symptoms) for women and other family members may occur if the
diagnosis is delayed or the difficulty remains untreated or inadequately treated (Obe,
2015; Bauer et al., 2014; Joint Commissioning Panel for Mental Health, 2012; Scottish

Intercollegiate Guidelines Network, 2012).

In addition, mental health problems are highly related to maternal deaths in the
postnatal period. In 2015-17, mental health related deaths were the fifth most
common cause of women’s death during pregnancy or up to six weeks after childbirth,
and suicide was the leading cause of death in the postpartum period in the UK (Knight

et al.,, 2019).

A retrospective cohort study used electronic health records from nearly 10% of
primary care settings in the UK to estimate the prevalence of children (aged 0-16
years) exposed to perinatal mental disorders in the UK from 2005 to 2017 (Abel et al.,
2019). In total, 547,747 children and 381,685 mothers were included in the analysis.
Maternal mental disorders were identified and analysed using routinely recorded data
through ICD-10 categories (World Health Organisation, 1992). The findings suggest a
small but significant increase in the prevalence of maternal mental disorders from
22.2% (95% Cl1 21.9 - 22.4) to 25.1% (95% Cl 24.8 - 25.5) in the last decade (2007 to
2017) (Abel et al., 2019). It is important to consider some potential methodological
issues when interpreting these findings. First, the data used in this study were
collected from primary care, so the prevalence estimates may be inflated by the
increased detection of mental health illnesses in primary care compared to wider
population. Secondly, the changing prevalence may be related to destigmatising of
mental health problems over the last decade. It is not clear, therefore, if there is a rise
in the underlying prevalence or an increased willingness to report symptoms of mental

health problems.
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Perinatal mental illnesses comprise a wide spectrum of psychiatric disorders varying
from mild depression to psychosis. These disorders are prevalent during pregnancy or
in the postnatal period; however, they may present before pregnancy and recur during
the perinatal period (Howard and Khalifeh, 2020). Table 1 displays the rates of
perinatal mental health disorders per thousand maternities in the UK (Joint
Commissioning Panel for Mental Health, 2012, p.6). Depression has relatively high
rates relative to other perinatal mental health disorders. It is estimated that at least 1
in 10 women experiences depression in the perinatal period, and this is higher in low
to middle-income countries than high-income countries and among socio-economically
disadvantaged women (Woody et al., 2017; Fisher et al., 2012; Parsons et al., 2012;
Gavin et al., 2005). Perinatal depression is, therefore, a substantial public health

concern and the next section will discuss this in more detail.

Table 1: Rates of perinatal mental health disorders per thousand maternities in the
UK (Joint Commissioning Panel for Mental Health, 2012, p.6)

Mental health problem Rates per 1000
Postpartum psychosis 2/1000
Chronic serious mental illness 2/1000
Severe depressive illness 30/1000
Post-traumatic stress disorder 30/1000
Mild-moderate depressive illness and anxiety states 100-150/1000
Adjustment disorder and distress 150-300/1000

1.3 Perinatal depression

Depression is one of the most common mental health disorders in the perinatal period
(Howard and Khalifeh, 2020). ‘Perinatal depression’ is regarded as a non-psychotic
depressive episode that may occur in pregnancy or the year after childbirth (National
Institute for Health and Care Excellence, 2020; Scottish Intercollegiate Guidelines

Network, 2012).
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One main classification tool for mental and behavioural disorders is the International
Statistical Classification of Diseases and Related Health Problems, 10th Edition (ICD-10)
(World Health Organisation, 1992); another common tool is the Diagnostic and
Statistical Manual of Mental Disorders — Fifth Edition (DSM-V) (American Psychiatric
Association, 2013).

According to ICD-10 (World Health Organisation, 1992), “depression” is classified on

the basis of the following symptoms:

1- loss of interest and enjoyment

2- persistent sadness or low mood

3- fatigue or low energy, and associated symptoms

4- reduced concentration or attention

5- decreased self-esteem and self-confidence

6- disturbed sleep

7- diminished activity

8- poor appetite

9- feeling distress or agitation

10- suicidal thoughts or acts.

The ICD-10 diagnostic criteria for perinatal depression require the presence of five
symptoms, one of which must be low mood or loss of interest/ pleasure commencing
any time in pregnancy or within six weeks of birth, and continuing for at least two

weeks (World Health Organisation, 1992, pp.119-124).

DSM-V has a broadly comparable list of depressive symptoms to ICD-10. It lists
postpartum depression under ‘depressive disorder with peripartum onset’, described
as starting any time in pregnancy or within the four weeks of childbirth (American

Psychiatric Association, 2013).
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Some women experience sub-clinical symptoms, which do not meet these diagnostic
criteria but nevertheless lead to psychological distress, impairment of daily functioning
and reduced quality of life (Milgrom and Gemmill, 2020). Sub-clinical depression is
typically defined as having two to four symptoms, one of which must be low mood or
loss of interest or pleasure (American Psychiatric Association, 2013; World Health
Organisation, 1992). These symptoms can include fatigue, sleeping problems and
changes in appetite, all of which can be experienced by most depressed and non-
depressed pregnant and postpartum women (Boyd, Le and Somberg 2005; Runquist,
2007). Whether including somatic symptoms in depression severity measures would
help to establish perinatal depression symptoms is not clear. For example, the
Edinburgh Postnatal Depression Scale (EPDS) (Cox and Holden, 2003) explicitly
excludes somatic symptoms of depression except for sleep difficulties (Boyd, Le and
Somberg 2005); whereas other measure, such as the Patient Health Questionnaire
(Kroenke, Spitzer and Williams, 2001), which is widely used in UK settings antenatally

and postnatally, does include somatic symptoms.

Postpartum depression also needs to be differentiated from the ‘baby blues’. The rapid
decrease in oestradiol and progesterone levels is believed to lead to some changes in
mood after childbirth (Wisner, Parry and Piontek, 2002). During the first a few days
after giving birth, women may feel mood lability, confusion, anxiety and be tearful
(National Health Service Choices, 2015b; O’Hara, 2009; Wisner, Parry and Piontek,
2002). This emotionally labile state is described as ‘baby blues’ (Scottish Intercollegiate
Guidelines Network, 2012; Wisner, Parry and Piontek, 2002). Baby blues typically
appears on the second or third day after giving birth and disappears by the tenth day
(O’Hara, 2009; Wisner, Parry and Piontek, 2002). While the origin of ‘baby blues’
symptoms is physiological within a few days after childbirth, help and support may be
needed if it continues for more than two weeks (National Health Service Choices,
2015b; Scottish Intercollegiate Guidelines Network, 2012). 15 to 84% of mothers
report feeling weepy or tearful on the third day after giving birth (Henshaw, 2003).
Other symptoms of baby blues are irritability, interpersonal hypersensitivity, insomnia
and sometimes elation (O’Hara and Segre, 2008). It is important for women and HCPs

to differentiate depression and these temporary changes in mood after giving birth, so
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as to seek help earlier and provide support to women when they are potentially in a

vulnerable period.

1.3.1 Prevalence of perinatal depression

Depression is a common mental health disorder during pregnancy and in the first year
after childbirth. A systematic review (Gavin et al., 2005) and a large US epidemiological
study (Vesga-Lopez et al., 2008) reported non-significant differences in the prevalence
of depression between pregnant and similar aged nonpregnant women; however, the
prevalence of depression was found to be significantly higher in the postpartum period

than in aged 18-50 nonpregnant women (Vesga-Lopez et al., 2008).

A recent meta-analysis amongst perinatal women in low-, middle- and high-income
countries showed that the estimated point prevalence of depression is in the range of
9% to 19% in the perinatal period, while being higher in low- and middle-income
countries than higher income countries; however, there were no statistical differences
between prevalence estimates of antenatal and postpartum depression (Woody et al.,
2017). Almost 75% of included studies used self-administered screening tools rather
than gold standard semi-structured diagnostic interviews to determine the prevalence
of depression. The use of self-report screening tools may artificially inflate the
prevalence estimates, because the cut-off selected for a screening tool may have a
high false-positive rate. Most studies used the Edinburgh Postnatal Depression Scale
for the measurement of severity of depression symptoms; however, the cut-off scores
ranged from 10 to 15, which may explain the wide range of prevalence in addition to
other factors, for example, design and settings. Definition of postpartum depression
may also vary in the included studies as DSM-V and ICD-10 describes postnatal
depression occurring within four and six weeks after delivery respectively, while self-
administered scales may not impose the criteria of onset within four or six weeks

(American Psychiatric Association, 2013; World Health Organisation, 1992).

The review conducted by Woody et al. (2017) indicated estimates of the prevalence of
perinatal depression; however, other reviews provided detail about trimesters. An
international systematic review amongst women in high-income countries showed
that the prevalence of antenatal depression varies between 2.2-12.6% in the first

trimester, 10.7-14.8% in the second trimester, and 7.4-16.7% in the third trimester
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(Bennett et al., 2004). Other research indicates that the prevalence of postpartum
depression, mostly in high-income countries, ranges from 7.4 to 11.0% in the first
three months after delivery, 7.8 to 12.8% between three to six months, and 8.5 to
19.2% between six to nine months postnatally (Bauer et al., 2014; Banti et al., 2011;
Gavin et al., 2005; Gaynes et al., 2005; Heron et al., 2004).

There is less data on the prevalence of sub-clinical depression. Gavin et al. (2005),
however, reported a figure of 13% at three months post-partum. This suggests that

sub-clinical depression may also be common in this period.

A US study, including 826 women who gave birth in an urban women’s hospital, found
that the majority of depression cases in the perinatal period have postpartum onset
(within four weeks after delivery) (40.1%) compared to antenatal (33.4%) and before
the antenatal period (26.5%) (Wisner et al., 2013). Whether onset is antenatal or
postpartum, many depression cases may not be identified until much later (The
National Childbirth Trust, 2017; Khan, 2015; Bick and Howard, 2010). This may result in
unresolved ongoing problems which may have an impact on women’s wellbeing,

relationship with their partners and children, and their work-life (O’Hara, 2009).

1.3.2 Risk factors for perinatal depression

A risk factor is described as a measurable exposure that precedes the outcome, has an
association with the outcome, and increases the likelihood of the outcome occurring
(Kraemer et al., 1997). In order to demonstrate a characteristic is a risk factor: 1) the
factor and the outcome should be defined clearly and measured validly and reliably; 2)
the factor should occur before the outcome; 3) a statistically significant non-random
association between the factor and the outcome should be established; 4) the effects
of other variables in the outcome should be minimised; and 5) these criteria should
ideally be assessed using a prospective cohort design (groups with and without the risk

factor followed across time until the outcome occurs) (Kraemer et al., 1997).

Although a number of systematic reviews have been conducted to evaluate risk factors
for perinatal depression (Howard et al., 2013; Beydoun et al., 2012; Fisher et al., 2012;
Collins, Zimmerman and Howard, 2011; Villegas et al., 2011; Lancaster et al., 2010;

Sawyer, Ayers and Smith, 2010; Vigod et al., 2010; Ross and Dennis, 2009; Robertson
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et al., 2004; Beck, 2001), the primary studies included in the reviews were
predominantly cross-sectional and case-control studies rather than cohort designs,
which is typically needed to address the second criterion (temporal precedence) and
does not meet the fifth (cohort design). While a small number of studies implemented
gold-standard diagnostic interviews for the diagnosis of depression, the majority did
not, so may not meet the first criterion (valid measurement). Although attempts were
made in most studies to control statistically for other variables, it is unclear if all
relevant variables were included or whether those included were measured in a valid
and reliable way. This may limit the extent to which the fourth criterion is met
(minimising impact of other variables). The majority of the evidence currently,
therefore, speak mainly to the third criterion: the association between a putative risk

factor and outcome.

On the basis of three reviews (Fisher et al., 2012; Lancaster et al., 2010; Sawyer, Ayers
and Smith, 2010), risk factors with medium to strong statistically significant
associations with antenatal depression include: domestic violence, prior history of
psychopathology, life stress, low socio-economic status, and lack of social or partner
support. Unintended pregnancy and being younger were found as risk factors with
small associations with antenatal depression (Fisher et al., 2012; Lancaster et al., 2010;
Sawyer, Ayers and Smith, 2010). A cross-sectional study including 1719 women
conducted in Hungary found a history of unfavourable obstetric outcomesin a
previous pregnancy as a risk factor for depressive symptoms during pregnancy (Dudas
et al., 2012), which is consistent with one of the reviews previously mentioned

(Sawyer, Ayers and Smith, 2010).

Ten systematic reviews (Howard et al., 2013; Beydoun et al., 2012; Fisher et al., 2012;
Collins, Zimmerman and Howard, 2011; Villegas et al., 2011; Sawyer, Ayers and Smith,
2010; Vigod et al., 2010; Ross and Dennis, 2009; Robertson et al., 2004; Beck, 2001)
and a large prospective study (n = 40,333) (Milgrom et al., 2008) looked at risk factors
for postpartum depression. The common risk factors with medium to strong
statistically significant associations with postpartum depression were: domestic
violence, stressful life events, low social and partner support, depression or anxiety
during or before pregnancy, previous nonpuerperal depression, low socio-economic

status, migration status, and increased parity (Howard et al., 2013; Beydoun et al.,
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2012; Fisher et al., 2012; Collins, Zimmerman and Howard, 2011; Villegas et al., 2011;
Sawyer, Ayers and Smith, 2010; Vigod et al., 2010; Ross and Dennis, 2009; Milgrom et
al., 2008; Robertson et al., 2004; Beck, 2001). Family history of any psychiatric illness
and preterm birth and low birth weight were found as risk factors with small
associations with postpartum depression (Fisher et al., 2012; Sawyer, Ayers and Smith,

2010; Vigod et al., 2010).

Although the majority of studies reviewed in the systematic reviews are case-control
and cross-sectional designs, there are a number of longitudinal studies that have
implemented gold-standard diagnostic interviews for the diagnosis of depression
(Abiodun, 2006; Kersting et al., 2004; Rahman, Igbal and Harrington, 2003; Chandran
et al., 2002; Brugha et al., 1998). These studies found that poor social and family
support (Abiodun, 2006; Rahman, Igbal and Harrington, 2003; Chandran et al., 2002;
Brugha et al., 1998), younger age (Abiodun, 2006), low income (Chandran et al., 2002),
stressful life events (Chandran et al., 2002; Rahman, Igbal and Harrington, 2003), being
primigravida (Abiodun, 2006), having low birth weight infant (Kersting et al., 2004),
and having undesired gender for their baby (Abiodun, 2006; Chandran et al., 2002)
were risk factors for postpartum depression. These studies can better speak to
criterion two (risk factor occurs before the onset of the outcome). More recent cohort
studies established the similar risk factors; however, they used depression severity

scales rather than diagnostic interviews (Rogathi et al., 2017; Tachibana et al., 2015).

In summary, there are a number of systematic reviews indicating a number of risk
factors for antenatal and postpartum depression; however, many of the included
studies had limitations in using appropriate study designs for establishing risk factors
and controlling the third variables, and measuring the depression symptoms with gold
standard semi-structured diagnostic interviews. These variables are, therefore, mostly

associated with perinatal depression rather than being risk factors.

1.3.3 Consequences of perinatal depression

Whether experienced during pregnancy, in the postpartum period or before being
pregnant, depression initiates challenging times for women, their children and the
wider family. This section first outlines the consequences of perinatal depression on

women. Secondly, its potential impact on physical, social, emotional, and cognitive
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development of infants and children is discussed. Finally, the impact of perinatal

depression on partners is described.

Women may struggle to admit and adapt to the physical changes occurring during
pregnancy and some of them may experience medical complications (e.g. hyperemesis
gravidarum) as well (O’Hara, 2009). Whilst it may be hard to cope with these
substantial changes, depressed women also cope with depression symptoms which is
an additional and unwelcome state for women and their partners as they move into a

new phase in their lives of being parents.

The expectation that new parents will be joyful and celebrate the birth of the child,
makes depression more poignant in the postpartum period (O’Hara, 2009). Moreover,
the needs of newborns are considerably higher in the first a couple of months, for
example, feeding and changing the baby at night, in addition to providing care all day.
These challenges may make it harder for parents to adapt to the new life with a
newborn who requires attention most of the time, even if they do not have a medical
problem (e.g. jaundice). Other responsibilities such as caring for older children and
pets, continuing daily household routines (e.g. cooking, laundry, washing up) and
keeping up with normal self-care (e.g. having a bath, watching TV, reading) can be
experienced as additional burdens regardless of whether a woman has depression or
not. However, experiencing depression symptoms can be overwhelming for women,
their partners and children (Milgrom and Gemmill, 2020). In addition, women may feel
inadequate fearing that they are unable to meet the family’s basic needs and this may

lead to a worsening of their symptoms (Goodman and Brand, 2008).

Antenatal depression has other wider effects on women: it may reduce a woman’s

concentration and ability to make decisions about her own health and wellbeing, in
addition to that of her foetus (e.g. diet, smoking, alcohol use and substance misuse)
(Coverdale et al., 1996). This may result in poorer antenatal self-care and a range of
obstetric complications (e.g. preeclampsia) and pregnancy outcomes (e.g. low birth

weight and preterm delivery) (Milgrom and Gemmill, 2020; O’Hara, 2009).

Postpartum depression may impact mothers’ breastfeeding behaviours. A review
found an association between postpartum depression and breastfeeding (Chung et al.,

2007). The findings showed that most mothers experienced depression before
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cessation of breastfeeding. Chung et al. (2007) reported that women with depression

were less likely to initiate or maintain breastfeeding in the postpartum period.

There is also a low but notable risk of self-harm and suicide which has been linked with
perinatal depression (Lindahl, Pearson and Colpe, 2005). Women often stop
antidepressant treatment in the perinatal period, which may lead to a rapid
deteriorating their mood; as a result self-harm or suicide may occur (Khalifeh et al.,
2016; Petersen et al., 2011). Some studies report that the risk of self-harm amongst
women in UK settings varies between 6.8 - 10.2% during pregnancy (Lindahl, Pearson
and Colpe, 2005; Taylor et al., 2016) and 4 - 5.4% in the postnatal period (Howard et
al., 2011; Lindahl, Pearson and Colpe, 2005). Other figure suggests that suicidal
ideation prevalence amongst women in the UK is 9% in the postnatal period (Howard
et al., 2011). A UK-based study involving 4785 women found that approximately one in
50 suicides occurred in women aged 16-50, while one in 25 suicides occurred in
perinatal women aged 20-35 (Khalifeh et al., 2016). Almost half of perinatal women
and a third of non-perinatal women who died by suicide had a diagnosis of depression
(Khalifeh et al., 2016). Younger age, depression diagnosis, being unmarried, having a
low educational level, alcohol use, and psychosocial stress were found to be associated
risk factors with antenatal suicidal ideation (Gressier et al., 2017; Zhong et al., 2016;
Gavin et al., 2011). Low educational level, smoking during pregnancy, and having
depression or psychiatric disorder were also reported as risk factors for suicidal
ideation in the postpartum period (Gressier et al., 2017). As discussed before, suicide
during pregnancy or within six weeks of the end of pregnancy is the second largest
cause of direct maternal deaths in the UK and it is the leading cause of direct deaths in

the postnatal period (Knight et al., 2019).

Remaining emotionally stable and engaging with infants’ needs is important for
infants’ behavioural, emotional and cognitive development. Indeed, perinatal
depression has implications for the physical, social, emotional and cognitive
development of infants, children and adolescents (Milgrom and Gemmill, 2020;

Murray, Fearon and Cooper, 2015; Goodman et al., 2011; Goodman and Brand, 2008).

A meta-analysis found a significant increased risk of preterm birth and low birth weight

among women with depression in the antenatal period (Grote et al., 2010). The pooled
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relative risk was calculated using diagnostic interviews and self-administered
guestionnaires separately, which was larger when dichotomous data was pooled. In
addition to depression symptoms, other confounders, for example, smoking,
substance use or abuse, previous preterm birth, ethnicity, socio-economic status,
antidepressant use during pregnancy or medical complications may be predictive of
preterm birth and low birth weight, all of which might not be easy to control in the
analysis. Moreover, some studies reported an increased risk of sudden infant death
syndrome with women who have experienced depression during pregnancy (Howard,
Kirkwood and Latinovic, 2007) and in the postnatal period (Mitchell et al., 1992;
Sanderson et al., 2002).

The most significant consequences of postpartum depression may be seen in the
relationship between the woman and her newborn. For some women, it may be
difficult to respond to their infants’ emotional needs while experiencing loss of
interest, flatness and sadness (Milgrom and Gemmill, 2020; Murray, Fearon and
Cooper, 2015). This may lead to making less eye contact during feeding the baby,
playing less and interacting less with the baby, giving a less positive response to them
(O’Hara, 2009). Three meta-analyses demonstrated that postpartum depression is
associated with a negative mother-infant relationship that involves maternal
withdrawal and disengagement, all of which affect the synchrony of interaction
behaviours between mother and the infant and increases the risk of avoidant and
disorganised attachment pattern (Barnes and Theule, 2019; Martins and Gaffan, 2000;
Lovejoy et al., 2000).

With regards to social outcomes, children of depressed mothers demonstrate social
withdrawal (Field, 2011), and kindergarten-age children are frequently left out by
peers (Cummings, Keller and Davies, 2005). With regards to emotional development,
newborns of depressed mothers display less reactive to faces and voices, and less
attentive to their own and other newborns’ cry sounds. These delayed attention and
slower processing are confirmed with their delayed heart rate deceleration (Field,

Diego and Hernandez-Reif, 2009).

A meta-analysis, including 80,851 mother-child dyads and children aged 9 days to 20

years (mean = 7.13 years; SD = 5.08 years), showed significant association between
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maternal depression and internalizing problems on children (particularly daughters)
(Goodman et al., 2011). Other significant association was also reported between
maternal depression and externalising problems and negative affect/behaviour
(Goodman et al., 2011). These findings are consistent with other reviews (Goodman,

2019; Gentile, 2017; Sanger et al., 2015; Stein et al., 2014; Field, 2010).

Prospective longitudinal studies reporting the effects of perinatal (Pearson et al., 2013;
Quarini et al., 2016) and antenatal depression (Capron et al., 2015) on children at 18
years of age show them to be at higher risk of depression. Although all these studies
used the same data (Avon Longitudinal Study of Parents and Children), their analysis
methods were different. There was a high attrition rate in the study which might affect
the statistical power. Perinatal depression was measured through self-administrated
guestionnaires while their children’s depression was assessed through a clinical
diagnosis tool. There also might be other confounding factors affecting depression
outcomes on children, for example, quality of parenting, severity of perinatal
depression, persistence of perinatal depression, other mental disorders of parents,

which might be predictors for depression in children.

The women'’s partners’ health can also be affected by the depressive symptoms during
the perinatal period (Milgrom and Gemmill, 2020); it is also possible that a mood
disorder in one partner can exacerbate the mood of the other (Banker and
LaCoursiere, 2014). This may put the couple’s relationship and their children in a more
vulnerable situation (Milgrom and Gemmill, 2020). The incidence of paternal
depression was found to be between 1.2% to 25.5% in the community and 24% to 50%
among men whose partners were experiencing postpartum depression (Goodman,
2004). Two meta-analyses found postpartum depression in the mother as the
strongest predictor of paternal depression during the postpartum period (Goodman,
2004; Paulson and Bazemore, 2010). There was a moderate and positive correlation
between maternal and paternal depression, which was relatively higher in the three to
six months after birth (Paulson and Bazemore, 2010). Another systematic review also
reported poor relationship satisfaction as an associated risk factor for depression in
men (Wee et al., 2011). A literature review showed that children of depressive fathers
are at risk of emotional and behavioural problems (Schumacher, Zubaran and White,

2008). The mental health needs of partners are as important as maternal depression
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and require wider attention because of the consequences on a partners’ ability to
support women during this period (National Institute for Health and Care Excellence,

2020).

The consequences of perinatal depression for women, children and partners highlight
the importance of addressing perinatal women’s mental wellbeing in the perinatal

period.

1.3.4 Economic cost

Perinatal depression also has an impact on the public sector and wider society services
costs. It is estimated that perinatal depression, anxiety and psychosis cost £8.1 billion
to society each year in the UK (Bauer et al., 2014). The average cost of one case of
perinatal depression to society is around £75,728, of which £23,151 is associated with
the mother and £52,577 is associated with the effects on the child (Bauer, Knapp and
Parsonage, 2016). As discussed in section 1.3.3, exposure to perinatal depression
increases the risk of emotional, behavioural and cognitive problems on children
(ranged from 5% to 21%) and Bauer et al. (2015) argues that this is linked to economic

cost via the increased need in special education for those children.

The potential risk of recurrence is another factor in increasing the economic burden.
The evidence suggests that there is almost a 30 — 40% recurrence rate of depression in
the perinatal period for women with a history of major depression (Di Florio et al.,
2013; Goodman and Tully, 2009). Women with a history of postpartum depression
symptoms are six times more likely to have recurrent depression symptoms four years
after birth, compared with women without a history of postpartum depression

(Josefsson and Sydsjo, 2007).

Effective treatment of perinatal depression is important not only for the woman

herself and her family but also to decrease the detrimental economic costs to society.

1.3.5 Health Policy — Better Births, The National Maternity Review

Perinatal depression is a substantial public health concern because of its impact on
women themselves, their children and partners, and also its costs to the family and the
wider society (Bauer et al., 2014). The importance of perinatal mental health is
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emphasised by the UK Government and a number of policy documents have been
published in the UK in order to address this issue. A key document being implemented
within England is the National Maternity Review, Better Births (National Health
Service, 2016).

The National Maternity Review (National Health Service, 2016) summarises the gaps in
the evidence regarding provision of perinatal mental health services, including the
challenges of identifying perinatal depression, the need for education and training for
HCPs with regards to identification and management of mental health disorders, and
the challenges of providing perinatal mental healthcare and maintaining postnatal
care. Other gaps include: insufficient duration of appointments; the challenges of
providing evidence-based treatments for mental health; challenges of accessing
specialist perinatal mental health services; and inadequateness of perinatal mental
health services across England (National Health Service, 2016). The National Maternity
Review also provides recommendations with regards to these gaps to improve the
provision of perinatal mental health services (National Health Service, 2016). These
include: training HCPs on the best practices to identify the risks and symptoms of
perinatal mental health as early as possible to be able to offer personalised care plan
at the right time; decreasing specialist perinatal mental healthcare variations across
the country to ensure that women in all areas of the country receive the right care,
closer to home, when they need it. Additional recommendations include: the need to
review the mental health of women at every contact during pregnancy and after birth;
spending sufficient time with women to build trust and get to know women better;
and ensuring standardisation of the service provision across the country (National
Health Service, 2016). According to these gaps and recommendations, the National
Maternity Review suggested a number of action plans, one of which states that “There
should be significant investment in perinatal mental health services in the community

and in specialist care by 2020” (National Health Service, 2016, p. 106).

The Independent Mental Health Taskforce (2016) has also put forward similar
recommendations with the National Maternity Review. In its five-year forward view for
mental health report (The Independent Mental Health Taskforce, 2016, p.71) states

that:
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The NHS should invest to ensure that by 2020/21 at least 30,000 more women
each year access evidence-based specialist mental health care during the
perinatal period. This should include access to psychological therapies and the
right range of specialist community or inpatient care so that comprehensive,

high-quality services are in place across England.

The National Maternity Review strongly supports this statement (National Health

Service, 2016, p. 60).

Other recommendations from a number of guidelines (National Health Service, 2016;
Obe, 2015; Joint Commissioning Panel for Mental Health, 2012; Scottish Intercollegiate
Guidelines Network, 2012) emphasise the need for HCPs to be given additional training
regarding the emotional changes that occur during pregnancy and after childbirth and
perinatal mental health issues. It is recommended that women have access to
psychological or psychosocial interventions and Improving Access to Psychological
Therapies (IAPT) services. Finally, organisations should invest in training new
workforces and develop integrated care pathways (National Health Service, 2016; Obe,
2015; Joint Commissioning Panel for Mental Health, 2012; Scottish Intercollegiate
Guidelines Network, 2012).

In the light of the current policy documents (National Health Service, 2016; The
Independent Mental Health Taskforce, 2016) and their recommendations, a
comprehensive literature review was conducted to further explore the gaps in the
evidence with regards to the role of maternity services and HCPs including midwives,
health visitors and general practitioners (GPs); screening, assessment and referral
processes and available treatments for perinatal depression. These topics are
discussed in the rest of the chapter, before the aims and objectives of the PhD study

are outlined.

1.3.6 The role of maternity services

1.3.6.1 Screening and assessment

Early assessment of mental health is crucial to identifying antenatal or history of

depression, providing support and making referrals to the appropriate services. As
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indicated above, the National Maternity Review (National Health Service, 2016)
recommended that HCPs ask women about their mental health regularly and review

this at every contact during the perinatal period.

In the UK maternity services, midwives are typically the first point of contact in early
pregnancy and lead carer during pregnancy, birth and the early postnatal period (first
28 days) (Nursing and Midwifery Council, 2021). The midwives have, therefore, the
responsibility to detect women at risk of depression, ask about their current mental
health, provide mental health support, advise women to see their GP or refer them to
specialised perinatal mental health services (National Health Service, 2016; Obe, 2015;
Royal College of Obstetricians and Gynaecologists, 2011). For perinatal care in England,
the National Institute for Health and Care Excellence (NICE) (2020) advises HCPs to ask
Whooley Questions at the first contact or booking visit, and during the early postnatal

period.

The Whooley Questions (National Institute for Health and Care Excellence, 2020;

Perinatal Institute, 2020; Perinatal Institute, 2019) used in practice are:

e During the past month, have you often been bothered by feeling down,
depressed or hopeless? Yes / No
e During the past month, have you often been bothered by having little interest

or pleasure in doing things? Yes / No

If a woman says yes to either of these questions, the NICE guidelines (National

Institute for Health and Care Excellence, 2020; Perinatal Institute, 2020; Perinatal
Institute, 2019) suggest offering self-reporting questionnaires such as Patient Health
Questionnaire or EPDS. Although the National Maternity Review (National Health
Service, 2016) recommends HCPs to review the women’s mental health at every
contact, the pregnancy notes and postnatal notes booklets have only two boxes for the
recording of responses to the questions (Perinatal Institute, 2019; Perinatal Institute,
2020). These notes are widely used in NHS services in England but are not fully
adopted nationally. Two different NICE guidelines provide two different views about
when these two boxes should be completed. The recent guideline ‘Antenatal and

postnatal mental health: the NICE guideline on clinical management and service
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guidance’ (National Institute for Health and Care Excellence, 2020) suggests
completing at the first appointment and during the early postnatal period, while
another guideline ‘Antenatal care for uncomplicated pregnancies: Clinical guideline’
(National Institute for Health and Care Excellence, 2019) suggests completing at the
first and before or at the 36-week appointments. Therefore, there appears to be
potential confusion with regards to how regularly HCPs should ask about women’s
mental health and if they should be asking at every appointment, how they should
record and do so except for re-using the Whooley questions. One of the objectives of
this PhD study was, therefore, to investigate the process of identifying low mood or

depression among perinatal women by interviewing women and HCPs.

The policy and implementation landscape related to perinatal mental health and
depression is a fast-moving process and while undertaking the PhD study, the Institute
of Health Visiting (2019) published their vision for the future, including their practice.
According to this publication, health visitors should meet with women in late
pregnancy (28 weeks) and then take over the care of the women from midwives in the
postnatal period (within 14 days of birth) (Institute of Health Visiting, 2019). There are
eight universal contacts (i.e. 1) from 24 weeks pregnancy; 2) new birth 10-14 days; 3)
3-5 weeks; 4) 6-8 weeks; 5) 3-4 months; 6) 9-12 months; 7) 2 years; 8) 3-5 year school
readiness) and 15 high impact areas for health visiting services of which six contacts
are in the perinatal period and two areas (i.e., 1) perinatal mental health including
mothers, partners, and infant and 2) child mental health) are related to the mental
health of the whole family (Institute of Health Visiting, 2019). The previous
recommendations for health visiting services comprised six high impact areas including
maternal perinatal mental health (Local Government Association, 2017). However,
new recommendations address the vision of the National Maternity Review (National
Health Service, 2016) and include not only perinatal mental health but also partner/
fathers’ and children’s mental health, suggesting flexible additional visits and reviews

that can be tailored to individual needs (Institute of Health Visiting, 2019).

Women are also advised to see their GP between 6 and 8 weeks postnatally. GPs
should be checking the mother and the baby’s wellbeing during the appointment and

the women’s mental health should also be reviewed (National Health Service, 2019a).
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Although screening for depression is recommended to midwives, health visitors and
GPs by NICE guidelines (2020) and written in the antenatal and postnatal notes
booklets (Perinatal Institute, 2019; Perinatal Institute, 2020), according to a national
survey of women’s experiences of maternity care involving 16,606 women, more than
one-third of women (33%) did not respond ‘yes, definitely asked’ about their mental
health during pregnancy and more than one-third of women (37%) did not respond
‘ves, definitely’ to whether they were given information about perinatal mental health
(Care Quality Commission, 2020). A previous study involving 1,738 women reported
similar findings: more than one-thirds of women (38%) reported not being given any
information or advice about mental health (Healthwatch, 2019). Early reports found
that approximately one in five women had not been asked about their emotional and
mental wellbeing by HCPs at the appointments and one in 10 women in the
postpartum period (Redshaw and Henderson, 2015). It is also clear from the studies
that three out of five women ‘definitely’ had not spent enough time talking about their
mental health at the 6-week check-up with their GP (Care Quality Commission, 2020).
A previous study similarly reported that half of the women said they were not asked
about their emotional or mental health at the 6-week appointment with the GP (The
National Childbirth Trust, 2017). Indeed, nearly half of all cases of perinatal depression
could not be detected, despite routine appointments with HCPs during pregnancy and
after childbirth (Bauer et al., 2014; 4Children, 2011). Early detection of perinatal
depression is crucial in terms of providing the required support and treatment timely.
Possible barriers have been compiled from the literature looking at the HCPs’ views on
managing perinatal mental health and women’s help-seeking behaviour; however,
these studies had insufficient information about the enablers or facilitating aspects of
talking with women about their low mood or depression. One of the objectives of this
PhD study was, therefore, to explore any perceived barriers and enablers to talking
with perinatal women about their low mood or depression and to investigate the

perceived barriers and facilitating aspects to disclosing women’s feelings to HCPs.

1.3.6.2 Training needs of healthcare professionals

A survey of midwives’ iliness perceptions of antenatal depression, conducted in
England and including 52 midwives, found that only 42% of midwives had received any

training about antenatal depression, whereas 90% had received training about
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postnatal depression (Jomeen, Glover and Davies, 2009). Of midwives who had
received antenatal training, 46% attended the training during their pre-registration
education (Jomeen, Glover and Davies, 2009). The authors conclude that health
professionals need to have up to date knowledge and training about perinatal mental
health issues so that they can detect, manage and refer to appropriate specialist

support.

Rothera and Oates (2011) conducted a survey of health practitioners’ views on
managing perinatal mental health in the UK. The findings from 768 participants,
including midwives, obstetricians and health visitors showed that health professionals
lacked knowledge and/or skills to detect and manage perinatal mental health
disorders, and most of them had not taken any specific pre-qualification or

postgraduate training on this topic (Rothera and Oates, 2011).

Midwives’ perceptions and experiences of caring for women who experience perinatal
mental health problems were considered in an integrated review by Noonan et al.
(2017). The review included 15 quantitative studies, six qualitative studies and one
mixed-method study with a total of 3475 midwives (Noonan et al., 2017). From the
included studies, six were England based. The study concluded that midwives have
limited knowledge or skills, limited referral options, and require ongoing training to
confidently support women with perinatal mental health problems (Noonan et al.,
2017). The researchers also found that women needed support from health
professionals but that this was reported as not possible because of workload (Noonan
et al., 2017). This review is important in showing the challenges of requiring midwives
to provide effective and comprehensive perinatal mental health care and the need for
continuous development and support systems (e.g. clinical management guidelines
and referral pathways) to meet the needs of perinatal women experiencing

depression.

1.3.6.3 Women’s discomfort on disclosing their feelings

The interaction between GPs and women with experience of common mental health
problems in the perinatal period was considered in a study by Khan (2015). The author
conducted a survey with 43 GPs and 1,547 women, and also collected data from

interviews with three GPs and four mothers in the UK. The author found that the
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biggest barrier for provision of care was the identification of need, as GPs lacked
confidence in screening women and women did not tend to disclose their feelings
(Khan, 2015). Khan concluded that what was needed was stigma reduction around
mental health issues, since it was this stigma that was often the reason women
refrained from talking about their feelings to professionals (Khan, 2015). The results of
Khan’s study were mainly generated from quantitative data and therefore lack the
nuances that qualitative methods such as interviews can provide. Therefore, more
qualitative studies are needed to hear health professionals’ and women’s own stories

and understand their subjective experiences and views.

An international qualitative systematic review of 40 articles was conducted by Dennis
and Chung-Lee (2006) examining postpartum depression, help-seeking barriers and
maternal treatment preferences. They found that women do not tend to disclose their
feelings and that they lack knowledge about the symptoms of depression (Dennis and
Chung-Lee, 2006). The authors concluded that knowing what the barriers are to
seeking help is important in order to strengthen the relationships between health
professionals and women and to develop preventive and treatment approaches that

are in accord with women’s preferences and needs (Dennis and Chung-Lee, 2006).

The Royal College of Midwives (RCM) (2017a) published a report about the urgent
need for understanding and caring for perinatal women with mental health problems.
A total of 6989 individual comments left at Lucie Holland’s Change.org petition, were
collected. This petition was started by Lucie, after her sister died from postnatal
depression, and was signed over 55,000 times. The Royal College of Midwives analysed
all the individual comments; the themes to emerge from this data were lack of
awareness among the general public, lack of specialist care, misunderstandings
(stigma) about maternal mental health in society, and insufficient NHS mental
healthcare (Royal College of Midwives, 2017a). The report concluded that poor
identification of maternal mental illness, care and service provision have a critical
impact on maternal mental health. It further argues for an approach that integrates
health professionals’ and women’s experiences, to find appropriate ways to improve

identification and care provision.
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These findings confirm other studies that highlight the difficulties of identifying
perinatal mental health problems, including depression. Because of the stigma of
mental health issues, women may abstain from talking about their feelings to
professionals (Forder et al., 2020; Button et al., 2017; Hannan, 2016; Khan, 2015;
Bilszta et al., 2010). The other explanations are that the worry about the involvement
of social care, which may result in loss of custody over the child (Dolman, Jones and
Howard, 2013) and choosing to deal with depression themselves (Woolhouse et al.,

2009).

As has been discussed, some health professionals experience difficulty in detecting
depression because of limited knowledge or skills or confidence in talking about
women’s mental health or due to workload (Noonan et al., 2017; Boots Family Trust
Alliance, 2013; Rothera and Oates, 2011; Jomeen, Glover and Davies, 2009). These
findings highlight the importance of strengthening communication between HCPs and
women. Knowledge and understanding about perinatal mental health are not enough
if HCPs do not have the confidence to build a relationship within which to talk about
signs and symptoms and provide effective care pathways (Forder et al., 2020;

Henderson et al., 2018; Button et al., 2017; Hannan, 2016).

It is therefore crucial for HCPs to be knowledgeable about the signs of perinatal
depression symptoms and referral systems, to be able to build a rapport with women
and help them at the right time (National Health Service, 2016). One of the objectives
of this PhD study was, therefore, to explore the HCPs’ recent experiences of
identifying, supporting, and caring for women with perinatal low mood or depression
as well as exploring women’s expectations of HCPs and provision of perinatal

depression care, which was not explored before in this context.

1.3.6.4 Support and services

A range of policy (National Health Service, 2016; the Independent Mental Health
Taskforce, 2016) and guidelines related to perinatal mental health and depression
(NICE, 2020; Institute of Health Visiting, 2019; Obe, 2015; Joint Commissioning Panel
for Mental Health, 2012; RCM, 2012; Scottish Intercollegiate Guidelines Network,

2012; Royal College of Obstetricians and Gynaecologists, 2011) are being implemented
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across the UK. The available support and services relevant to this PhD thesis are

discussed in the rest of this chapter.

The RCM (2012) published a good practice guide for midwives that includes a guideline
on how midwives can support pregnant women with depression. The
recommendations presented in the guide are: encouraging the woman to see her GP;
listening to the woman'’s feelings and concerns and reminding her that recovery takes
time but the treatment is also important for her and her baby; supporting women to
use mindfulness techniques to increase the awareness of feelings and to concentrate
the mind; encouraging women to contact local groups supporting pregnant women
with depression (Royal College of Midwives, 2012). There is very little information in
the literature presented in this guideline for midwives about giving practical advice to
women that can help them relieve some of the symptoms of depression. The guideline
is more about signposting women to the appropriate services according to the severity
of symptoms. HCPs should provide additional support to women at risk of or
experiencing depression and encourage them to seek help from their GP or specialised
perinatal mental health teams (National Institute for Health and Care Excellence, 2020;

Royal College of Obstetricians and Gynaecologists, 2011).

Specialist perinatal mental health midwives have a dual role: to ensure that women
and their families receive the specialist mental health care and support; and to ensure
that their maternity teams are supported and services provide the best feasible
personalised care to these women and their families, to improve mental health
(Maternal Mental Health Alliance, NCPCC, Royal College of Midwives, 2018; Royal
College of Midwives, 2015). However, 73% of maternity services do not have a

specialist mental health midwife in England (Hogg, 2013).

According to the new publication of the Institute of Health Visiting (2019), health
visitors manage mild to moderate perinatal mental illness and refer women to
specialist services when needed. The listening visits delivered by health visitors have
been found to be beneficial for the treatment of postpartum depression (Obe, 2015;
Morrell et al., 2009; O’Hara, 2009). Therefore, training health visitors and making
advanced/ specialist lead health visitors accessible for every postcode, is suggested by

national bodies (Health Education England, 2016). Some of the advice given by health
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visitors to perinatal women is: trying to eat a healthy and balanced diet; doing regular
and gentle exercise; not trying to do everything at once; making a list of things to do
and setting realistic goals; making a wellbeing plan; doing meditation or mindfulness;
talking about feelings and worries with family and friends; contacting local support
groups; trying to have a rest in the day and aiming for regular sleep; not trying to be a
super parent instead asking for help from family and friends (Institute of Health

Visiting, 2020).

There are also specialist health visitors in perinatal and infant mental health who
deliver low to medium intensity interventions to women and/or their families who
need more specialist care; however, only a few health visiting services have specialist
health visitors (Health Education England, 2016). Although the specialist health visitors
in perinatal and infant mental health can manage mild disorders and deliver
psychological based treatments, the specialist perinatal mental health midwives are
not trained to deliver such interventions (Health Education England, 2016; Maternal

Mental Health Alliance, NCPCC, Royal College of Midwives, 2018).

The support provided by midwives and health visitors varied in the literature and there
was insufficient information about what support these HCPs provide to women
experiencing perinatal low mood rather than depression. One of the objectives of this
PhD study was, therefore, to explore the HCPs’ experiences of supporting and caring
for women with perinatal low mood and to explore women’s experiences of low mood

and support received from HCPs.

GPs can manage uncomplicated non-psychotic depression. They often prescribe
medication or refer to IAPT. For complex disorders, they refer women to perinatal
mental health services if they are available in the area. In their absence, they can refer

to general psychiatry services (Obe, 2015).

If a woman experiences a complex or severe depression, she will usually receive care
from specialist perinatal mental health services (NHS England, NHS Improvement,
National Collaborating Centre for Mental Health, 2018). The phrase ‘specialist perinatal
mental health services’ points out both specialist perinatal mental health community
teams also inpatient mother and baby units where mum and baby receive health care

together, when hospitalisation is needed (Joint Commissioning Panel for Mental
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Health, 2012). The specialist mental health services specifically target perinatal mental
health issues including depression. Yet around half the women in England have no
access to these services (Bauer et al., 2014) and only 57% of mental health trusts have
a perinatal mental health service (Hogg, 2013). Furthermore, less than half of these
perinatal mental health services contains at least a specialist perinatal psychiatrist
(Hogg, 2013). It is concluded that the majority of women living in England have no
access to specialist maternal mental healthcare provision and that these services are
insufficient (Royal College of Midwives, 2017a). The Government’s recent investments
in NHS Specialist Perinatal Mental Health and Maternity Services is very promising;
however, many women will not meet the criteria for these services (Institute of Health

Visiting, 2019; The Independent Mental Health Taskforce, 2016).

The IAPT programme was launched in 2008 to deliver psychological interventions and
fill the gap in perinatal depression services in the UK. It aims to invest in evidence-
based psychological therapies recommended by NICE (2009), mainly focussing on the
training of para-professionals (i.e., mental health workers who are not qualified
therapists) or peer supporters, in the delivery of low-intensity psychological
interventions for the treatment of mild to moderate depression and anxiety (Rodgers
et al., 2012; Obe, 2015). It is estimated that 27% of IAPT patients are pregnant and
postpartum women (Hogg, 2013). Research focusing on the programme suggests that
the content of training does not cover the physiological changes on mood and
emotions, the changes in the dynamics of motherhood, parenting, mother-infant
attachment, and interaction in the family after childbirth (Obe, 2015). Furthermore,
Hogg (2013) highlights that there is no specialist perinatal mental health training for
IAPT providers. Hence, there appears to be a need for a psychologically effective and
low-cost intervention that can be tailored to the needs and/or wishes of women with

perinatal depression.

The NICE (2020) guideline states that psychological treatment should be provided to
women within one month of their first assessment. In a study by 4Children (2011), 81%
of the 150 NHS Trusts (Mental Health Trusts, Foundation Trusts, Mental Health
Partnership organisation, etc.) who replied said that they offered psychological
intervention within six weeks. Five Trusts, however, said that the waiting times was

more than three months and sometimes it was six months. The delays in the treatment
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may result with adverse outcomes for women and their families. This PhD study,
therefore, aimed to investigate the available services and treatments locally for
women experiencing perinatal depression and to investigate the perceived barriers

and facilitating aspects to receiving treatment for perinatal depression.

1.3.7 Treatment for perinatal depression

NICE (2020) highlights that psychological and pharmacological interventions are
effective treatments for mental health problems. They also recommend psychological
intervention or psychotropic medication for treating depression in the perinatal period

(National Institute for Health and Care Excellence, 2020).

1.3.7.1 Pharmacological treatments for perinatal depression

In the case of severe depressive disorders and in special circumstances, antenatal and
postnatal mental health clinical management and service guidelines published by NICE
(2020) suggests psychotropic medications, which include tricyclic antidepressants
(TCA), selective serotonin reuptake inhibitors (SSRI) or (serotonin-) noradrenaline
reuptake inhibitor [(S)NRI], for the treatment of depressive symptoms. SSRIs are the
most commonly prescribed medications by professionals in the treatment of perinatal
depression (Bayrampour et al., 2020; Molenaar et al., 2020; El Marroun et al., 2014;
Lattimore et al., 2005). An international systematic review showed that the prevalence
of use of SSRIs amongst pregnant women ranges between 3% and 4.6%; use of SNRIs
ranges between 0.6% and 0.7%; and use of TCAs ranges between 0.4% and 0.6%
(Molenaar et al., 2020). However, another study suggested that one-third of women
discontinue during pregnancy (Cohen et al., 2006). Two prospective studies including
201 and 132 pregnant women conducted in the USA and Spain, demonstrated that
depression recurrence was seen in more than half of women over the course of their
pregnancy who discontinued medication in the antenatal period (Cohen et al., 2006;

Roca et al., 2013).

Most women stop taking antidepressants due to fear of adverse outcomes of
medication on the infants (Dennis and Chung-Lee, 2006). A meta-analysis suggested
that taking SSRIs during pregnancy may affect the foetus and newborn in terms of

increased synthesis of serotonergic agents and withdrawal syndromes, in addition to
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long-term effects on neurobehavior and performance (Lattimore et al., 2005).
Furthermore, meta-analyses indicated that using antidepressants during pregnancy is
associated with an increased risk of preterm birth (Eke, Saccone and Berghella, 2016;
Huybrechts et al., 2014), cardiac malformations (Grigoriadis et al., 2013b), lower Apgar
scores at 1 and 5 minutes (Ross et al., 2013), postpartum haemorrhage (Jiang et al.,
2016), respiratory distress (Grigoriadis et al., 2013a; McDonagh et al., 2014), poor
neonatal adaptation syndrome (Grigoriadis et al., 2013a), and tremors (Grigoriadis et
al., 2013a). The included studies had methodological limitations as they were mostly
from small observational and case-control studies because of the ethical reasons
related to conducting randomised controlled trials for this question. The studies also
mostly used prescription data, so it is unclear whether these women actually took the
medication. The diagnosis of depression was not established in some studies, so it is
unclear if antidepressants were used for anxiety or depression. While some studies
compared depressed pregnant women exposed to antidepressants with depressed
pregnant women unexposed to medication, other studies included pregnant women as
a comparator without assessment of their depression symptoms. It is, therefore,
unclear whether depression symptoms or using antidepressants leads to some of these

outcomes.

Prescribing medication for perinatal women requires complex clinical decision-making
(Patel and Wisner, 2011; Wisner et al., 2000). Before prescribing antidepressants in
pregnancy or during lactation, the possible side effects have to be considered and
discussed with the women and a careful risk-benefit analysis applied by professionals
(National Institute for Health and Care Excellence, 2020; Eke, Saccone and Berghella,

2016; Scottish Intercollegiate Guidelines Network, 2012).

In moderate to severe perinatal depressive disorders, the recommendation is to
combine antidepressant medication and a high-intensity psychological intervention
such as cognitive behavioural therapy (CBT) (National Institute for Health and Care
Excellence, 2020). While both medication and psychological approaches are
recommended for treating perinatal depression, most women in the perinatal period
have a preference for psychological interventions rather than medication (Goodman,
2009; Prins et al., 2008; Dennis and Chung-Lee, 2006; Ericksen et al., 2005; Sleath et

al., 2005; Chabrol et al., 2004). This preference is due to stigma (Goodman, 2009); the
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view of medication as addictive (Prins et al., 2008); the effects on breastmilk (Chabrol
et al., 2004; Dennis and Chung-Lee, 2006); and the possible harmful side effects to the
foetus (Dennis and Chung-Lee, 2006). Providing options to the women and involving
them in decisions about their care is a valuable approach in the prevention of
depressive relapse and recurrence (Dimidjian and Goodman, 2014). Listening to
patient preferences is broadly acknowledged as a fundamental component of
evidence-based practise in psychology (APA, 2006). Indeed, patients are more likely to
engage in the treatment of depression if the provided treatment is their preference

(Kwan, Dimidjian and Rizvi, 2010).

1.3.7.2 Psychological treatments for perinatal depression

Owing to the potential adverse effects of medications and the evidence on patient
preference, non-pharmacological treatment options may be advantageous during the
perinatal period (Dennis, Ross and Grigoriadis, 2007). In addition, there is some
evidence that psychotherapeutic interventions may have a more sustained effect than

pharmacological treatment (Hensley, Nadiga and Uhlenhuth. 2004).

Psychological interventions for depression include cognitive behavioural therapy (CBT),
interpersonal psychotherapy (IPT), psychodynamic therapy, behavioural activation (BA)
and behavioural couple therapy, facilitated by a qualified therapist (Dennis and
Hodnett, 2007; National Institute for Health and Care Excellence, 2020). Previous
meta-analyses showed that CBT (Sockol, 2015) and IPT (Bledsoe and Grote, 2006;
Dennis, Ross and Grigoriadis, 2007) delivered in the antenatal period, and CBT (Sockol,
2015; Sockol, Epperson and Barber, 2011; Cuijpers, Brannmark and van Straten, 2008;
Dennis and Hodnett, 2007; Bledsoe and Grote, 2006), IPT (Sockol, Epperson and
Barber, 2011; Cuijpers, Brannmark and van Straten, 2008; Dennis and Hodnett, 2007),
counselling (Bledsoe and Grote, 2006), and psychodynamic therapy (Bledsoe and
Grote, 2006) delivered in the postpartum period significantly decreased the depression
symptoms compared to control conditions. Although the assessment of depression
symptoms and methodological quality of the studies (i.e. including pre and post-test
designs without randomisation or including randomised controlled trials with high risk
of bias) varies across the reviews, overall there is some evidence that psychological

interventions are effective for the treatment of perinatal depression.
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1.3.7.3 Low-intensity psychological treatments for perinatal depression

A distinction between “high-intensity” and “low-intensity” interventions is described in
NICE (2020) guidelines. High-intensity interventions consist of psychological and
psychosocial treatments that comprise one-to-one therapy with a trained mental
health professional typically over an extended period of time (National Institute for
Health and Care Excellence, 2020; Rodgers et al., 2012; National Institute for Health
and Care Excellence, 2009). The majority of the evidence discussed above (section

1.3.7.2) is based on evaluations of high-intensity interventions.

A low-intensity intervention is recommended for mild to moderate perinatal
depression cases (National Institute for Health and Care Excellence, 2020). If a low-
intensity intervention is not beneficial to the patient, a high-intensity psychological
intervention might then be offered (National Institute for Health and Care Excellence,

2020). The definition of low-intensity psychological treatments, however, is less clear.

In the NICE guidelines, a low-intensity intervention is referred to as “a psychological or
psychosocial intervention delivered by a trained coach or facilitator (rather than a
therapist) to enable the use of self-help materials” (2020, p.15). Although the NICE
guidelines illustrate low-intensity psychosocial interventions, no detailed description of
what comprises ‘low-intensity’ intervention is given. Richards and Whyte (2011, p.7)
describe ‘low intensity’ in the IAPT handbook “as a lower dose of treatment
techniques, often represents less support from a mental health worker in terms of
duration or frequency of contact, and is often delivered in non-traditional ways such as
by telephone or using the internet”. The most detailed definition of low intensity
psychological treatments is provided in the Oxford Guide to Low Intensity CBT
Interventions by Bennett-Levy et al. (2010): “Low-intensity” is defined in terms of four
characteristics: the reduced duration of sessions (i.e., weekly contacts for five to eight
sessions), the level of training and background of the providers (i.e., using peers or
non-mental-health specialists), the complexity of the intervention (i.e., less intense
content), and the mode of delivery (Bennett-Levy et al., 2010). Although the mode of
delivery for low-intensity interventions is often referred to as telephone-based, web-
based, email, groups or face-to-face, a recent systematic review of effectiveness of

telephone-administered interventions for depression indicated that the number of
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telephone sessions ranged between 6 and 21 with a mean number of 12, a mean that
is more in keeping with high rather than low-intensity interventions (Castro et al.,
2020). The mode of delivery may, therefore, not be an appropriate criterion to define

low intensity treatments.

The Cochrane meta-analyses cited previously for high-intensity interventions, showed
that low-intensity interventions (non-directive counselling) delivered by trained health
visitors and nurses are effective in reducing postpartum depressive symptoms
compared to control conditions (Dennis and Hodnett, 2007), while their effectiveness
is not clear in pregnancy due to insufficient evidence (Dennis, Ross and Grigoriadis,

2007).

As stated above, low intensity interventions can be delivered by a trained coach or can
be internet-based rather than involving a therapist, so may be a more cost-effective
use of resources when compared with usual care (Rodgers et al., 2012). Morrel et al.,
(2009) conducted a cluster randomised trial with postpartum women in order to
evaluate the effectiveness of health visitor training in cognitive behavioural therapy
and counselling for depression. The study found that training health visitors was
successful and that both approaches were effective in decreasing depressive
symptoms at 6 and 12 months postpartum (Morrel et al., 2009). This study also
highlights the applicability of low-intensity interventions by NMHSs for postpartum
women with depression. Moreover, delivering psychological-based listening visits has
been reported as an effective treatment for depression, as well as being effective in
the prevention of depression (Morrell et al., 2016; Brugha et al., 2011). Health visitor
training in the prevention of depression has also been found to be cost-effective

(Henderson et al., 2019).

1.3.7.4 Implementation challenges

Although women receive antenatal and postnatal care from HCPs, validated screening
tools exist and treatments are available, half the women in the UK remain undiagnosed
for mental health problems (Bauer et al., 2014). An international review suggested that
only 10-25% of the diagnosed cases receive adequate perinatal depression treatment
and 30% of them achieve recovery (3% of all cases of perinatal depression) (Gavin et

al., 2015). For these reasons, it is recommended that midwives, health visitors, GPs,
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obstetricians and other professionals should pay attention to women’s perinatal
mental health and focus on multi-professional working to deliver personalised care for
women and their families (National Health Service, 2016). According to Khan (2015),
feedback from women is most positive when they receive personalised and integrated
care, and when they feel they make decisions about their care. A meta-synthesis also
found that women wish for good communication from caregivers, to be given
important information, a respectful clinical environment with efficient care, to be able
to participate in this care and have a sense of control (Renfrew et al., 2014). Integrated
responses to perinatal mental health problems are crucial to the provision of
personalised care, built around the needs of women (Bayrampour, Hapsari and

Pavlovic, 2018; National Health Service, 2016).

Midwives are in a strong position, together with their colleagues in primary care, to
address a woman’s mental health problems as early as possible in the antenatal
period, before her condition leads to deterioration (Renfrew et al., 2014). Indeed,
midwifery is a vital solution in terms of providing high-quality care for mother and the
baby (ten Hoope-Bender et al., 2014). Yet there is a scarcity of 3,500 full-time
midwives to reach the optimum numbers in England (Royal College of Midwives,
2018). Owing to this, 40% of women see different midwives at every appointment
during pregnancy (Hogg, 2013). Moreover, a report published as part of the NSPCC’s
All Babies Count campaign demonstrated that 41% of women said that their midwives
or health visitors had never asked about depression in England (Hogg, 2013). The
National Maternity Review (National Health Service, 2016) has found that across a

large part of the England, perinatal mental health care is not sufficient.

Considering the high prevalence of perinatal depression (Woody et al., 2017) and its
consequences on women, partners and children (O’Hara, 2009), the cost of perinatal
depression to society (Bauer et al., 2014), the challenges with the identification of
perinatal depression by midwives (Care Quality Commission, 2020) and the scarcity of
midwives in England (Royal College of Midwives, 2018), it is very important to address
depression in perinatal women and provide support and treatment. The stepped-care
model of service delivery suggests “offering or referring for the least intrusive, most
effective intervention first” (National Institute for Health and Care Excellence, 2018,

p.16). Hogg (2013) comments that the available IAPT services for the treatment of mild
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to moderate perinatal depression do not provide specialist training on perinatal
mental health for IAPT providers. A survey conducted in the Primary Care Trusts in
England showed that women experience delays in accessing psychological treatments
(4Children, 2011). These delays may have potential outcomes for women and their
families. On the other hand, the evidence shows the success of training health visitors
to deliver psychological-based listening visits (Morrel et al., 2009) and the cost-
effectiveness of training non-mental-health specialists in the delivery of brief

psychological interventions (Ekers et al., 2011a).

Based on all the findings presented in this section, there is a case that a brief
psychological intervention that promotes the mental health of women during
pregnancy and in the postnatal period and a group of health workers who are non-
specialists and can be trained and supported in the delivery of psychological

treatment, could fill the gap in mental health provision during and after pregnancy.

1.3.7.5 Maternity Support Workers

The National Maternity Review is currently being implemented across NHS England via
the Maternity Transformation Programme (National Health Service, 2019b). Currently,
10 workstreams are in progress, and one of them is transforming the workforce, led by
Health Education England. It aims to establish a reconfigured maternity workforce with
the right skills to perform the goals described in the National Maternity Review. This
includes securing the supply of staff and developing midwifery training placements by
25% over four years, preparing multi-professional training packages, and publishing a
competency framework for maternity support workers (MSWs) (National Health

Service, 2019b; Royal College of Midwives, 2020).

In 2019, Health Education England also published a competency, education and career
development framework for MSWs. MSWs are described as “assisting with caring for
women, babies and their families throughout their maternity journey, working under
the supervision and within agreed guidelines and protocols when providing care to
women and their families” (Health Education England, 2019, p.7). According to the role
descriptor of Band four MSWs, with appropriate training, MSWs can “use knowledge
and understanding of common physical, mental and behavioural health conditions

within maternity care to recognise signs of deterioration in women and babies”
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(Health Education England, 2019, p.12). In addition they can “gather and interpret
relevant information and form a judgement on the improvement or deterioration in
the physical, mental or behavioural condition of women/babies” (Health Education
England, 2019, p.12). Furthermore, they can liaise with psychologists and psychiatrists
and provide support to women and families who have complex care and support needs
(Health Education England, 2019). MSWs are a relatively new workforce in maternity
care and with appropriate training, may fill the gap that exists in supporting and caring

for women with depression during the perinatal period.

There is a need for personalised and integrated care for women, and MSWs can
provide a bridge between the woman and registered HCPs. They can lessen role
demands and pressures on midwives by working alongside (Royal College of Midwives,
2017b). The National Maternity Review (National Health Service, 2016) emphasises
more multi-professional working and less miscommunication among midwives,
obstetricians and other health professionals, to provide more evidence-based, and
personalised care for women and their families. In this context, MSWs are an essential
part of the maternity team and they can fulfil the goals of the National Maternity
Review (National Health Service, 2019b). They could also decrease the demand for
specialist mental health workers by delivering a brief low-intensity psychological
intervention to women who demonstrate mild to moderate depression symptoms

during pregnancy or afterwards.

In the perinatal period, the mental health needs of women should be met by the
provision of the most effective and low-cost treatments. Behavioural activation (BA) is
as effective as other psychological interventions (Mazzucchelli, Kane and Rees, 2009;
Ekers, Richards and Gilbody, 2008; Cuijpers et al., 2007). It also offers the possibility of
being more cost-effective because its simplicity means it can be delivered by non-
specialists (Ekers et al., 2011a; Richards et al., 2016). BA is, therefore, a good candidate
for the treatment of perinatal depression as a simple intervention that can be
delivered by trained non-specialists (Veale, 2008). There is also some evidence that
low-intensity forms of BA are effective for adults (Chartier and Provencher, 2013),
though its effectiveness in the perinatal setting is inconclusive. BA, its clinical
application and evidence base for depression and perinatal depression are described in

the next section.
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1.3.8 Behavioural Activation and its application in the treatment of perinatal

depression

There has been a general interest among researchers in using Behavioural Activation
(BA) for the treatment of depression over the past decade because of (1) its simplicity
to teach providers who do not have a mental health background (Dimidjian et al.,
2011; Ekers et al., 2011b; Veale, 2008; Cuijpers, Van Straten and Warmerdam, 2007);
(2) cost-effectiveness of using non-specialists compared to qualified therapists (Ekers
et al., 2011a; Richards et al., 2016); (3) effectiveness of BA compared to control
conditions and medication (Uphoff et al., 2020); (4) and similar effectiveness of BA
compared to other psychological interventions such as CBT (Uphoff et al., 2020;
Mazzucchelli, Kane and Rees, 2009; Ekers, Richards and Gilbody, 2008).

In recent years, a considerable number of research activities on depression have used
BA among different patient groups, for example, decreasing depressive symptoms in
older people with mild depression (Gilbody et al., 2017: CASPER study); feasibility trial
of community pharmacy staff delivered intervention for adults with long term
conditions and sub-threshold depression (Littlewood et al., 2019: CHEMIST study);
prevention of depression and loneliness among older people with long term conditions
(Gilbody et al., 2021: BASIL study); treatment of depression in people with long term
physical health conditions (MODS, 2021); comorbid depression treatment in non-
communicable diseases (BEACON, 2021); treatment of depression among people with
diabetes (DiaDeM, 2021); and treatment of depression in adults (Ruzickova et al.,
2021). Almost all of these studies (except Ruzickova et al., 2021) have been
coordinated at the University of York in partnership with other researchers from other
universities, NHS Trusts or countries. In addition to the BA’s simplicity to teach
providers, cost effectiveness of using non-specialists, and gaps in the evidence
according to the systematic review findings detailed in chapter two, these research
activities at the University of York also inspired the decision for using BA for the

treatment of perinatal depression in the beginning of the PhD.

1.3.8.1 Theoretical basis of BA

Behavioural Activation (BA) is rooted in the theoretical work of Skinner (1953) and the

clinically application of Skinner’s approach in the work of Ferster (1973) and Lewinsohn
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(1974). Modern versions of BA, such as those outlined by Martell and colleagues
(2001) and Lejuez and colleagues (2001a and 2001b), are variants or developments of

these original accounts.

Behavioural approaches are described as distinct, structured psychological
interventions, where the implementer and patient: work together to understand the
impact of behaviours on mood, and endeavour to improve mood through behavioural
tasks such as scheduling of activities and reducing avoidance behaviours (Dimidjian et

al., 2011; Martell, Dimidjian and Herman-Dunn, 2010; Hopko et al., 2003).

BA is based on operant conditioning principles. Operant conditioning is described by
Skinner (1938) as a method of learning through understanding the association
between a specific behaviour and its consequence. It seeks to understand when and
where behaviours happen (the context), and how those behaviours operate for people
in that context (their function). If a behaviour is reinforced (i.e., the behaviour works in
some way for the person), the predictions is that the behaviour will increase; however,
if the behaviour leads to punishment for the person, then the prediction is that the

behaviour will reduce.

Operant conditioning principles can be used to understand the development and
maintenance of low mood or depression. People who experience difficult life events
may struggle to adapt immediately to the new circumstances. They may stop doing
things that are meaningful or valuable for them. This may lead them to feel low or
depressed. In an effort to cope, they may avoid things or delay things until they feel
better. This may be helpful for them in the short term; however, in the long term, it
stops the person engaging in those activities that are meaningful or important for
them. An example cycle is provided in Figure 1. This cycle is based on the CHEMIST
booklet (see Appendix 20). This model was modified for the needs of perinatal women

and used in this PhD study.
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Life event
Any life event that changes
what you do
Attempts to cope Not doing activities that
By withdrawing and are important to you
putting things off until Such as talking friends,
you feel better walking and so on
How you feel
Such as feeling low, sad,
tired, lonely

Figure 1: Behavioural activation cycle of low mood

On the basis of operant conditioning model, two treatment implications emerge for

the treatment of depression. The first one is increasing activities that are meaningful
and important to the person. The second one is reducing avoidance behaviours that

work in the short term, but in the long term stop the person engaging in these

meaningful and important activities.

1.3.8.2 BA treatment

According to Kanter et al. (2010), in their review of the literature on common
behavioural activation techniques, BA starts with assessment techniques (activity
monitoring and values assessment), then continues with activation techniques (activity
scheduling and procedures targeting avoidance), and ends with a variety of action
plans that are intended to maintain after the end of treatment the gains made during

treatment.

A BA treatment is outlined in the training materials for IAPT practitioners (Richards and
Whyte, 2011). The BA treatment described in these materials draws on the clinical
methods developed by Martell, Addis and Jacobson (2001) and Hopko et al. (2003).
According to this guidance, BA consists of six steps: 1- Explaining behavioural

activation; 2- Identifying routine, pleasurable and necessary activities; 3- Making a
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hierarchy of routine, pleasurable and necessary activities; 4- planning some routine,
pleasurable and necessary activities; 5- implementing behavioural activation exercises;

6- reviewing progress (Richards and Whyte, 2011).

A similar BA intervention manual and guided self-help booklet have been adapted in

this PhD research project, as discussed in chapter three (section 3.3.5).

1.3.8.3 Evidence base for BA for depression

In contrast to Cognitive Behavioural Therapy (CBT), BA is regarded as a simpler or more
parsimonious treatment that focuses solely on changing behaviour, rather than both
behaviour and cognition (Dimidjian et al., 2011; Ekers et al., 2011b; Veale, 2008;
Cuijpers, Van Straten and Warmerdam, 2007). BA is also an evidence-based treatment
for depression recommended by NICE guidelines. Although NICE (2009, p.22)
guidelines state that the evidence for BA is less robust than for CBT, recent randomised
controlled trials show that BA has no less effect than CBT in treating depression in
adults (e.g., Richards et al., 2016) while being more cost-effective (Ekers et al., 20113;
Richards et al., 2016).

A meta-analysis of 17 studies demonstrated no statistically significant differences
between CBT and BA in terms of post-treatment and follow-up symptom levels, in
recovery rate or dropouts (Ekers, Richards and Gilbody, 2008). A subsequent meta-
analysis, including 34 studies, also concluded that BA is as effective as other
psychological interventions in the reduction of depressive symptoms (Mazzucchelli,
Kane and Rees, 2009). Another review, including 23 RCTs, reported similar findings
favouring BA compared with control conditions and medication (Ekers et al., 2014). A
recent Cochrane review (Uphoff et al., 2020), including 53 RCTs, examined the
effectiveness of BA in adults. They suggested that BA is more effective than medication
and control conditions and as effective as other psychological interventions (Uphoff et
al., 2020). It is important to note that although two reviews reported beneficial long-
term (over a 2-year follow-up) effects of BA (Dobson et al. 2008, Gortner et al. 1998),
more studies are needed to evaluate longer-term maintenance effects (Mazzucchelli,

Kane and Rees, 2009; Uphoff et al., 2020).

52



BA may be particularly suitable for use as a low-intensity treatment. There is some
evidence that BA can be effectively delivered as a low-intensity, guided self-help
psychological treatment for mild to moderate depression (Chartier and Provencher,
2013). However, this review did not identify any perinatal depression trials. A summary

of the current evidence base for BA is given in Appendix 1.

1.3.8.4 Evidence base for BA for perinatal depression

Two randomised controlled trials were found which trained a mixed group of
specialists and non-specialists to deliver a 10-session BA therapy during pregnancy in
the USA (Beck et al., 2014; Dimidjian et al., 2017). Both studies concluded that BA is an
effective and feasible intervention for the treatment of depression during pregnancy

and three-month postpartum.

A systematic review, which included low and middle-income country studies,
demonstrated that psychological interventions delivered by trained, non-specialists,
are feasible in the treatment of perinatal depression (Chowdhary et al., 2014).
However, this review did not identify any BA studies and the included studies were
randomised and non-randomised study designs, which limits the conclusions that can

be drawn about clinical effectiveness.

1.4 Outline of the thesis and overview of this doctoral project

1.4.1 Gaps in the evidence

As has been discussed in the previous section, BA is a structured, brief and effective
psychotherapeutic approach that relies on changing behaviour through adaptive
activities in the treatment of depression (Dimidjian et al., 2011; Martell, Dimidjian and
Herman-Dunn, 2010; Ekers, Richards and Gilbody, 2008; Veale, 2008; Cuijpers, Van
Straten and Warmerdam, 2007; Jacobson, Martell and Dimidjian, 2001). It is argued
that BA is an uncomplicated intervention relative to other forms of psychotherapeutic
interventions, such as CBT, and is therefore particularly suitable for adaptation as a
low-intensity treatment that can be delivered by a non-specialist. (Dimidjian et al.,

2011). Although there is evidence that BA is simpler than CBT and as effective as CBT,
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when delivered in a low-intensity format by non-specialists, there is limited evidence

about its effectiveness in the perinatal period.

Maternity services, community services and health visiting services comprise a diverse
workforce. However, there is finite capacity in terms of allocating the role of delivering
BA to perinatal women. For instance, because of their workload, lack of time and
scarcity of numbers, training midwives to deliver BA treatment may not be viable.
Therefore, it is crucial to identify a group of workers who are within the NHS and are in
a close relationship with women in the antenatal period. This means they are in a good
position to identify depression as early as possible and provide timely support and
treatment. The role of maternity support workers already includes supporting women
and providing complex care. They may be a suitable group to be trained in the delivery
of BA for women in the perinatal period. By delivering a brief low-intensity treatment,
such as BA, to women who experience mild to moderate depression symptoms during
pregnancy or afterwards, they could also reduce the demand for specialist mental

health workers and IAPT services.

There is at present an evidence gap for the effectiveness of low-intensity BA delivered
by non-specialists for women experiencing depression in the perinatal period in a UK-

setting.

1.4.2 Aims and objectives

This PhD research project consists of three interrelated study elements. The ultimate
aim of this doctoral thesis was to adapt a manualised behavioural activation
intervention manual and guided self-help booklet suitable for delivery in a perinatal

setting by NMHSs, for example, MSWs. The specific objectives were:

1. To use systematic review methods to evaluate the effectiveness of psychological
interventions, including but not limited to BA, when delivered by non-mental-health

specialists for the treatment of perinatal depression.

2. To use qualitative methods to explore women’s experiences of perinatal low
mood or depression and any care that they may have received and healthcare

professionals’ experiences of providing support and care for women who have
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perinatal low mood or depression, and to inform the third stage of the PhD study
around what might be the opportunities, challenges and barriers to introducing the BA

therapy, BA manual and BA booklet.

3. To use experience-based co-design to inform the adaptation of a manualised BA
Therapist Manual intended for delivery by MSWs for the treatment of perinatal

depression and a BA guided self-help booklet intended for the use of perinatal women.

1.4.3 Study design

This PhD research combines three study elements: a systematic review and meta-
analysis, a qualitative study, and a co-design study. A quantitative systematic review of
randomised controlled trials was conducted to assess the effectiveness

of psychological interventions delivered by NMHSs for the treatment of perinatal

depression.

The theoretical perspective of symbolic interactionism (Blumer, 1998) and the
experience-based co-design approach (O’Cathain et al., 2019a; Craig et al., 2013; Bate
and Robert, 2007) were used within the second and third study elements. The
methodological design of ethnography (Hammersley and Atkinson, 2007) was
deployed within the second study. Interviews were conducted with women who have
experienced perinatal low mood or depression and interviews and focus groups were
conducted with maternity HCPs who have experience of providing support and care for

those women.

In the final element of the study, co-design workshops were conducted with the
involvement of both women and HCPs. Thematic analysis was performed in the

analysis of the qualitative data.

The next chapter presents the systematic review and meta-analysis of RCTs carried out
regarding the effectiveness of psychological interventions delivered by NMHSs for the

treatment of perinatal depression.
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Chapter 2: Effectiveness of psychological interventions delivered by non-
mental-health specialists for perinatal depression; systematic review and

meta-analysis
2.1 Introduction

This chapter describes the methods employed to carry out a systematic review of
evidence about the effectiveness of psychological interventions delivered by non-
mental-health specialists (NMHSs) for the treatment of perinatal depression. This
approach was used to provide new knowledge about what type of interventions are
delivered by what range of NMHSs. The aim was to highlight the effectiveness of these
interventions when delivered to perinatal women, underline any gaps in the evidence
base and through this inform other study elements of the thesis. Chapter one
highlighted the prevalence of perinatal depression, the limited access to psychological
interventions recommended by NICE guidelines for perinatal depression, and the
potential of NMHSs to address some of that gap. In order to respond to these
challenges and provide an appropriate answer regarding the effectiveness of
interventions delivered by NMHSs, the first step was to review all existing relevant

evidence.

Previous systematic reviews show a significant reduction of depressive symptoms
using psychological interventions in the treatment of antenatal and postpartum
depression (Cuijpers, Brannmark and van Straten, 2008; Dennis and Hodnett, 2007;
Dennis, Ross and Grigoriadis, 2007). These interventions were mainly delivered by
qualified therapists or mixture of specialists and non-specialists. Evidence of the

effectiveness of such interventions when delivered by NMHSs is as yet unclear.

One review (Clarke, King and Prost, 2013) reported beneficial outcomes for
psychosocial interventions delivered by providers who are not mental health
specialists in the treatment of perinatal common mental disorders in middle-income
countries. In this review, depression was an outcome in 73% of the included trials;
however, 13% of them were preventive interventions for depression, and 87% were
health promotion interventions. Therefore, it is necessary to examine the effectiveness

of interventions for the acute-phase treatment of depression.
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Another review (Stephens et al., 2016) also reported outcomes for psychological
interventions delivered by specifically trained personnel (e.g. nurses, health visitors,
early childhood nurses, therapists with a nurse background, psychologists, trained
researchers) in the treatment of postpartum depression; however, the review differs
from the review conducted for this thesis in that it included studies using trained
personnel including both specialists and non-specialists. Other limitations were that
only studies published in the English language between 2000 and 2014 were included
in the review. Including only English language studies may lead to language bias and an
inflated effect size because positive results have been found to more likely be
published in the English language (Egger et al., 1997). In addition, this review did not
examine the efficacy of psychological interventions on infant outcomes and the
mother-infant relationship, nor the long-term effects of interventions on maternal

depression.

The review described in this chapter has a distinct focus: the identification and
summarising of evidence from studies focusing exclusively on interventions delivered
by NMHSs to women in the perinatal period with depressive symptoms. It also seeks to
address some of the limitations of previous reviews. For example, there were no
search restrictions in terms of country, language, date or setting and it used a
comprehensive and sensitive search strategy. A systematic review was chosen over a
narrative review because narrative reviews, in contrast to systematic reviews, have the

following disadvantages (Egger, Smith and O’Rourke 2001; McKenzie et al., 2019):

e Narrative reviews are often subjective and may, therefore, lead to bias and
error, in contrast to systematic reviews, which are objective and aim to
minimise the bias through structured evidence appraisal methods

e Choosing studies similar to the views of the researcher is common, in contrast
to systematic reviews, which aim to integrate all relevant studies objectively,
using pre-defined eligibility criteria which can deal later with disagreements
when the others support the opposite view

e Selecting studies that are frequently cited is often observed, in contrast to
systematic reviews which systematically identify, examine and organise all

relevant studies
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e A standardised examination of the methodological quality of the studies is
often lacking in narrative reviews, in contrast to systematic reviews, which aim
to perform quality assessment tools for the included studies in the review

e The findings of narrative reviews often describe opposite views due to
neglecting sample size, effect size and study design, in contrast to systematic
reviews, which include small studies as well and consider their differences and

their potential effect on the direction of the results.

Systematic reviews are crucial for researchers, healthcare professionals, public users,
health decision-makers and policymakers who want to obtain high quality, relevant
and up-to-date information on a topic (Egger, Smith and O’Rourke 2001; Lasserson,
Thomas and Higgins, 2019). They endeavour to collect evidence that addresses pre-
identified research questions and eligibility criteria in order to summarise them and
provide further knowledge, using original studies or reviews (Chandler et al., 2019;
Egger, Smith and O’Rourke 2001). In this review, randomised controlled trials meeting
the criteria outlined below were used to gather evidence relevant to the research

question.

Meta-analysis follows a structured and objective appraisal of the evidence through
collecting and combining the data and reporting the enhanced estimation of the
effectiveness of an intervention (Egger, Smith and O’Rourke 2001). Meta-analysis
provides an estimate of overall treatment effects using data pooled from individual
studies (Chalmers and Altman, 1995; Torgerson, 2003). In this review, the difference in
perinatal women’s depression symptom levels after receiving psychological

intervention from NMHSs was pooled from the randomised controlled trials.

2.2 Development of the review question

Development of the review questions is the most important part of a systematic
review to decide its scope (Thomas et al., 2019). Well-developed review questions
often shape different parts of the review steps, for example, inclusion and exclusion
criteria, search strategy, data extraction, planning data synthesis and presentation of
findings (Oliver et al., 2017; Hedges, 1994; Cooper, 1984). The FINER criteria are

recommended when developing a review question (Cummings, Browner and Hulley,
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2007; Thomas et al., 2019). These criteria include the following points (Cummings,

Browner and Hulley, 2007; Thomas et al., 2019):

e Asking Feasible questions to retrieve a manageable quantity of data

e Focusing on an Interesting field for the researcher to be able to continue and
complete the work

e Finding a gap in the evidence and working on a Novel review

e Considering Ethical issues when formulating the research question

e Ensuring that the questions are Relevant to consumers, healthcare
professionals, stakeholders and policymakers by engaging them in the process

and writing the review in a way that it can be understandable by users.

2.2.1 Review question and objectives

After considering the FINER criteria and consulting the supervisory team, the review

guestions and objectives were determined. The review questions were:

1) How effective are psychological interventions delivered by NMHSs in the treatment

of perinatal depression?

2) Which NMHS groups have delivered these treatments for perinatal depression?

3) What are the types of interventions delivered by NMHSs in the treatment of

perinatal depression?

The secondary objectives were to assess the effects of psychological interventions,
delivered by NMHSs on maternal anxiety, mother-infant relationship, cognitive and

emotional development of the baby, and relationship with partners.

2.3 Review method

This review was conducted in accordance with the Centre for Reviews and
Dissemination (CRD) guidance (University of York CRD, 2009) and was reported in
accordance with the Preferred Reporting Items for Systematic Reviews and Meta-
Analyses (The PRISMA Statement) (Moher et al., 2015). In addition, the Cochrane
Handbook for Systematic Reviews of Interventions (Higgins et al., 2019) was consulted

on specific issues (e.g. calculation of missing data, risk of bias assessment). The review
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protocol was registered with PROSPERO (Pinar 2017: CRD42017066000). Registering a
protocol is important in terms of allowing other researchers to assess whether bias
may be present if there are deviations from the approach outlined in the protocol

(Booth et al. 2012).

After deciding the research questions, the next step was to translate the elements of
the review questions into eligibility criteria, based on the study design and PICO
elements (population, intervention(s), comparator(s) and outcome(s)) of the review
question (McKenzie et al., 2019). Deciding on the PICO criteria before conducting the
systematic review can prevent selection bias. These criteria are outlined in detail

below.

2.3.1 Study design

The decision on what study design/s would be better to include in the systematic
review should address the objectives of the research (Torgerson, 2003). Non-
randomised designs can be preferred in the absence of randomised controlled trials
(RCTs), for example, if it is impossible to randomise participants (McKenzie et al.,
2019). For a systematic review, assessing treatment effects, including only RCTs, would
be more appropriate than including non-randomised designs to prevent systematic

differences between the groups in terms of confounders (McKenzie et al., 2019).

It is also important to include unpublished and grey literature, without date or
language restrictions, to reduce the impact of reporting bias in systematic reviews
(McKenzie et al., 2019). A preliminary scoping of the literature indicated that there
were RCTs in which NMHSs had delivered the intervention; however, there was no
systematic review of these. In this review, therefore, all published, unpublished, and
ongoing RCTs, without language or date restrictions, were included to examine the

treatment effect. Non-randomised controlled trials were excluded from the review.

2.3.2 Type of participants

The inclusion criteria for the type of participants should be broad enough to find a
range of studies and narrow enough to find a meaningful answer when studies are

considered together (McKenzie et al., 2019). A variety of factors, for example, evidence
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from other interventions, may inform the decision on choosing participant
characteristics to examine. In this review, the condition was perinatal depression and
the types of participants were pregnant women or postpartum women. The
postpartum period is often defined as the timescale starting with the delivery of the
baby and ending after 12 months; therefore, only interventions delivered to women
who were pregnant or in the postpartum period with a live birth, were included in the
review. The reason for including only women with a live birth was the awareness of a
need for special bereavement support for women after experiencing such a distressing

event in their lives.

For inclusion in the review, studies had to establish the presence of depressive
symptoms through a standardised diagnostic interview or a score above a recognised

cut-off point on a validated depression severity measure.

2.3.3 Types of interventions

The important point in deciding the types of interventions is to identify the range of
factors that can be related to the delivery of the intervention. For example, it is a
useful practice to describe “what is delivered, who delivers it, how it is delivered,
where it is delivered, when and how much is delivered, and whether the intervention

can be adapted or tailored” (McKenzie et al., 2019).

In this review, interventions based on recognised psychological principles and
delivered by NMHSs were included. Antenatal classes, intrapartum support, and peer-
support interventions were considered as support interventions, rather than
interventions based on recognised psychological principles; therefore, these
interventions were excluded. The definition of ‘recognised psychological principles’
was based on Wampold’s (1997) description of ‘bona fide psychotherapies’. Of the
three criteria outlined by Wampold, only the third criterion was used. The first
criterion was related to the training of the therapist, but this review did not aim to
include interventions delivered by mental health specialists. The second criterion was
related to face-to-face meetings and individualisation of the treatment for the patient.
This criterion may have excluded low-intensity psychological interventions, which non-
specialists may be more likely to use, so again this criterion was not suitable. The third

criterion states that to classify a treatment as bona fide, at least two of the following
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criteria should be met (Wampold et al., 2002, p. 162; Wampold, 1997; Wampold et al.,
1997):

e “Acitation was made to an established school of or approach to psychotherapy
e A description of the therapy was contained in the article and the description
contained a reference to a psychological process
e A manual for the treatment existed and was used to guide the delivery of the
treatment
e The active ingredients of the treatment were identified and citations provided
for those ingredients”.
Interventions delivered by mental health professionals or health workers with
specialised training in the delivery of psychological treatments were excluded because

this review aimed to include only interventions delivered by NMHSs.

2.3.4 Comparison groups

There are three commonly used types of comparison groups: intervention versus
placebo; intervention versus control; and intervention A versus intervention B (Davey
et al., 2011). In this review, it was not possible to include a placebo group because it is
difficult to form and deliver a placebo psychological intervention that is not easily
detected by patients (Hrébjartsson, 2002); therefore, studies were included if the
comparator was either a control condition (e.g. treatment as usual, waiting list control)

or other active psychological or pharmacological treatments.

2.3.5 Outcome measures

The review outcomes should be specified after deciding on the broad outcome
(McKenzie et al., 2019). In this review, the primary outcome was depression as
measured by standardised severity measures. Secondary outcomes were maternal
anxiety, mother-infant relationship, cognitive and emotional development of the baby,
and relationship with the partner. The time points were grouped as short-term (up to

six months), medium-term (6 to 12 months), and long-term (12 months and above).
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2.3.6 Information sources

The decision about which databases to search is important to ensure relevant citations
are identified (Lefebvre et al., 2019). It is recommended to include at least three
bibliographic databases (i.e., Cochrane Library Central Register of Controlled Trials
(CENTRAL), MEDLINE and Embase) in addition to the other databases relevant to the
aim and objectives of the review (Lefebvre et al., 2019); therefore, mental health
databases (PsycINFO) and midwifery databases (Cumulative Index to Nursing and
Allied Health Literature Plus (CINAHL Plus), Maternity and Infant Care (MIDIRS)) were

searched in addition.

Excluding unpublished research from the meta-analysis is found overestimate the
intervention effectiveness (Conn et al., 2003; McAuley et al., 2000). For this reason, it
is crucial to consider searching for the grey literature where unpublished data can be
identified (Lefebvre et al., 2019). ProQuest and Web of Science (Science Citation Index)
were searched for dissertations, thesis and conference abstracts. Trial registries are
also important sources for identifying ongoing trials that can be presented in a table
and can be included in the review when the review is updated, and the findings are
available. World Health Organization International Clinical Trials Registry Platform

(ICTRP) was searched to identify ongoing trial registries.

The initial searches were conducted between 1 and 5 September 2017 (see Appendix 2
for search terms and the number of retrieved reports). It is important for systematic
reviews to provide up-to-date information to the consumers, healthcare professionals,
decision-makers and stakeholders. Reviews that are out of date may present
misleading information because adding new studies and new data can significantly
alter the findings of the review (Cumpston and Chandler, 2019). The changes in the
evidence may require an update of the systematic reviews as reviews that are out of
date may not be relevant to current evidence and practice; therefore, it was decided
to update the searches and the systematic review. An update is described as “a new
edition of a published systematic review with changes that can include new data, new
methods, or new analyses to the previous edition” (Garner et al., 2016). The update
was conducted on 15 and 16 April 2020 (see Appendix 2 and follow ‘update’ headings).

The new data is indicated in the rest of the chapter using ‘update’ term or using ‘+’
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sign, as appropriate. For updating the literature searches, update date field (University
of York CRD, 2009) or specific search terms were used. For example, “2018S.ed.” for

MEDLINE database, as presented in the attachment (see Appendix 2).
The databases and date of searches are summarised below:

Electronic bibliographic databases: MEDLINE (Ovid) (date of inception to August Week
4 2017; update: date of inception to April 14, 2020), PsycINFO (Ovid) (date of inception
to August Week 4 2017; update: date of inception to April Week 1 2020), CINAHL Plus
(EBSCO) (date of inception to 31 August 2017; update: 1 September 2017 to 31 April
2020), EMBASE (Ovid) (date of inception to 30 August 2017; update: date of inception
to 14 April 2020), MIDIRS (Ovid) (date of inception to July 2017; update: limit to
year="2017 —Current” (15 April 2020)), and CENTRAL (date of inception to 4
September 2017; update: 4 September 2017 to 15 April 2020).

Grey literature databases: ProQuest (date of inception to 5 September 2017; update: 5
September 2017 to 15 April 2020) and Web of Science Core Collection (date of
inception to 2 September 2017; update: 2017 to 2020).

Trial registries: ICTRP (date of inception to 1 September 2017; update: could not be
processed because of heavy traffic generated by the COVID-19 outbreak, which meant

the website was not accessible).

Asking experts in the field can be helpful resource in identifying additional studies
(Lefebvre et al., 2019). Julie Jomeen, a professor of midwifery with an interest in
psychological interventions, was contacted to help identify potential additional trials in
August 2018. She suggested two studies and one systematic review related to
antenatal psychological group interventions; however, neither of the two primary
studies met inclusion criteria and the systematic review did not yield any additional

studies. Therefore, no additional trials were identified using this method.
2.3.7 Search strategy

The search terms combined three concepts “perinatal”, “depression”, and
“psychological interventions”. The search terms were developed for MEDLINE
database (see Table 2 for search syntax) and were then customised for other
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databases. Some of the search terms (e.g. ‘ante-natal’, ‘ante natal’, ‘peri-natal’, ‘peri
natal’) brought the same results in Medline and other databases; therefore, after
checking the number of retrieved results, one of these terms was used, as presented in
the appendix (see Appendix 2). MeSH terms in MEDLINE and thesauri terms in other
databases, where available, were also used to widen the search scope. Search terms
for all databases and the number of findings are listed in the appendices (see Appendix

2).

Table 2: Search syntax for MEDLINE

PICO heading | Syntax set

Population exp Pregnancy/ OR *Peripartum Period/ OR *Postpartum Period/ OR
antenatal.ti,ab. OR ante natal.ti,ab. OR ante-natal.ti,ab. OR
antepartum.ti,ab. OR ante partum.ti,ab. OR ante-partum.ti,ab. OR
perinatal.ti,ab. OR peri natal.ti,ab. OR peri-natal.ti,ab. OR
peripartum.ti,ab. OR peri partum.ti,ab. OR peri-partum.ti,ab. OR
postnatal.ti,ab. OR post natal.ti,ab. OR post-natal.ti,ab. OR
postpartum.ti,ab. OR post partum.ti,ab. OR post-partum.ti,ab. OR
pregnan*.ti,ab. OR prenatal.ti,ab. OR pre natal.ti,ab. OR pre-
natal.ti,ab. OR prepartum.ti,ab. OR pre partum.ti,ab. OR pre-

partum.ti,ab. OR puerper¥*.ti,ab.

Intervention | exp Counseling/ OR exp Psychotherapy/ OR BA.ti,ab. OR behavio*
activation.ti,ab. OR behavio* therap*.ti,ab. OR CBT.ti,ab. OR
cognitive behavio*.ti,ab. OR cognitive therap*.ti,ab. OR collaborative
care.ti,ab. OR counseling.ti,ab. OR counselling.ti,ab. OR

interpersonal psycho*.ti,ab. OR psychotherap*.ti,ab.

Outcome exp Depressive Disorder/ OR *Depression/ OR depressed.ti,ab. OR

depression.ti,ab. OR depressive.ti,ab.
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2.3.8 Selection of studies

The results of the searches were merged in the EndNote reference manager software
programme (Analytics, 2016). Duplicates were removed using the ‘find duplicates’
command in EndNote. Study selection is one of the crucial stages of a systematic
review and it is recommended to involve more than one reviewer to ensure the
transparency of this stage (University of York CRD, 2009). The screening process, on
the basis of titles and available abstracts, was conducted by the same researcher for
pragmatic reasons. As a detailed search strategy was conducted and a high number of
studies were captured, it would have been time-consuming for another reviewer to
conduct the screening process for a PhD; therefore, one reviewer carried out the
screening. After removing citations that did not meet the pre-specified inclusion

criteria stated above, the full text of the remaining studies was assessed for inclusion.

2.3.9 Data extraction process

The data extraction form was prepared according to the Centre for Reviews and
Dissemination (University of York CRD 2009) and the Cochrane Handbook for
Systematic Reviews of Interventions recommendations (Higgins and Green, 2011).
Also, the Cochrane data collection tool for RCTs was used as a guide (Cochrane
Training, 2017). The data extraction form can be found in the appendix (see Appendix
3). The form was pilot tested on two RCTs and refined to meet the needs of the

specific review.

The following data were extracted from the reports: title, authors, publication year,
country of study, type of publication, source of funding, trial design, inclusion and
exclusion criteria for participants, participant characteristics, screening tools for
depressive symptoms and cut-off points, the profession of implementers, details of
training given to implementers, types of psychological interventions, intervention
duration, details of intervention and control conditions, the timing of assessments,
sample size of groups in each assessment timing, attrition rates, analyses methods,

results and available trial registries.
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2.3.10 Risk of bias in individually randomised trials

The risk of bias was assessed using the Cochrane Collaboration’s tool for assessing risk
of bias in randomised trials (RoB 2) (Higgins et al., 2019a; Sterne et al., 2019). This tool
helps in understanding how an individual result might be affected by bias arising from:
the randomisation process; deviations from the intended interventions; missing
outcome data; measurement of the outcome; and selection of the reported result
(Higgins et al., 2019a). Each domain was assessed using the following answers: yes;
probably yes; probably no; no; and no information (Higgins et al., 2019a). The decision
was made by assigning the following judgements: low risk of bias; some concerns; or

high risk of bias (Higgins et al., 2019a).

2.3.11 Risk of bias in cluster-randomised trials

Cluster RCTs were assessed for bias arising from: the randomisation process; the
timing of identification and recruitment of participants; deviations from intended
interventions; missing outcome data; measurement of the outcome; and selection of

the reported result (RoB 2 Cluster) (Higgins, Eldridge and Li, 2019).

2.3.12 Summary measures and synthesis of results

Studies were grouped a priori by type of control conditions, type of interventions and
timing of assessment. Standardised mean difference (SMD) was used in calculating
individual effect sizes as the small sample bias-adjusted difference using Hedge’s g
(Higgins and Green, 2011). Mean differences (MD) and their associated 95%
confidence intervals were calculated where all the studies in a group reported the

same depression severity measure (Higgins and Green, 2011).

In one trial (Rojas et al., 2007), standard deviations (SD) were not reported; they were
calculated from available confidence intervals using the following formula (Higgins, Li

and Deeks, 2019):

SD = VN x (upper limit — lower limit) / 3.92

One cluster trial (Morrell et al., 2009) was eligible for inclusion in the meta-analysis. A

unit-of-analysis error may occur if cluster trials are combined with individually
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randomised trials in the meta-analysis and this may lead to overestimation of the
effect of a treatment (Higgins, Eldridge and Li, 2019). Reducing the sample size to its
effective sample size is one of the methods that can be used for an approximately
correct analysis (Higgins, Eldridge and Li, 2019). For this calculation, the number of
clusters in each group, the number of individuals in each group, means, standard
deviations and intracluster correlation coefficient (ICC) were extracted from Morrell et

al.’s study (2009). Then the following formula was used (Higgins, Eldridge and Li, 2019):

Design effect=1+ (M —1) x ICC

M is the average cluster size and can be calculated through:

M = (Number of individuals in intervention group + number of individuals in control
group) / (number of clusters in intervention group + number of clusters in control

group) (Higgins, Eldridge and Li, 2019).

There might be variations between the studies in terms of sample sizes, duration of
treatments, the NMHS groups, and content and components of treatments (clinical
heterogeneity) or variations in the risk of bias and study design (methodological
heterogeneity). These features of studies might lead to statistical heterogeneity.
Statistical heterogeneity was estimated using the Chi-squared (X?) test and I-squared
(1?) statistic. For 1%, heterogeneity was judged as follows: 0% to 40% might not be
important, 30% to 60% may represent moderate heterogeneity, 50% to 90% may
represent substantial heterogeneity, 75% to 100% represents considerable
heterogeneity (Higgins and Green, 2011, section 9.5.2). A random-effects model was
used to combine data rather than a fixed effect model, because of these variations

between the studies.

Review Manager (RevMan) (Nordic Cochrane Centre, 2014) Version 5.3 was used to

generate forest plots.

2.3.13 Publication bias

To reduce possible publication bias, the grey literature and trial registry databases

were searched; however, publication bias was not investigated with a funnel plot or
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associated statistical analyses because there were too few studies included in the

meta-analysis to do so.

2.3.14 Additional analyses

The protocol specified a number of a priori subgroup analyses (healthcare
professional, antenatal versus postpartum depression, intervention mode (e.g.
individual or group bases)) (Pinar 2017: CRD42017066000); however, there were not
sufficient studies to conduct a subgroup analysis for the type of health professional
and antenatal versus postpartum depression. A subgroup analysis comparing individual

and group interventions was conducted.

Sensitivity analysis may be performed to assess the robustness of results if the
decisions for including studies is unclear (Higgins, Eldridge and Li, 2019). In this regard,
a post hoc sensitivity analysis was undertaken to understand whether including the
cluster randomised trial overestimated the effect size, despite calculating its effective

sample size (Deeks et al., 2019).

2.4 Results

2.4.1 Study selection

A total of 13,824 (first search) + 3,689 (update) reports were identified. After removing
duplicates using the ‘find duplicates’ command in EndNote, 11,286 + 2,922 reports
remained. Figure 2 shows the PRISMA Flow Chart (Moher et al., 2015) for the selection
of studies with reasons for exclusions. After title and available abstract screening

process, 116 + 51 reports were left.

After the full-text screening, 98 + 49 reports were excluded for different reasons, as
illustrated in Figure 2. Authors were contacted for clarification if the implementer’s
profession was unknown or only the trial registry was available. During this time,
fourteen + five authors were sent emails with the following reasons: the profession of
therapists was not clear (Zhao et al., 2017; Leung et al., 2016; Masood et al., 2015;
Jiang et al., 2014; Ammerman et al., 2013; Mulcahy et al., 2010; Wiklund, Mohlkert
and Edman, 2010; Grote et al., 2009; Scott, 2002; + Bleker et al., 2019; Stowe 2019;
Lieshout, 2018; Mehri and Iravani, 2018; Jourabchi and Safaralinezhad, 2017); inclusion
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criteria for women was not clear (Brock, O’Hara and Segre, 2017); and only protocol or
trial registry was available (Ahmad, Silim and Aris, 2017; Nusrat et al., 2016; Lund et al.,

2014; Dennis et al., 2012). Ten + one authors replied to the emails.
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Figure 2: Flow diagram for the process of identification of studies
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Two trials (Horowitz et al., 2013; Mulcahy et al., 2010) were discussed in detail with
the supervisory team because it was not clear if they met the inclusion criteria. In one
trial (Horowitz et al., 2013), the intervention had psychological underpinnings;
however, it was not specifically for depressive symptoms; the main focus was on
improving the interaction between mother and child. The trial, therefore, was
excluded from the review. In the other trial (Mulcahy et al., 2010), the implementers
were researchers who had undertaken 20 hours training followed by at least 6 months’
supervision on individual cases, followed by eight hours training on the group
intervention and supervision on pilot groups. This was considered to exceed training
for a non-specialist; therefore, the trial was also excluded from the review. After
updating the searches, there were two more borderline trials (Fuhr et al., 2019;
Sikander et al., 2019) that used peers (laywomen) for the implementation of
interventions to participants. The exclusion criteria in the protocol stated “peer-
support interventions will be excluded” (Pinar 2017: CRD42017066000); therefore,

these interventions were excluded from the study.

Results from two trials (Ngai et al., 2015; Rahman et al., 2008) were reported in more
than one citation (Ngai et al., 2016; Maselko et al., 2015 respectively). Each of the two
citations were treated as a single study. After updating the search, two of the trials
that were originally ongoing had published reports; therefore, these trial registries are
shown as “— 2” in the flowchart. Three ongoing trials were not included in the review,
but, because they meet inclusion criteria, they are described in an appendix as an aid

to future reviews in this area (see Appendix 4).

In total, 13 RCTs published between 1989 and 2020 were included in the review (N=

3,040). Table 3 summarises the characteristics of the studies.
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Table 3: Details of included trials

Study

Participants

Interventions (n)

Profession of

Assessment of depression for

and location therapist and inclusion and outcome measures
intervention
duration
Dennis et al., 2020 241 Treatment Nurses; Assessment
postpartum | -Telephone-based interpersonal 12 weekly sessions, | EPDS and SCID
women; psychotherapy (120) 1 hour
Canada Outcome measures
Comparison SCID, EPDS, STAI, DAS, Experiences in
-Standard postpartum care (121) Close Relationships-Revised, Maternal
Health Service Utilization and Cost of
Care Questionnaire, and Maternal
Satisfaction with IPT Questionnaire
Holden, Sagovsky 50 Treatment Health visitors; Assessment
and Cox, 1989 postpartum | -Non-directive counselling (26) 8 weekly Goldberg's standardised psychiatric
women; counselling, at least | interview and EPDS
UK Comparison % hour
-Control (24) Outcome measures
Goldberg's standardised psychiatric
interview and EPDS
Honey, Bennett and | 45 Treatment Health visitors; Assessment
Morgan, 2002 postpartum | -Psychoeducational group 8 weekly EPDS
women; intervention [educational, CBT interventions, 2
UK techniques, teaching relaxation] hours Outcome measures

(23)

Comparison
-Routine primary care (22)

EPDS, Duke-UNC Social Support
Questionnaire, DAS, and Ways of
Coping Checklist Revised
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Leung et al., 2016 164 Treatment NMHSs; Assessment
postpartum | -Brief group CBT (82) 6 weekly sessions, 2 | EPDS and SCID
women; hours
China Comparison Outcome measures
-A booklet includes information EPDS, HADS, PSS, DMAS, Family
and education material and a list APGAR, and DASt
of community resources (82)
Lund et al., 2020 384 Treatment Community health Assessment
antenatal -Psychological counselling workers; EPDS
women; (CBT)(psycho-education, 6 weekly sessions,

South Africa

problem solving, behavioural
activation, healthy thinking,
relaxation training, and birth
preparation) (184)

Comparison
-Routine antenatal care and three
monthly phone calls (200)

45 — 60 minutes

Outcome measures

HDRS, EPDS, MINI, A Health Care
Utilization Questionnaire, Client
Service Receipt Inventory, World
Health Organization Disability
Assessment Schedule 2.0, Cape Town
Functional Assessment Instrument for
Maternal Depression, Household Food
Insecurity Assessment scale,
Multidimensional Scale of Perceived
Social Support, and Alcohol Use
Disorders Identification Test

Milgrom et al., 2011

68
postpartum
women;
Australia

Treatment

-GP management (23)

-CBT from a nurse (an adjunct to
GP management) (22)

-CBT from a psychologist (an
adjunct to GP management) (23)

Nurses and
psychologists;
6 weekly sessions

Assessment
EPDS and SCID

Outcome measures
BDI-Il and DASS-21 SF

73




Morrell et al., 2009 | 418 Treatment Health visitors; Assessment
postpartum | -CBT or person-centred therapy 8 weekly sessions, 1 | EPDS
women; (271) hour
UK Outcome measures
Comparison EPDS, CORE-OM, STAI, SF-12 MCS, SF-
-Usual care (147) 12 PCS, and PSI-SF
Ngai et al., 2015 397 Treatment Midwife; Assessment
Ngai et al., 2016 postpartum | -Telephone-based CBT (197) 5 weekly sessions, EPDS
women; 30 minutes
China Comparison Outcome measures
-Standard care (200) EPDS and PSI-SF
Prendergast and 37 Treatment Early childhood Assessment
Austin, 2001 postpartum | - CBT (17) nurses; EPDS and SCID
women; 6 weekly sessions, 1
Australia Comparison hour Outcome measures
-ldeal standard care (20) EPDS, MADRS, DASS, and PSI
Rahman et al., 2008 | 903 Treatment Community health Assessment
Maselko et al., 2015 | antenatal -Thinking Healthy Programme workers; SCID
women; (CBT techniques) (463) A total of 16
Pakistan sessions: a session Outcome measures

Comparison
-Routine care (440)

every week for four
weeks in the last
month of
pregnancy, three
sessions in the first
postnatal month,
and nine one-
monthly sessions
thereafter

Hamilton Depression Rating Scale,
Brief Disability Questionnaire, Global
Assessment of Functioning Scale,
Multidimensional scale for perceived
social support, WPPSI-IV, SDQ, and
SCAS
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-Standard community care (30)

Rojas et al., 2007 230 Treatment Midwives and Assessment
postpartum | -Multicomponent group nurses; MINI, SCID, and EPDS
women; intervention (psychoeducational | 8 weekly sessions,

Chile group [information about 50 minutes Outcome measures
symptoms and treatments, EPDS and SF-36
problem solving and simple
behavioural activation and
cognitive techniques], treatment
adherence support, and
pharmacotherapy if needed)

(114).
Comparison
-Usual care (116)

Wickberg and 41 Treatment Paediatric nurses; Assessment

Hwang, 1996 postpartum | -Non-directive counselling (20) 6 weekly EPDS, MADRS, and SCID
women; counselling, 1 hour
Sweden Comparison Outcome measures

-Routine primary care (21) MADRS, and SCID

Wozney et al., 2017 | 62 Treatment Paraprofessionals; Assessment
postpartum | -Telephone-based CBT (32) 12 weekly SCID
women; telephone calls Outcome measures
Canada Comparison SCID, BDI-Il, and EPDS

Beck Depression Inventory-Il (BDI-11); Clinical Outcomes in Routine Evaluation-Outcome Measure (CORE-OM); Dyadic Adjustment Scale

(DAS), Depression, Anxiety, Stress Scale (DASS); Depression Anxiety and Stress Scale-Short Form (DASS- 21 SF); Dyadic (Marital)

Adjustment Scale (DMAS); Dysfunctional Attitudes Scale (DASt); Edinburgh Postnatal Depression Scale (EPDS); Family Functioning in five

dimensions: adaptation, partnership, growth, affection, and resolve (Family APGAR); Hospital Anxiety and Depression Scale (HADS); Mini
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International Neuropsychiatry Interview (MINI); Montgomery and Asberg Depression Rating Scale (MADRS); Parenting Stress Index (PSl);
Parenting Stress Index Short Form (PSI-SF); Perceived Stress Scale (PSS); Short Form 12 Mental Component Summary (SF-12 MCS); Short
Form 12 Physical Component Summary (SF-12 PCS); Short Form-36 Health Survey (SF-36); Spence Children’s Anxiety Scale (SCAS); State-
Trait Anxiety Inventory (STAI); Strengths and Difficulties Questionnaire (SDQ); Structured Clinical Interview for DSM-IV Disorders (SCID);

Wechsler Preschool and Primary Scale of Intelligence, fourth edition (WPPSI-IV).
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2.4.2 Study design

Of the thirteen trials, eleven were individually randomised and two were cluster-

randomised trials (Morrell et al., 2009; Rahman et al., 2008).

2.4.3 Setting

Three of thirteen trials were conducted in the UK; two in Australia; two in China; two
in Canada; one in Chile; one in Pakistan; one in South Africa; and one in Sweden.
Interventions were mostly delivered in healthcare settings (e.g. clinic, primary care,
health centre) (Lund et al., 2020; Leung et al., 2016; Milgrom et al., 2011; Rojas et al.,
2007; Honey, Bennett and Morgan, 2002; Prendergast and Austin, 2001; Wickberg and
Hwang, 1996) or participants’ homes (Lund et al., 2020; Morrell et al., 2009; Rahman
et al., 2008; Wickberg and Hwang, 1996; Holden, Sagovsky and Cox, 1989).

2.4.4 Participants

The mean age of participants was 30.6 years. All participants were in the postpartum
period (n=1,753) except those in one individually randomised trial (n= 384) and one
cluster trial (n=903), who were pregnant at the time of the intervention (Lund et al.,

2020; Rahman et al., 2008).

2.4.5 Interventions

Ten trials used Cognitive Behavioural Therapy (CBT) interventions (Lund et al., 2020;
Wozney et al., 2017; Leung et al., 2016; Ngai et al., 2015; Milgrom et al., 2011; Morrell
et al., 2009; Rahman et al., 2008; Prendergast and Austin, 2001); of which two trials
used psycho-education principles from CBT (Honey, Bennett and Morgan, 2002; Rojas
et al., 2007). Three trials used counselling interventions, of which two trials used Non-
directive Counselling (Holden, Sagovsky and Cox, 1989; Wickberg and Hwang, 1996);
and one trial used Person-Centred Therapy (Morrell et al., 2009). One trial used
Interpersonal Psychotherapy (Dennis et al., 2020). The distinction between
psychological and support interventions was made according to the bona fide
classification as detailed above (Wampold et al., 2002). Non-directive counselling is
sometimes used to refer to a sham psychological treatment with the intention of
controlling for placebo effects. However, in the two trials (Holden, Sagovsky and Cox,
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1989; Wickberg and Hwang, 1996) that used non-directive counselling, both cited an
established approach and described the therapy; therefore, these studies were
included in the review. Another two trials (Honey, Bennett and Morgan, 2002; Rojas et
al., 2007) used psycho-education and the intervention was described as a CBT
technique; therefore, these again met the inclusion criteria and were grouped with

other CBT interventions in the meta-analysis.

The professions of the NMHSs were nurses (Dennis et al., 2020; Milgrom et al., 2011;
Rojas et al., 2007; Prendergast and Austin, 2001; Wickberg and Hwang, 1996); health
visitors (Morrell et al., 2009; Honey, Bennett and Morgan, 2002; Holden, Sagovsky and
Cox, 1989); midwives (Ngai et al., 2015; Rojas et al., 2007); community health workers
(Lund et al., 2020; Rahman et al., 2008); and not specified NMHSs or paraprofessionals
(Leung et al., 2016; Wozney et al., 2017).

Information about the training of the NMHSs was provided in seven reports (Dennis et
al., 2020; Lund et al., 2020; Ngai et al., 2015; Milgrom et al., 2011; Rojas et al., 2007;
Wickberg and Hwang, 1996; Holden, Sagovsky and Cox, 1989). Duration of training
varied between the reports: a half-day training (Milgrom et al., 2011); eight hours
(Dennis et al., 2020; Rojas et al., 2007); 20 hours (Ngai et al., 2015); four half-day
(Wickberg and Hwang, 1996); five days (Lund et al., 2020); and three weekly training

sessions of two hours (Holden, Sagovsky and Cox, 1989).

Intended intervention duration varied between trials such that some delivered weekly
sessions for five weeks (Ngai et al., 2015); for six weeks (Lund et al., 2020; Leung et al.,
2016; Milgrom et al., 2011; Prendergast and Austin, 2001; Wickberg and Hwang, 1996);
for eight weeks (Morrell et al., 2009; Rojas et al., 2007; Honey, Bennett and Morgan,
2002; Holden, Sagovsky and Cox, 1989); and for 12 weeks (Dennis et al, 2020; Wozney
et al., 2017). There was one trial which intended to deliver 18 sessions at different
time points during pregnancy and in the postpartum period (Rahman et al., 2008).
One-to-one sessions were typically up to one hour and group sessions were mostly

two hours long.

Three trials used a group format for delivery (Leung et al., 2016; Rojas et al., 2007;
Honey, Bennett and Morgan, 2002). These interventions used CBT principles and were

delivered by health visitors, midwives, nurses, and not specified NMHSs.
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In three trials, CBT (2) and IPT (1) were delivered over the telephone (Dennis et al.,
2020; Wozney et al., 2017; Ngai et al., 2015; respectively) by nurses, not specified
paraprofessionals and midwives. One of the trials supported a telephone-based
intervention with a handbook and corresponding videos (Wozney et al., 2017). The

remainder seven trials used individually delivered face-to-face treatment.

2.4.6 Comparison group

In eleven trials, there was one intervention and one control group, while in two trials
(Milgrom et al., 2011, Morrell et al., 2009), there were two active interventions and
one control group. Comparison groups varied between trials. Although all of them
referred to these groups as ‘usual care’ or ‘routine care’, the content of care was
different. The distinction between active interventions and controls was made
according to the authors’ classification of them using the bona fide classification as
detailed above (Wampold et al., 2002). For example, one trial (Prendergast and Austin,
2001) delivered the same number of sessions as were given to the intervention group
using non-specific emotional support and referred to this as ‘ideal standard care’. Non-
specific emotional support cannot be classified as a psychological treatment according
to the bona fide classification (Wampold et al., 2002); therefore, this group was

included as a control arm in the review.

2.4.7 Outcome measures

Depression status at enrolment was identified in seven trials using the Structured
Clinical Interview for Diagnostic and Statistical Manual (SCID) (APA, 2000; First et al.,
2002); one used Goldberg’s Standardised Psychiatric Interview (Goldberg et al., 1970);
and one used Mini International Neuropsychiatry Interview (MINI) (Sheehan et al.,
1994). In the remaining four trials, depression status at enrolment was defined using

the Edinburgh Postnatal Depression Scale (EPDS) (Cox and Holden, 2003).

Outcome measures for depression were available at under six months in nine trials
(Dennis et al., 2020; Lund et al., 2020; Wozney et al., 2017; Leung et al., 2016; Ngai et
al., 2015; Milgrom et al., 2011; Rojas et al., 2007; Honey, Bennett and Morgan, 2002;
Prendergast and Austin, 2001; Wickberg and Hwang, 1996; Holden, Sagovsky and Cox,

1989); between six and eleven months in nine trials (Dennis et al., 2020; Wozney et al.,
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2017; Leung et al., 2016; Ngai et al., 2015; Morrell et al., 2009; Rahman et al., 2008;
Rojas et al., 2007; Honey, Bennett and Morgan, 2002; Prendergast and Austin, 2001);
and twelve months and above in four trials (Lund et al, 2020; Wozney et al., 2017;

Morrell et al., 2009; Rahman et al., 2008).

Secondary outcomes were extracted for maternal anxiety, mother-infant relationship,
cognitive and emotional development of the baby, and relationship with partners. A
limited number of trials reported secondary outcomes. These included the
effectiveness of psychological interventions on maternal anxiety (Dennis et al., 2020;
Leung et al., 2016; Milgrom et al., 2011; Morrell et al., 2009); mother-infant
relationship (Ngai et al., 2015); cognitive and emotional development of the baby (Ngai
et al., 2015; Rahman et al., 2008); and relationship with partner (Dennis et al., 2020;

Leung et al., 2016; Honey, Bennett and Morgan, 2002).

2.4.8 Risk of bias in individually randomised trials

2.4.8.1 Bias arising from the randomisation process

Sequence generation for randomisation was adequate in seven trials and they were
assessed as having a low risk of bias (Dennis et al., 2020; Lund et al., 2020; Wozney et
al., 2017; Ngai et al., 2015; Milgrom et al., 2011; Rojas et al., 2007; Prendergast and
Austin, 2001). Four trials (Dennis et al., 2020; Lund et al., 2020; Wozney et al., 2017;
Rojas et al., 2007) used a computer or web-based random number generator; two
trials (Ngai et al., 2015; Prendergast and Austin, 2001) referred to a random number
table; and one trial (Milgrom et al., 2011) generated a random sequence but it was not
clear whether they used a random number table or a computer random number
generator. In the remaining four trials (Leung et al., 2016; Honey, Bennett and Morgan,
2002; Wickberg and Hwang, 1996; Holden, Sagovsky and Cox, 1989), there was

insufficient information to assess the risk of bias for random sequence generation.

Appropriate allocation concealment was achieved in six trials (Dennis et al., 2020; Lund
et al., 2020; Wozney et al., 2017; Ngai et al., 2015; Milgrom et al., 2011; Rojas et al.,
2007). Five trials (Dennis et al., 2020; Lund et al., 2020; Wozney et al., 2017; Milgrom
et al., 2011; Rojas et al., 2007) used independent statistician or internet-based

randomisation service providers to conceal allocation; one trial (Ngai et al., 2015) used
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sequentially numbered, opaque and sealed envelopes which was considered as an
adequate attempt to conceal the allocation. In the remaining five trials (Leung et al.,
2016; Honey, Bennett and Morgan, 2002; Prendergast and Austin, 2001; Wickberg and
Hwang, 1996; Holden, Sagovsky and Cox, 1989), there was insufficient information to

permit judgement of high or low risk of bias.

Nine of eleven trials were considered as having a low risk of baseline differences
because there were no major imbalances between intervention group sizes, compared
with the intended allocation ratio and there was no significant difference between the
groups in terms of baseline characteristics or baseline measures of outcomes variables
(Dennis et al., 2020; Lund et al., 2020; Wozney et al., 2017; Leung et al., 2016; Ngai et
al., 2015; Milgrom et al., 2011; Rojas et al., 2007; Honey, Bennett and Morgan, 2002;
Holden, Sagovsky and Cox, 1989). In one study, baseline characteristics of women were
not reported, the baseline MADRS score was slightly higher in the intervention group;
therefore, this study was assessed as raising some concerns (Holden, Sagovsky and
Cox, 1989). In another study, there was a statistically significant difference between
the groups in baseline measures of EPDS. The baseline EPDS scores in the intervention
group were higher compared with the control group and it was not clear if the
imbalance was compatible with chance; therefore, this study was also assessed as

raising some concerns (Prendergast and Austin, 2001).

2.4.8.2 Bias due to deviations from the intended interventions

The women and the NMHSs were aware of their assigned groups. It was not possible
to blind participants and NMHSs because of the nature of the implemented
psychological interventions, as mentioned earlier; therefore, outcome data was likely
to be influenced by lack of blinding and all trials were assessed as having a high risk of

bias.

In one study, although the control group intended to receive ideal standard care there
was a contamination and almost 70% of the control group inadvertently received non-
specific emotional support, which included some degree of problem-solving and

pleasant event scheduling in their sessions; therefore, the outcomes might be affected
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by inappropriate control conditions (Prendergast and Austin, 2001). This study was

considered as having a high risk of bias.

2.4.8.3 Bias due to missing outcome data

Attrition rates varied between 9% and 28%. The loss to follow-up rates was low,
balanced and comparable in seven trials (Dennis et al., 2020; Lund et al., 2020; Leung
et al., 2016; Ngai et al., 2015; Rojas et al., 2007; Prendergast and Austin, 2001; Holden,
Sagovsky and Cox, 1989). In one trial (Milgrom et al., 2011), attrition rates were
balanced between the intervention and control groups; however, it was 28% at 8
weeks; therefore, this was regarded as unclear risk of bias. In another trial (Wozney et
al., 2017), the attrition rate was 19% at 12 months; however, 69% of participants had
complete data; therefore, this trial was also assessed as having unclear risk of bias. In
the remaining two trials (Honey, Bennett and Morgan, 2002; Wickberg and Hwang,

1996), there was insufficient information to make a decision.

2.4.8.4 Bias in measurement of the outcome

Seven trials maintained blinding of outcome assessors (Dennis et al., 2020; Lund et al.,
2020; Wozney et al., 2017; Ngai et al., 2015; Rojas et al., 2007; Wickberg and Hwang,
1996; Holden, Sagovsky and Cox, 1989). In six trials, an independent assessor carried
out the outcome assessment, or the assessor was blind to the allocation (Dennis et al.,
2020; Lund et al., 2020; Wozney et al., 2017; Rojas et al., 2007; Wickberg and Hwang,
1996; Holden, Sagovsky and Cox, 1989); and in one trial (Ngai et al., 2015), postal
guestionnaires were used. In the remaining four trials (Leung et al., 2016; Milgrom et
al., 2011; Honey, Bennett and Morgan, 2002; Prendergast and Austin, 2001), there

were insufficient details to assess the risk of detection bias.

2.4.8.5 Bias in selection of the reported result

The trial registry was available in five trials (Dennis et al., 2020; Lund et al., 2020; Ngai
et al., 2015; Milgrom et al., 2011; Rojas et al., 2007) and all expected outcomes were
reported. In the remaining five trials, the study protocol was not available; therefore,
they were assessed as unclear risk of reporting bias (Wozney et al., 2017; Honey,

Bennett and Morgan, 2002; Prendergast and Austin, 2001; Wickberg and Hwang, 1996;
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Holden, Sagovsky and Cox, 1989). In the remaining one trial, analysis intentions were

not reported to enable an assessment (Leung et al., 2016).

Table 4 displays the risk of bias assessment for the individually randomised trials.

Table 4: Risk of bias assessment for individually randomised trials
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2.4.9 Risk of bias in cluster-randomised trials

2.4.9.1 Bias arising from the randomisation process

Both cluster-trials tried to avoid recruitment bias in different ways. In one trial, the
randomisation was made using a table of random numbers by an independent
researcher who was unaware of the clusters (Rahman et al., 2008). In the other trial, a
computer randomisation programme was used by an independent statistician who
generated the allocation sequence (Morrell et al., 2009). In both trials, the number of

clusters were balanced between the groups.

2.4.9.1b Bias arising from the timing of identification and recruitment of participants

In one trial, the health workers were enrolled to participate in the study before
randomisation (Rahman et al., 2008). In the other trial, the health visitors and general
practitioners in each cluster signed a consent form before the random allocation
(Morrell et al., 2009). In Morrell et al.’s trial, some women were identified prior to
randomisation but recruited after the randomisation of clusters and in Rahman et al.’s
study women were identified after the randomisation of clusters. There was
insufficient information whether women were aware of cluster allocation; therefore,

these studies were considered as raising some concerns.

2.4.9.2 Bias due to deviations from the intended interventions

In both studies, the NMHSs and women were aware of the assigned interventions;
therefore, these studies were assessed as being at high risk of bias (Morrell et al.,

2009; Rahman et al., 2008).

2.4.9.3 Bias due to missing outcome data

Although one of the trials (Morrell et al., 2009) lost one cluster from the control group
and three clusters from the intervention group, attrition rate and the number of
participants in each group were balanced. In the other trial (Rahman et al., 2008),
there was no loss of clusters, but participants were lost to follow-up, which was again

balanced in each arm.
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2.4.9.4 Bias in measurement of the outcome

In one trial (Rahman et al., 2008), the outcome assessors were unaware of the
allocation status of the women and in the other trial (Morrell et al., 2009), the
outcomes were collected by postal questionnaires; therefore, both studies were

considered as having a low risk of bias.

2.4.9.5 Bias in selection of the reported result

The trial registry was available in studies and both trials took clustering into account
and the analysis was appropriate (Morrell et al., 2009; Rahman et al., 2008). In one
trial (Morrell et al., 2009), there were two different intervention groups (CBT and
counselling) and one control group. Although the women were allocated to three
groups at a ratio of 1:1:1, in the analysis, intervention arms were reported together
and compared with the control group. Therefore, the number of clusters in the CBT

group was estimated by dividing the clusters in the intervention group by half.

Table 5 demonstrates the risk of bias assessment for the cluster-randomised trials.

Table 5: Risk of bias assessment for cluster-randomised trials
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The effects of interventions are reported according to a pre-planned comparison (Pinar
2017: CRD42017066000). First, active versus control interventions’ effects on
postpartum, antenatal and perinatal depressive symptoms are discussed depending on
the types of psychological interventions (i.e., CBT, counselling, IPT). Then, active versus
active interventions’ (i.e., CBT vs. counselling; CBT from a nurse vs. CBT from a
psychologist) effects are described. Finally, secondary outcomes are reported using the
same structure. If a particular comparison is not reported it is because none of the

included studies made that particular comparison.

2.4.10 Effects of interventions on depression symptoms

Thirteen studies reported depression outcomes, of which eleven examined depression

in the postpartum period, one in the antenatal period and one in the perinatal period.

2.4.10.1 Effects of interventions on postpartum depression symptoms (active versus

control)

Comparison 1: CBT versus control

Seven trials provided data on short-term (< 6 months) outcomes for CBT relative to
control conditions, of which five reported sufficient data to be included in a meta-
analysis. All trials used the EPDS, except one trial which used the BDI for the
measurement of depressive symptoms; therefore, SMD was calculated. CBT delivered
by NMHSs showed an improvement in the symptoms of postpartum women (N= 500)
with depression (SMD= -0.36; 95% Cl -0.65 to -0.07; P=0.01) (Figure 3). There was

moderate heterogeneity (1>°=53%).

Ngai et al. (2015) and Wozney et al. (2017) did not report sufficient data to be included
in the meta-analysis, so the results of these two studies are summarised separately
here. Ngai et al. (2015) (n=397) found that telephone-based CBT delivered by a NMHS
was effective in decreasing minor and major depressive symptoms, compared with
standard care at six weeks (EPDS=10-12; MD=1.90; 95% Cl 0.72 to 3.08) (EPDS>12;
MD=5.0; 95% Cl 3.12 to 6.88). Wozney et al. (2017) (n=62) reported that postpartum

women in the CBT group delivered by NMHSs were 1.5 times as likely to experience
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recovery at three months (mid-intervention) compared to control group, which was

not statistically significant (p=0.742).

Experimental Control Std. Mean Difference Std. Mean Difference
Study or Subgroup Mean SD Total Mean SD Total Weight IV, Random, 95% CI IV, Random, 95% CI
Honey, Bennettand Morgan, 2002 14.87 587 23 1695 544 22 150%  -036(095023 e
Leung etal, 2016 1071 376 82 1156 289 82 277% -0.26 056, 0.06] —
Milgrom et al,, 2011 67 43 2 1 8 23 147%  -065[1.25,-0.0§) -
Prendergast and Austin, 2001 81 29 17 65 62 20 132% 031 034,087 -
Rojas etal,, 2007 85 641 101 128 742 106 284%  -0.62(-088,-034) ——
Total (95% Cl) 245 255 100.0%  -0.36[-0.85,-0.07] ‘
Heterogeneity. Tau?= 0,05 Chi*= 8.85, df= 4 (P = 0.07); F= 53% 5_2 *1 1‘ 2*

Test for overall effect Z=2.43 (P =0.01) CBT usual care

Figure 3: CBT versus usual care, short term (up to six months) outcomes in
postpartum depression

Seven trials provided data on medium-term (6 to 12 months) outcomes, of which five
could be included in a meta-analysis. The MD was calculated because all the trials used
EPDS for the measurement of depressive symptoms. CBT delivered by NMHSs
improved the symptoms of postpartum women (N= 710) with depression (MD=-1.32;
95% Cl -2.09 to -0.56; P=0.0007) (Figure 4). There were low levels of heterogeneity
(12=13%).

Ngai et al. (2015) and Wozney et al. (2017) did not report sufficient data to be included
in the meta-analysis, so the results of these two studies are summarised here. Ngai et
al. (2015) (n=397) found that telephone-based CBT delivered by a NMHS was effective
in decreasing minor symptoms (EPDS=10-12; MD=1.20; 95% CI 0.09 to 2.32) but not
major symptoms (EPDS>12; MD=1.69; 95% Cl -0.10 to 3.47) at six months. Wozney et
al. (2017) (n=62) reported that postpartum women in the CBT group delivered by
NMHSs were 1.54 times as likely to experience recovery at six months compared to

control group, which was not statistically significant (p=0.696).
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Experimental Control Mean Difference Mean Difference

Study or Subgroup Mean SD Total Mean SD Total Weight IV, Random, 95% Cl IV, Random, 95% CI
Honey Benneftand Morgan, 2002 12585 462 23 1563 728 22 44% -308(666,080) ———

Leung etal, 2016 94 278 82 10 322 82 466% -060[152,032) —H

Morrell et al., 2009 92 83 125 13 58 131 260% -210[-346,-0.74] —

Prendergast and Austin, 2001 62 42 17 77 39 20 80% -150[413,1.13] I
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Heterogeneity. Tau®= 0.11; Chi*= 45, df= 4 (P=0.33) F=13% T 1

Testfor overall effect Z=3.38 (P = 0.0007) CBT usual care

Figure 4: CBT versus usual care, medium term (6 to 12 months) outcomes in
postpartum depression

One trial provided data on long-term (12 months and above) outcomes. Wozney et al.
(2017) (n=62) reported that postpartum women in the CBT group delivered by NMHSs
were 12.5 times as likely to experience recovery at 12 months (p=0.009) compared to

control group.

Overall, taking the results of the meta-analyses and additional two studies not
included in the meta-analysis, CBT delivered by NMHSs for postnatal depression

symptoms was superior to control conditions, with some evidence of sustained effects.

Comparison 2: Counselling versus control

Two trials (Holden, Sagovsky and Cox, 1989; Wickberg and Hwang, 1996) (n=50; n=31
respectively) reported outcomes for the effectiveness of non-directive counselling
delivered by health visitors and nurses, respectively. In the first trial (Wickberg and
Hwang, 1996), 80% (12/15) of women with depression in the treatment group had fully
recovered, compared to 25% (4/16) of women in the control group post-treatment
(three months). The difference in recovery rate between the groups was 55%, which
was statistically significant (x2=7.24; P < 0.01). In the second trial (Holden, Sagovsky
and Cox, 1989), 69% (18/26) of women in the non-directive counselling group had
experienced diagnostic remission compared with 38% (9/24) in the control group post-
treatment (six months). The difference in recovery rate between the groups was

31.7%, which was again statistically significant (x>=5.06; P=0.03).
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Comparison 3: IPT versus control

One trial (Dennis et al., 2020) (n=241) reported outcomes for telephone IPT delivered
by nurses for the treatment of postpartum depression. In the short term (12-week
post-randomisation), 10.6% (11/104) of women in the treatment group remained
depressed in contrast to 35% (35/100) in the control group (OR=0.22; 95% CI 0.10 to
0.46). In the early medium term (24-week post-randomisation), 10.9% (11/101) of
women in the treatment group and 33.7% (34/101) in the control group remained
depressed (OR=0.24; 95% Cl 0.11 to 0.51). In the late medium term (36 weeks), 10.9%
(11/101) of women in the treatment group and 15.6% (15/96) in the control group
remained depressed and there were no significant group differences (OR=0.66; 95% Cl

0.29 to 1.52).

2.4.10.2 Effects of interventions on postpartum depression symptoms (active versus

active comparator)

Comparison 1: CBT versus counselling

Morrell et al. (2009) reported that 33% (46/140) of women who received CBT
intervention and 35% (46/131) of women who received counselling scored 12 or more
on EPDS at six months. There were no significant differences between the groups

(P=0.74) (the paper does not provide further details of the analysis).

Comparison 2: CBT from a nurse versus CBT from a psychologist

Milgrom et al. (2011) (n=45) reported eight-week post-treatment effects of CBT
delivered by nurses (n=22) versus psychologists (n=23). The difference between the
BDI-Il scores of the groups was not statistically significant (the paper does not provide

further details of the analysis).

2.4.10.3 Effects of interventions on antenatal depression symptoms (active versus

control)

Comparison 1: CBT versus control

One trial (Lund et al., 2020) (n= 420) examined the effectiveness of CBT delivered by
community health workers to women experiencing antenatal depression. This study
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did not find a difference between the groups in the early short term (eight months
gestation) (RR=1.10; 95% CI 0.72 to 1.68), late short term (three months postpartum)
(RR=1.16; 95% Cl 0.94 to 1.43), and long term (12 months postpartum) (RR=1.26; 95%
C1 0.99 to 1.60). Although this study attempted to deliver the intervention during
pregnancy, 27.7% of women received some or all sessions in the postnatal period. Of
the women in the intervention group, 80% received at least one session and 53%
completed all six intervention sessions. The outcomes, therefore, need to be
interpreted cautiously, as this study demonstrated the effectiveness of CBT delivered
in the perinatal period and only half the women completed all the intervention

sessions.

2.4.10.4 Effects of interventions on perinatal depression symptoms (active versus

control)

Comparison 1: CBT versus control

In one cluster trial (Rahman et al., 2008) (n=903), CBT was delivered by community
health workers to women during pregnancy and in the postpartum period. There was
an improvement in depression symptoms (Hamilton Depression Rating Scale) in the
medium term (six months) (n=818) (adjusted MD=-5.86; 95% Cl -7.92 to -3.80) and
long term (12 months) (n=798) (adjusted MD=-6.65; 95% Cl -8.56 to -4.74) (Rahman et
al., 2008).

2.4.10.5 Subgroup analyses

A number of a priori subgroup analyses were specified in the protocol (healthcare
professional, antenatal versus postpartum depression, intervention mode (e.g.
individual or group based)); however, there were sufficient data only for the
comparison of individual versus group interventions. Six trials included relevant data:
three trials delivered individual CBT by nurses and health visitors (Milgrom et al., 2011;
Morrell et al., 2009; Prendergast and Austin, 2001) and three trials delivered group
CBT interventions by health visitors, NMHSs, midwives and nurses (Leung et al., 2016;
Rojas et al., 2007; Honey, Bennett and Morgan, 2002) in the postpartum period. Short
term (up to six months) and medium term (6 to 12 months) outcomes were available

and calculated. The overall short-term CBT treatment effect was close to conventional
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levels of significance in group delivery format (MD= -2.36; 95% ClI -4.83 to 0.12; P=0.06;
12=80%); however, it was not significant in individual delivery format (SMD= -0.18; 95%
Cl-1.13 t0 0.77; P=0.71; 1?=78%). There was substantial heterogeneity in both groups.
Caution, therefore, is needed in interpreting the outcomes. Individual CBT intervention
had a higher pooled effect size (MD=-1.97; 95% Cl -3.18 to -0.77; P=0.001; 1>=0%) than
group intervention (MD=-1.03; 95% CI -2.03 to -0.03; P=0.04; 1°=16%) in the medium

term.
2.4.10.6 Sensitivity analysis

There was no pre-specified sensitivity analysis; however, a post hoc sensitivity analysis
was undertaken to understand whether including the cluster randomised trial
overestimated the effect size, despite calculating its effective sample size. It was
assessed by removing the cluster-randomised trial from the meta-analysis which was
conducted to examine the effectiveness of CBT delivered by NMHSs for the treatment
of postpartum depression. After the sensitivity analysis, the heterogeneity was zero
and the effect size was smaller; nevertheless, the overall effect favoured the CBT group

(MD=-0.96; 95% CI -1.73 to -0.18; P=0.02; 1>=0%), as illustrated in Figure 5.

Experimental Control Mean Difference Mean Difference
Study or Subgroup Mean SD Total Mean SD Total Weight IV, Random, 95% CI IV, Random, 95% CI
Honey, Bennett and Morgan, 2002 12,55 4.62 23 1563 7.28 22 47%  -3.08[6.66, 050 *
Leung etal, 2016 94 278 g2 10 3.22 82 70.6% -060[1.52 0.32) ——
Prendergast and Austin, 2001 62 42 15 738 18  7.7% -1.50[-4.29,1.29] *
Rojas etal, 2007 109 683 106 125 696 102 17.0% -1.60[3.47,027] ¢
Total (95% CI) 226 224 100.0% -0.96 [-1.73,-0.18] e
Heterogeneity: Tau®= 0.00; Chi*= 2.53, df= 3 (P = 0.47); F= 0% 5_2 51 3 15 2’
Testfor overall effect: Z=2.42 (P =0.02) CBT usual care

Figure 5: Sensitivity analysis: CBT versus usual care medium term (6 to 12 months)
outcomes in postpartum depression

Overall, CBT, counselling and IPT delivered by NMHSs for postnatal and perinatal
depression symptoms was superior to control conditions in the short and medium
term. There were no statistically significant differences between the following groups:
CBT versus counselling and CBT from a nurse versus CBT from a psychologist on
postpartum depression symptoms. The subgroup analyses in group versus individual

interventions showed inconsistent treatment effect sizes in the short and medium
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term because of low number of trials included in the meta-analyses and substantial

heterogeneity.

2.4.11 Effects of interventions on anxiety symptoms

Four studies reported anxiety outcomes, all of which examined anxiety in the

postpartum period.

2.4.11.1 Effects of interventions on postpartum anxiety symptoms (active versus

control)

Comparison 1: CBT versus control

Leung et al. (2016) (n=164) used the Hospital Anxiety and Depression Scale for the
measurement of anxiety and reported non-significant group differences in the short
term (three-month) (MD= 1.94; ANCOVA p=0.21) and medium term (six-month) (MD=
0.23; ANCOVA p=0.72).

Comparison 2: IPT versus control

Dennis et al. (2020) (n=241) used the State Anxiety Inventory (STAI) for the
measurement of anxiety and reported that at the short-term (12 weeks) assessment,
40.4% (42/104) of women who received IPT by nurses, had an anxiety score >44 on the
STAI, in contrast to 65% (65/100) in the control group, which was favourable to the IPT
group (OR=0.36; 95% Cl 0.21 to 0.65). Significant group differences were also
maintained in the early medium term (24 weeks) (OR=0.20; 95% CIl 0.11 to 0.37) and
late medium term (36 weeks) (OR=0.47; 95% Cl 0.26 to 0.85), favouring telephone IPT.

Comparison 3: CBT and counselling versus control

Morrell et al. (2009) used STAI to measure the effectiveness of both CBT and
counselling delivered by health visitors. There was an improvement in the symptoms
at six months (n=390) (MD=-3.8; 95% Cl -6.6 to -1.0); and at 12 months (n=255) (MD=-
4.3; 95% Cl -8.1 to -0.7); but not at 18 months (n=131) (MD=-1.9; 95% CI -6.9 to 3.5).

92



2.4.11.2 Effects of interventions on postpartum anxiety symptoms (active versus

active)

Comparison 1: CBT from a nurse versus CBT from a psychologist

Milgrom et al. (2011) (n=36) used the DASS 21 SF anxiety sub-scale for the
measurement of changes in the symptoms of anxiety. There was no between group
differences (p>0.05) in the early short term (three-week) and late short term (post-

treatment eight-week) outcomes (no further information than this was reported in the

paper).

2.4.11.3 Effects of interventions on antenatal anxiety symptoms

None of the trials fell into this category.

2.4.11.4 Effects of interventions on perinatal anxiety symptoms

None of the trials fell into this category.

2.4.12 Effects of interventions on mother-infant relationship

2.4.12.1 Effects of interventions on the postpartum mother-infant relationship

(active versus control)

Comparison 1: CBT versus control

Ngai et al. (2015) published a separate paper (Ngai et al., 2016) for the outcomes of
the Parenting Stress Index Short Form (PSI-SF). The PSI-SF consists of three subscales,
one of which is the Parent-Child Dysfunctional Interaction (PCDI), which is related to
parents’ dissatisfaction with interactions with their children and the degree to which
parents find their children unacceptable. There was a beneficial effect of CBT delivered
by midwives on PCDI outcomes in the short term (six weeks) (MD=3.92; 95% Cl 2.59 to
5.25) and medium term (six months) (MD=1.14; 95% Cl 0.23 to 2.50) (n=397) (Ngai et
al., 2016).

2.4.12.2 Effects of interventions on the antenatal mother-infant relationship

None of the trials fell into this category.
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2.4.12.3 Effects of interventions on perinatal mother-infant relationship

None of the trials fell into this category.

2.4.13 Effects of interventions on the cognitive and emotional development of the

infant

2.4.13.1 Effects of interventions on postpartum cognitive and emotional

development of the infant (active versus control)

Comparison 1: CBT versus control

Two trials (Ngai et al., 2016; Rahman et al., 2008) reported outcomes for the
effectiveness of CBT delivered by midwives and community health workers on the
cognitive and emotional development of the baby. Ngai et al. (2016) (n=397) used PSI-
SF, which uses a subscale of Difficult Child. It measures parents’ perceptions of their
children’s self-regulatory abilities. There was a beneficial effect of CBT delivered by a
midwife on Difficult Child outcomes in the short term (six weeks) (MD=2.78; 95% Cl
1.28 to 4.27) and medium term (six months) (MD=0.95; 95% Cl 0.45 to 2.36) (Ngai et
al., 2016).

Rahman et al. (2008) reported CBT (delivered by community health workers) outcomes
on children in a separate paper (Maselko et al., 2015). Children’s cognitive and
socioemotional development were assessed when the children were about seven
years old. WPPSI-IV was used for cognitive development; SDQ for behavioural and
emotional problems; and SCAS for the assessment of anxiety. They compared three
groups: prenatally depressed intervention group (n=289); prenatally depressed control
group (n=295); and prenatally non-depressed group (n=300). The results showed that
the difference between prenatally depressed intervention and control groups was not
statistically significant in terms of cognitive (adjusted MD=-0.01; 95% Cl -2.09 to 2.07)
and socioemotional development outcomes (adjusted MD=0.51; 95% Cl -0.45 to 1.47);
however, when these groups were compared with a sample of seven years old children
whose mothers were not depressed in the antenatal period, those whose mothers had
depression in the antenatal period had more socioemotional problems (adjusted

MD=0.78; 95% CI 0.09 to 1.47), but there were no difference between the groups in
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terms of cognitive outcomes (adjusted MD=0.73; 95% CI -0.80 to 2.27) (Maselko et al.,

2015). This finding was not a pre-planned comparison in the registered protocol.

2.4.13.2 Effects of interventions on the antenatal cognitive and emotional

development of the infant

None of the trials fell into this category.

2.4.13.3 Effects of interventions on perinatal cognitive and emotional development

of the infant

None of the trials fell into this category.

2.4.14 Effects of interventions on relationship with partner

2.4.14.1 Effects of interventions on postpartum relationship with partner (active

versus control)

Comparison 1: CBT versus control

One trial (Leung et al., 2016) reported CBT outcomes, delivered by NMHSs, using
Family APGAR and Dyadic Adjustment Scale (DAS). The Family APGAR measures
satisfaction with family functioning in five dimensions: adaptation, partnership,
growth, affection and resolve. The DAS consists of four subscales: affectional
expression; dyadic consensus; dyadic cohesion; and dyadic satisfaction. This study
showed no significant group differences for family functioning in the short term (3-
month) (MD=0.87; ANCOVA p=0.69) and medium term (6-month) (MD=1.22; ANCOVA
p=0.25); and again no significant group differences for the relationship with the
partner (DAS) in the short term (3-month) (MD= 0.02; ANCOVA p=0.80) and medium
term (6-month post-intervention) (MD=0.33; ANCOVA p=0.55) (Leung et al., 2016).

Another trial (Honey, Bennett and Morgan, 2002) reported no significant medium term
(six months) outcomes of CBT delivered by health visitors for the quality of the marital

relationship as measured by DAS (ANOVA p>0.1).
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Comparison 2: IPT versus control

One trial (Dennis et al., 2020) reported outcomes using the DAS. There was overall
improvement on the quality of the partner relationship. Significant differences were
found in the mean scores, favouring telephone IPT delivered by nurses in the short
term (three months) (t=2.98; p=0.003) and early medium term (six months) (t=2.74;
p=0.007) but fell short of conventional statistical significance in the late medium term

(nine months) (t=1.74; p=0.08).

2.4.14.2 Effects of interventions on antenatal relationship with partner

None of the trials fell into this category.

2.4.14.3 Effects of interventions on perinatal relationship with partner

None of the trials fell into this category.

2.5 Discussion of review findings

2.5.1 Summary of findings

The systematic review sought to answer the following questions:

e How effective are psychological interventions delivered by NMHSs in the
treatment of perinatal depression and on secondary outcomes (maternal
anxiety, mother-infant relationship, cognitive and emotional development of
the baby, and relationship with partners)?

e Which NMHS groups have delivered these treatments for perinatal depression?

e What are the types of interventions delivered by NMHSs in the treatment of

perinatal depression?

This review summarises the outcomes of thirteen trials involving 3040 women,
conducted in eight countries. The meta-analyses showed that CBT delivered by NMHSs
may be effective for the treatment of postpartum depression, compared to control
conditions in the short term (up to six months) with a small to medium effect size, and
in the medium term (6 to 12 months) with a large effect size. There was also some

evidence on the effectiveness of CBT for perinatal depression symptoms; however, its
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effectiveness in the antenatal period was not statistically significant when compared to
control conditions. There were fewer studies examining the other type of
interventions’ effectiveness, for example, counselling and IPT. However, there was
some evidence that counselling and IPT for postpartum depression may be effective

when delivered by NMHSs.

Although the review examined a whole range of secondary outcomes, there was
extremely limited data on most of these. There was some evidence of the efficacy of
IPT delivered by NMHSs on decreasing postnatal anxiety symptoms; CBT delivered by
NMHSs on improving mother-infant relationship; and CBT delivered by NMHSs on the
cognitive and emotional development of the infant in the short- (< 6 months) and

medium-term (6 to 12 months).

In this review, the NMHS groups were nurses, health visitors, midwives and community

health workers and the type of interventions were CBT, counselling and IPT.

2.5.2 Strengths and limitations

The strengths and limitations of the review and the primary studies within the review
need to be considered before making conclusions about the findings. Although the
overall methodological quality of studies was moderate, many of the trials had
limitations in the reporting of information required to assess risk of bias. There is
evidence that inadequate allocation concealment artificially inflates observed effects
(Pildal et al., 2007; Wood et al., 2008). Allocation concealment was not reported in
almost half of the trials, which might lead to selection bias. The trial registry was not
available for half of the trials, which may lead to reporting bias. The participants were
not blinded to the interventions, though this is difficult if not impossible to achieve in
trials of psychological interventions. The size of the included trials was small in many
studies, which might also influence treatment effect estimates (Dechartres et al.,
2013). It was not possible to assess publication bias using funnel plots, because of the
low number of studies included in the meta-analyses. Taken together, these factors
may have led to an overestimate of the actual effect of interventions delivered by

NMHSs for the treatment of perinatal depression.
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In addition, few studies reported longer-term outcomes, so it is difficult to draw
conclusions about the durability of the observed treatment effects. There were a
limited number of trials available for many of the comparisons. The majority of the
trials were conducted in high-income countries, which limits generalisability of the
findings outside of these contexts. Overall, the results, therefore, should be

interpreted with some caution.

The review has a number of strengths: (1) the FINER criteria (Cummings, Browner and
Hulley, 2007; Thomas et al., 2019) were considered in developing the review
guestions; (2) the protocol was registered with PROSPERO before starting the review
(Pinar 2017: CRD42017066000); (3) only RCTs were included in this review because
they are known as the most rigorous methods to draw a conclusion on the
effectiveness of treatments (McKenzie et al., 2019); (4) a detailed systematic review of
all published, unpublished and ongoing RCTs, without language or date restrictions
was conducted; (5) CRD (University of York CRD, 2009) and Cochrane Handbook for
Systematic Reviews of Interventions (Higgins et al., 2019) were followed while
conducting the review; (6) and the PRISMA statement was followed in reporting the

review.

Although all attempts were made to limit the researcher’s bias on the systematic
review, title and abstract screening and risk of bias assessment of the included studies
were made by one reviewer, because of the large number of citations identified for
screening. This may potentially affect the assessment of the methodological quality of
this systematic review (Shea et al., 2007). There may have been value in conducting a
more focused search, so that a second reviewer could feasibly have conducted an

independent review of the titles and abstracts.

In summary, the key limitations of the review outcomes are as follows: (1) There was a
clear and unavoidable problem with blinding women to assigned groups which might
potentially exaggerate intervention effect estimates (Wood et al., 2008); (2) Allocation
concealment was not reported almost half the trials which might lead to selective
enrolment of women to the appropriate groups. There is evidence that the inadequate
allocation concealment artificially inflates the observed effects (Pildal et al., 2007;

Wood et al., 2008); (3) The size of the included trials was small, which might influence
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treatment effect estimates (Dechartres et al., 2013). These considerations are likely to
overestimate the actual effect of interventions delivered by NMHSs for the treatment
of perinatal depression. In addition, it is unclear what impact the use of a sole reviewer

had on the identified and coding of studies.

2.5.3 Interpretation of findings

The meta-analyses showed some evidence of the effectiveness of CBT delivered by
NMHSs relative to control conditions in the treatment of postpartum depression
symptoms in the short- (< 6 months) and medium-term (6 to 12 months). The review
also found some evidence for other treatment modalities, including counselling and
IPT. However, given the limitations discussed above, caution is needed in interpreting
these results and further research is warranted. These findings are similar to a previous
review that included postpartum women who were recruited in primary care or
community settings and treated in community settings (Stephens et al., 2016). Only
three trials from this review overlapped with Stephens et al. (2016) and the review
described here differs in that it includes only interventions delivered by trained health

workers.

There were too few trials to draw firm conclusions about the effectiveness of
psychological interventions on the secondary outcomes: postpartum anxiety
symptoms, mother-infant relationship, cognitive and emotional development of the
baby and relationship with the partner. This may be related to the context of the
interventions that focus only on the treatment of depression. There was some, though
very limited, evidence of the effectiveness of: IPT delivered by NMHSs on decreasing
postnatal anxiety symptoms; CBT delivered by NMHSs on improving mother-infant
relationship; and CBT delivered by NMHSs on cognitive and emotional development of

the infant in the short- (< 6 months) and medium-term (6 to 12 months).

In this review, the NMHS groups were nurses, health visitors, midwives and community
health workers. The review shows the feasibility of training NMHSs for the treatment
of perinatal depression, which may be helpful for settings in which there are an

insufficient numbers of qualified therapists and high perinatal depression prevalence.
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2.5.4 Implications for future research

In this systematic review, the range of psychological interventions delivered by NMHSs
was limited to CBT (including psychoeducation), IPT, and counselling. Meta-analyses
were possible only for CBT delivered in the postpartum period. There were too few
trials of other interventions to draw firm conclusions about the effectiveness of these
approaches. There are three ongoing trials, all of which are using CBT interventions,

which again shows the need for the evaluation of other types of interventions.

Although some of the included studies briefly mentioned the training process of
NMHS, these studies were limited because of the missing information about how
interventions were adapted to address women’s needs during pregnancy or in the
postpartum period and specifically, how the NMHSs were trained and the
interventions implemented. The next stages of this thesis provide detail about such an

adaptation process.

As discussed in chapter one, BA is a good candidate for an intervention delivered by
non-specialists because it is simple relative to other treatments; however, this review
did not identify any BA studies delivered by NMHSs to women with ante- or post-natal
depression. This finding has informed the scope of the second and third studies in
chapters four and five, with the aim of adapting a BA intervention manual intended for
delivery by NMHSs, potentially maternity support workers, for the treatment of

perinatal depression.

From the included thirteen trials, only two of them delivered the intervention to
women in the antenatal period and one further study continued the intervention in
the postpartum period as well. Of the three trials that are currently underway, none of
them include participants in the antenatal period. As was discussed in chapter one,
there may be value in detecting depression as early as possible antenatally and then
providing support to women during pregnancy and in the postpartum period. The BA
intervention manual and booklet were adapted to respond to these gaps in the
evidence and help support women experiencing depression during pregnancy and in

the postpartum period.
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With appropriate training, NMHSs could implement psychological interventions and
the need for a qualified therapist may be compensated for in this way. Cost-
effectiveness studies are, therefore, needed to draw conclusions on the benefits of
using NMHSs for the treatment of perinatal depression rather than qualified

therapists.

2.6 Conclusion

In summary, there is some evidence that psychological interventions delivered by
NMHSs may be effective for postpartum depression compared to control conditions;
however, there were some concerns about the methodological quality of the studies.
More studies are needed to draw conclusions about the types of psychological
interventions (i.e., IPT, counselling), time of delivery (i.e., antenatal, postpartum,

perinatal); and cost-effectiveness of using NMHSs.

Although BA is a potentially simpler psychological intervention relative to alternative
approaches, it has not as yet been delivered by NMHSs for perinatal depression. The
aim of this PhD study is, therefore, to inform the adaptation of a BA therapy manual
and guided self-help booklet, through listening to women’s experiences of perinatal
low mood or depression and exploring the practicality of using MSWs by asking
women and healthcare professionals and involving them in the design of the manual
and booklet. The next chapter describes the methodological considerations for the

interrelated second and third studies of this PhD research.

101



Chapter 3: Theoretical framework, methodology and methods of
sampling, data collection and analysis for the second and third study

elements of the thesis

3.1 Introduction

This chapter outlines the theoretical framework, methodological considerations and
sampling, data collection and analysis methods related to the research aims for the
second and third study elements of the thesis. The main reason for combining these
two study elements in one chapter is that they both fall within the qualitative tradition
and the phases are sequential and interlinked, with one building on the other. The
second study element of the thesis included individual interviews with women who
have experienced perinatal low mood or depression and individual and focus group
interviews with healthcare professionals (HCPs) who have experience of providing
support or care for those women. The findings were used in the adaption of the
behavioural activation (BA) intervention manual and booklet, intended for delivery by
NMHSs, such as maternity support workers (MSWs) for the treatment of perinatal
depression. The third study element of the thesis consisted of co-designed workshops
in which the BA manual and booklet were improved with the involvement of women

and HCPs.

A theoretical perspective of symbolic interactionism (SI) and the experience-based co-
design (EBCD) approach were used within the second and third study elements and the
methodological design of ethnography was deployed within the second study element
of the thesis. This chapter discusses the planning stage and structure of the research
design in detail, engaging with research sites, the challenges with recruitment and
inclusion and exclusion criteria, the data collection period and reflexive notes, the
analytic processes, and a detailed discussion of the methodological challenges and

how they were addressed.
3.2 Developing the second and third study designs

Designing a research study requires outlining which research questions the study aims
to answer, determining which research paradigm will be employed, organising where

and from whom the evidence or data will be gathered, deciding how the evidence or
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data will be processed and displayed, and planning how the report will be written

(Creswell and Plano Clark, 2018; Kumar, 2019).

The starting point for designing the second and third studies was the literature review
detailed in chapter one and the systematic review presented in chapter two. The
literature review identified gaps in the evidence regarding women’s experiences of
perinatal depression, challenges in disclosing their feelings, the treatment options
offered by HCPs and the received psychological interventions, if any. It also revealed
gaps related to the HCPs’ experiences of providing support and care for women who
have perinatal low mood or depression, the screening process for perinatal
depression, available treatment options, and the acceptance of them by women. The
findings of the systematic review found gaps in the evidence about the effectiveness of
BA as delivered by non-mental-health specialists for the treatment of perinatal
depression. Thus, the second study was designed to explore women’s experiences of
perinatal low mood or depression and HCPs’ experiences with those women and to
inform the next stage of the PhD study around what might be the opportunities,
challenges and barriers to introducing BA therapy. The ‘low mood or depression’ term
is used throughout the thesis because women may not choose to seek help from HCPs
and perinatal depression might not be diagnosed. The second study also explored the
reasons behind this phenomenon. The third study element was designed to adapt the
BA intervention manual intended for delivery by NMHSs, such as MSWs for the
treatment of perinatal depression. Aims and objectives for the second and third study
elements are detailed in section 3.3.1 ‘aim and objectives (second and third studies)’

and also summarised in Table 6.

To address the research aims for the second and third study elements, a qualitative
paradigm was chosen and a theoretical-methodological perspective of SI by Blumer
(1998) was adopted within an EBCD approach as advocated by Bate and Robert (2007),
which derives from an action research tradition. The theoretical perspective of Sl is
congruent with, and often employed within, the methodological design of
ethnography; therefore, ethnography was used in the second study element in order
to better understand women’s lives, behaviours and interactions while experiencing
low mood or depression and HCPs’ caring practices for those women. These

approaches were helpful to better understand the meaning of perinatal depression
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and its influence on individuals’ social actions and how these meanings and

understandings are shared amongst the women and HCPs.

In the second study, face-to-face, semi-structured individual interviews with women

and face-to-face semi-structured individual and focus group interviews with HCPs were

planned to gather data from participants who were chosen with purposive and

theoretical sampling methods, as detailed in section 3.3.3 ‘sampling technique (second

and third studies)’ in this chapter.

Table 6: A summary of aim and objectives and methodological design for the second

and third study elements

Research Aim and Objectives

Methodological

from HCPs, treatment preferences and expectations of HCPs and
provision of perinatal depression care

b) To explore HCPs’ experiences of supporting women with
perinatal low mood or depression in terms of; identifying,
supporting, and caring for women with perinatal depression,
available services and treatment options, and any suggestions to
improve perinatal depression treatments and provision of care
and services

¢) To inform the third stage of the PhD research around what
might be the opportunities, challenges and barriers to

introducing the BA therapy, BA manual and BA booklet

Design
Second study (interviews with women and HCPs): Ethnography
a) To explore women'’s past experiences of (EBCD
perinatal low mood or depression in terms of; their management | discovery
skills, perceived barriers and facilitating aspects of seeking help phase)

Third study (co-design workshops):
To inform the adaptation of a BA Therapist Manual intended for
delivery by MSWs for the treatment of perinatal depression and

a BA guided self-help booklet intended for the use of women

with perinatal depression

EBCD co-design

phase
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In the third study, co-design workshops were planned in the adaptation of the BA

booklet and manual, with the involvement of women and HCPs who were selected

with the same sampling strategy as adopted in the second study element of the thesis.

Thematic analysis by Braun and Clarke (2006) was chosen for the analysis of data

collected from the second and third study elements. Figure 6 illustrates the summary

of the methodological considerations and sampling, data collection and analysis

methods for each study element, which was adapted from Creswell and Plano Clark’s

(2018) framework.
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Figure 6: Application of Creswell and Plano Clark’s (2018) framework for developing

my research study
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In the rest of this section, theoretical-methodological considerations and their
rationales are discussed in detail. Specifically, the next section addresses how decisions
were made about the research study design and discusses the strengths and

weaknesses of each element.

3.2.1 Choosing a research paradigm for the second and third studies

A paradigm is defined as an approach to research, which consists of epistemological
and ontological views, theoretical perspectives and methodological considerations, as
illustrated above in Figure 6 (Creswell and Plano Clark, 2018; Barbour, 2014; Giacomini,
2010; Bowling, 2009). Different research paradigms can be used in varying forms of

research enquiries to achieve different research goals (McNiff and Whitehead, 2011).

In answering a research question, there are two main paradigms ‘qualitative and
guantitative’ and there is also a growing trend of combining both paradigms, referred
to as ‘mixed-methods’ (Kumar, 2019; Creswell and Plano Clark, 2018; Flick, 2015;
Patton, 2015). These paradigms are influenced by a variety of epistemological and
ontological perspectives (Kumar, 2019; Creswell and Plano Clark, 2018; Patton, 2015)
and these are discussed below, before discussing the paradigm chosen for this

research study.

3.2.2 Ontological and epistemological assumptions

Ontology is related to ideas about the nature of reality and tries to understand if a
social reality exists independent of human conceptions and interpretations and if
common or multiple social realities exist (Ritchie et al., 2014). There are two major
philosophical positions in this regard: realism and idealism. Realism asserts that reality
exists independent of people’s interpretations, so there is a division between reality
and its interpretation by people. Idealism argues that reality is dependent on people’s
interpretations, so there is a relationship between reality and the human mind and
socially constructed (shared) meanings (Barbour, 2014). Many qualitative researchers
choose idealism while exploring the social world from the interior (the insider’s view).
Action researchers see people as part of their world where they are co-creating reality.
Our social world consists of ourselves and our relationships with others in which we

participate and co-create it (McNiff and Whitehead, 2011; Reason and Bradbury,
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2001). We co-create the ‘reality’ with our feelings, perceptions and relationships with

others (Reason and Bradbury, 2001).

Epistemology is concerned with the nature of knowledge and the ways of learning
about reality (Patton, 2015). There are two fundamental ways of acquiring knowledge,
inductive and deductive logic, which are crucial in a scientific enquiry (Barbour, 2014
Flick, 2015). Inductive reasoning involves building up ideas emerging from the data
generated, while deductive reasoning is being done to collect data in order to test the
ideas (Creswell and Plano Clark, 2018; Barbour, 2014; Ritchie et al., 2014; Bowling,
2009). Individuals’ perspectives and the context of data generated play a key role in
this study for the creation of ideas and statements, therefore an inductive approach

was preferred for the research study.

There are different epistemological positions, for example, positivism, interpretivist/
constructivist approaches, critical theory and action research. Positivism is often
applied to quantitative paradigms and within this paradigm, reality is seen as objective
and knowable via scientific methods without people’s interpretation of it. In contrast,
interpretivist/ constructivist approaches are applied within qualitative paradigms and
assume that there is no ultimate objective reality and knowledge, and that reality
depends on subjectivity, people’s interpretation of it and so how their constructed
meaning arises from their experience (Barbour, 2014). Critical theory is based on
divulging and challenging power relations to change the social circumstances that are
seen as unacceptable (Ritchie et al., 2014). It includes different terms, for instance,
social models of disability, critical race theory, queer theory and feminism, all of which
claim that a variety of social and cultural factors affect people’s lives (Ritchie et al.,
2014). Of the critical theories, feminism has an important place in guiding the action
research tradition. Feminist researchers opine that there is a strong difference in the
roles and power of researchers and participants during the research process (Flick,
2014). This view helped to clarify the roles of the people involved in the research and
the importance of the collaborative process (Ritchie, et al., 2014). Action research
relates to critical theory, appeared after this stage and aimed to fill the gap between
the researcher and the participant and encourage the active involvement of users

(Ritchie, et al., 2014). While critical theory tries to understand the situation in order to
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change it, action research goes beyond that and asks how it can be changed (McNiff

and Whitehead, 2011).

In 1946, Kurt Lewin, a social psychologist, first introduced the concept of ‘action
research’ as “comparative research on the conditions and effects of various forms of
social action and research leading to social action” (Lewin, 1946, p. 35). Action
research combines knowledge and experience and production for the aim of
supporting learning with and among individuals and systems, in order to improve the
situation of individuals involved (Bowling, 2009; Potvin, Bisset and Walz, 2010). It
provides a bridge between the researcher, who has status and power, and the
participant, who has knowledge and experience, creating a space to collaborate and
coproduce meaningfully, values all perspectives and skills and builds and maintains a
partnership between the researcher and the participant (Barbour, 2014; McNiff and
Whitehead, 2011; Friedman, 2001). Participants are seen as co-researchers in action
research, rather than subjects who share common goals with researchers, in order to
achieve change through the co-creation of new knowledge or mutual learning, in a
positive and respectful environment and democratic way for the benefit of the general
public (Friedman, 2001). As a summary, the basic principle of action research is to
reduce the gap between the researcher and participants and increase the involvement
of service users, carers, patients and community members, for the purpose of
understanding their needs and making the study findings more relevant to their needs

(Kumar, 2019).

Although action research is a kind of knowledge-generating endeavour, this is a very
limited explanation of what is actually being done in action research to create
knowledge. It is important to understand the nature and forms of knowledge in action
research, for instance, representational knowledge, relational knowledge and
reflective knowledge, in order to understand the epistemological underpinnings that

form action research (Park, 2001).

Representational knowledge consists of two subtypes: functional and interpretive
forms (Park, 2001). The functional form lies in the description of an individual, an event
or an experience and making predictions between the two events or experiences by

demonstrating previous events and their probable consequences. This knowledge is
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important in order to control events, by knowing their predictors; however,
methodological frameworks for producing this type of knowledge in pure science
requires the separation of researcher from the object of inquiry to minimize the effect
of the researcher. In applied sciences and action research, this type of knowledge is
also crucial to understand individuals and their behaviours because they use this form
of knowledge in their daily routines, for instance, in trying to figuring out what causes
sleeping problems, and this is only possible with trust and close relationship with
participants, not separation. Interpretive forms of knowledge are about understanding
meaning through understanding the participant as a whole, with their beliefs,
thoughts, perceptions, past life, personal likes and dislikes, and re-presenting
knowledge for interpretation. In action research, the researcher should be willing to
listen to the participant and be open to the new information emerging from the
discussion. Interpretation of knowledge enables the integration of information and
builds a meaningful pattern, rather than breaking them down into two events, two

variables (Park, 2001).

Relational knowledge facilitates people’s connection with each other and makes them
feel like they are part of a community, through understanding and sharing the feelings
(empathy) and experiences of each other and ‘knowing’ one another (Park, 2001).
Knowing one another does not mean knowing an objective thing, such as a fact or a
theory. It is a subjective knowledge, which has relational meaning. Knowing each other
as human beings who have fears, tears, experiences, moral values, unique features and
stories and treating everyone equally, is an important part of action research (Park,

2001).

However, realising, understanding and knowing others or the world cannot be the only
solution for the challenges people face in everyday life. Reflective knowledge is the
other crucial feature of action research in both theory and practice that gives people
the power of self-confidence to consider engaging in activities in order to change or

improve the situation for the benefit of people (Park, 2001).

Action research is often small-scale and uses qualitative methods to produce data and
knowledge and to set up and implement change (Barbour, 2014). Although action

researchers heavily use qualitative methodologies to address research inquires, they
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can also choose a quantitative methodology if the decision is made by the people
involved (Lincoln, 2001; McNiff and Whitehead, 2011). In principle, researchers can
adapt the methodological framework for their design which is appropriate for their

research question, aims and objectives (Bourgeault, Dingwall and de Vries, 2010).

To address the overall research aims outlined at the start of the chapter, a qualitative
approach was adopted since it enables researchers to explore the phenomenon from
the subjective stance by asking ‘why’, and ‘how’ questions, and interpreting the
answers in a naturalistic way, to gain a deeper understanding of people’s own
experiences and meanings (Pope and Mays, 2006; Ritchie et al., 2014). Qualitative
methods are powerful in terms of exploring feelings and perceptions, how and why a
situation occurs and producing detailed analysis of the target group; however, they
often seem limited because of small number of participants included in the study.
Therefore, generalizing findings to a large group is not possible. Furthermore, analysis
of data requires a lot of time, and interpretation of the data is made by the researcher
rather than a statistical analysis software, therefore relying on a rigorous research
process and trustworthiness (Kumar 2019; Flick, 2015; Barbour, 2014; Flick 2014). On
the other hand, while a quantitative approach has the strengths of demonstrating
generalizable relations between variables and outcomes, it has pre-determined
options or categories and it is limited in understanding the context or setting in which
people talk (Braun and Clarke, 2013; Flick, 2015). A qualitative approach, by contrast, is
not restricted to researchers’ pre-existing knowledge of the field, so it can supply
richer data (Braun and Clarke, 2013). Also, the voices of participants are not directly
heard in quantitative research (Ritchie et al., 2014). Thus, qualitative approach was

used in the second and third study elements of the thesis.

3.2.3 Theoretical perspective for the second and third studies

Theoretical perspectives are interpreted as a lens through which the researcher sees
the world and interprets their observations (Bowling, 2009; Ritchie et al., 2014). It is
important for the researcher to be aware of their theoretical perspectives because
researchers from a different background may observe the same reality but their
interpretation may be varied (Barbour, 2014). There are a couple of theoretical

perspectives widely used in qualitative research approach. Symbolic interactionism (Sl)
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is one of the major movements in qualitative research (Ritchie et al., 2014). Within
EBCD, | adopt the theoretical perspective of Sl by Blumer (1998). Blumer is essentially a
sociologist and one of the students of Mead who is seen as the founder of SI (Patton,

2015).

Sl comes from the work of George Herbert Mead (1863-1931), who was a sociologist
and professor of philosophy in the School of Philosophy at the University of Chicago
(Flick, 2014). This school mainly taught pragmatism, which influenced Mead’s ideas
about the nature of truth and development of the Sl perspective (Charon, 1998). The
students of Mead collected his class notes after his death and published a book named

Mind, Self and Society in his name.

Blumer was a student of Mead and was very interested in social interaction, symbols
and their meanings, and put forward the term Sl and Mead’s description of it in a book
titled “Symbolic Interactionism perspective and method” in 1969 (Patton, 2015).
‘Symbolic’ means that people live in a world that consists of objects (e.g. physical and
social objects) which do not have natural meanings to people. Instead, the meaning of
an object derives from the interaction with others and the interpretation of this action
(Blumer, 1998). SI emphasises the importance of symbolism, how symbols, language
and non-verbal symbols influence people’s interaction. Sl focuses on understanding
interactions between people and the symbolic meanings that people attach to their
social actions, interpretations and reactions to their environment (Patton, 2015; Flick,
2014; Ritchie et al., 2014; Bourgeault, Dingwall and de Vries, 2010; Blumer, 1998). The
Sl approach is essentially underpinned by the idea that meanings are constructed
through the interaction of people and that meanings are shaped with action (Charon,

1998).

Sl can be used to illustrate all social situations, as it is helpful in finding solutions for
complex social problems (Charon, 1998). For the research study described here, the
value of Sl to qualitative inquiry is its well-defined emphasis on the power of symbols
and the interpretative procedures, looking at people’s perspective of the world,
looking at the meanings that are constructed and shared amongst people, all of which
are central to understanding human behaviour, because meanings and social actions

are linked. It is also important to try to understand how the interactions between
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people in the group are affected by their meanings. People will operate with different
worldviews, perspectives and meanings but they have to come together for a purpose
and the interesting thing is how they come together and negotiate the different

understanding of meanings, all of which affect their interactions.

Choosing Sl as a theoretical perspective for the purposes of this research had a number
of advantages. First, it is related to philosophical assumptions that are the most
appropriate way to explain a complex social world. Second, it focuses on how people
describe their world and how that explanation shapes their action. This is important
when exploring women’s experiences of perinatal low mood or depression and its
influence on their social actions, daily life, behaviour, thoughts, relationship with
others and interaction and communication with the social world, all of which have
crucial implications. When adapting a guided self-help booklet and therapy manual, it
is crucial to understand the situations women act in, so as to better address their
needs, change their behaviour for the better, alter their attitudes and make a better
world for them. Third, S| emphasises that it is hard to change people in one direction
because human beings are complex and they choose their own directions in
communicating with others and within themselves. Sl is the best choice in
understanding these complexities and using knowledge generation, as explained
before in this chapter, in order to understand the situation, making predictions
between the two events and explaining how changing people may result, all of which
informed the next stage of this study which was to adapt a talking therapy for the
benefit of women. Fourth, within SI, people are viewed as free with their minds,
symbols and perspectives, cooperating, communicating in their world and creators of
their world. At the same time, society consists of people who interact with one
another and living in a society has generalised rules to live by. Not accepting these
rules may result in a society cutting off interaction with those individuals, which can be
understood through SI. This may explain why mothers hide their true feelings about
depression from their family and friends and HCPs, given the social pressure to ‘be a
good mum’ and what that might mean. Fifth, Sl tries to understand individuals’
identities, how they define themselves and what they are supposed to do, which helps
to understand HCPs in terms of who they are, how they describe their work, what are

their roles, all of which provide a context for HCPs’ experiences with women who have
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experienced perinatal depression. In other words, Sl brings in the world as seen from
the angle of the HCPs. Sixth, SI highlights that communication, role-taking and realising
common identities between people are important for cooperative action, which
addresses the aim of co-design workshops in which HCPs and mothers develop
common symbols, interact with each other and share equal power in designing the
therapy manual and guided self-help booklet. Finally, SI has a logical relationship with
the other methodological assumptions outlined in this chapter. For example, there is a
tradition of drawing on symbolic interactionism within ethnography, which establishes
harmony between data collection methods and interpretation of findings. In the rest of
this section, Sl is discussed in detail. Ethnography and its influence on the second study

are explained in the following section.

“What common set of symbols and understandings have emerged to give meaning to
people’s interactions?” (Patton, 2015, p.133). People come to understand the world
while understanding the symbols, the words and the meaning. The central idea is that
in social interaction, individuals make sense of the world with symbols and often with
words. That interpretation of the world forms the basis for actions. In other words,
actions are related to interpretation and meanings. Blumer (1998) underlines the
importance of meaning and interpretation as necessary human activities. At the same
time, people develop common meanings through their interactions with others and
those meanings turn into their reality (Patton, 2015). Sl is based on three simple
premises (Blumer, 1998, p.2). Firstly, “human beings act toward things on the basis of
the meanings that the things have for them”. These things could be: physical objects,
such as a desk or a book; people, for example, a mother who is trusted or a thief who
is not; the activities of others, for instance, their directives or appeals; and some
situations that we come across during our daily life. Secondly “the meaning of such
things is derived from, or arises out of, the social interaction that one has with one’s
fellows”. The origin of meaning comes mainly from two views. One of them is the
observation of an objective thing such as a cow is a cow itself, which reflects realism.
The other view is the perception of a thing with feelings, sensations, ideas and
attitudes, all of which consist of psychological elements that produce the meaning. SI
has a different view of these two sources of meanings. Sl views meaning as created

during interaction between people. People describe a thing for the person and that
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description emerges from and is shaped in the interaction. Thirdly, “these meanings
are handled in, and modified through, an interpretative process used by the person in
dealing with the things he encounters”. There is a common misunderstanding that the
use of meaning by a person in an action is the implementation of other people’s
perceiving of the meaning. Actually, the use of meaning by a person in an action is a
result of a process of interpretation by the person. This interpretation process includes
two steps: self-interaction and handling meaning in the direction of his action. These

premises are summarised in Figure 7 (Charon, 1998).

Social objects \

_ _ Symbols (a special
From interaction kind of social object)

O\

Interpretation
of a situation

- Action

Language (a special /
kind of symbol) /
Perspectives (a

symbolic framework)

Figure 7: lllustrating human interaction and action points (Charon, 1998)

The perspective of Sl is underpinned by four central ideas according to Charon (1998).
First, SI concentrates on social interaction rather than on the individual or her/ his
personality character. Societies consist of people who are actively interacting,
communicating, shaping and sharing a common perspective through interaction with
one another. Interaction within a society is therefore affected by each individuals’
actions and each individual takes into account others’ actions so that interaction also
develops over time, depending on what others do in the situation. This does not mean
that individuals are influenced by others; rather, it means that individuals’ actions
influence each other in a dynamic cycle (Charon, 1998). Secondly, individuals’ actions
are also influenced by their own interaction with themselves, in other words, through
thinking. Individuals’ perspectives are highly affected by how they think and how they
describe the situation (Charon, 1998). Thirdly, SI highlights that individuals’ actions are

primarily influenced by their social interactions in the present, which means attitudes
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that developed in the past do not influence present actions, unless individuals
remember, reinterpret and apply it to the situation (Charon, 1998). Finally, SI describes
individuals as complex human beings and although individuals are seen as free in their
actions, their freedom depends on the choices that they make, upon assessing their
and others’ actions and redirecting their actions according to them, thereby limiting

their freedom (Charon, 1998).

SI provides a useful approach to understanding the social world and it can be easily
applied to all social situations, from understanding gender inequality and racism, to
understand dating and parenthood. Sl can also be helpful to understanding the
processes and outcomes that are involved when women have perinatal low mood or
depression symptoms, what having perinatal depression may lead to in women'’s lives,
what it means to support a woman with perinatal depression (for HCPs) and what
reconstruction of meanings and interpretations would be helpful in decreasing the

effects of low mood or depression on women'’s lives.

3.2.4 Adopting a methodological approach for the second study

Qualitative methodologies refer to the “framework within which our research is
conducted” (Braun and Clarke, 2013). Methodologies consist of methods and practices
that show us the way of conducting research. Some examples of traditional
methodological approaches within the qualitative paradigm are grounded theory,
phenomenology and ethnography, which in turn will determine the choice of
gualitative research methods (Bourgeault, Dingwall and de Vries, 2010). Grounded
theory aims to explain social processes or actions in order to build theories from the
experiences of participants (Ritchie et al., 2014). The phenomenological approach
focuses on the lived experiences of humans and tries to understand how humans make
sense of the world, aiming to see the world through people’s perspective (Ritchie et
al., 2014). Ethnography tries to understand social worlds or the culture of specific
groups (Hammersley, 1998; Ritchie et al., 2014). Although all of them are used by
health researchers, each position has its own tradition and has some strengths and

limitations when applied to health research (Thorne, 2008).

In the second study, participants were approached from an ethnographic perspective

which is a common approach in EBCD (Bate and Robert, 2007), and Sl is congruent with
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and often employed within, the methodological design of ethnography (Carter and
Alvarado, 2019; Tan, Zhu and Wang, 2003; Rock, 2001). Ethnography involves
understanding the social world of a particular group in which meanings, beliefs,
behaviours, values and actions are shared (Hammersley, 1998; Ritchie et al., 2014).
Ethnographic interviews are essential for learning about a particular group of people’s
needs, perspectives, work processes, preferences and activities, alongside the
generation of descriptive data through prolonged fieldwork, acknowledging the
researcher as the principal research instrument (Bate and Robert, 2007; Hammersley

and Atkinson, 2007; Whitehead, 2004; Hammersley, 1998).

This perspective was helpful to better understand the meaning of perinatal depression
and its influence on individuals’ social actions and how these meanings and
understandings are shared amongst the women and HCPs. Through interviews with
participants, access to the participants’ ‘symbolic lifeworld” was gained in which their
experiences were felt, heard, seen and reflected on from an outside-inside position

(Bate and Robert, 2007).

Although ethnography involves fairly unstructured data gathering methods from
diverse sources, with the stress on a small number of cases or a group of people, it is
vital for researchers to pursue a systematic, structured research protocol and
objectives (Hammersley, 1998; Hammersley and Atkinson, 2007). Additionally, the
data needs to be analysed systematically and their connection and value explicitly
interpret and presented. Prior to explaining the methods of data collection and
analysis, participants, and recruitment processes, the next section focuses on the

importance of Patient and Public involvement and the EBCD approach.

3.2.5 Importance of Patient and Public Involvement for the third study

Patient and Public Involvement (PPI) is another key aspect of the study approach that
informed the decision making regarding methodology and design. The involvement
and collaboration of the mothers who would receive the treatment, and the HCPs, who
would deliver it, is a key element of this PhD research. In other words, it adopts a user-
centred approach, which is broadly defined as research ‘with’ rather than ‘on’ people

(Heron and Reason, 2001; Ritchie et al., 2014). The importance of PPI for the proposed
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study, the impact of PPl on people and services and methodological considerations

within PPl studies are discussed in detail below.

The importance of PPl in healthcare was emphasised in the UK government agenda:
‘Equity and Excellence: Liberating the NHS’ (Department of Health, 2010). Putting
patients and public in the centre of care, personalising care according to their needs
and involving them in decision making for their care, were some of the crucial targets

of the UK government (Department of Health, 2010).

A comprehensive systematic review has explored the impact of PPl on the people
involved in the process (Brett et al., 2014). In total, 65, 35 and 23 studies, written in
the English language, were included in the review, with the outcomes of impact of PPI
on service users, researchers and community patient groups respectively. Some
negative impacts of PPl were reported by the people involved: for instance, not feeling
valued by the researchers; feeling overloaded (from the service users’ perspective);
lack of funding and time to follow a rigorous process (from the researchers’
perspective); creating conflict and power struggles within the community; increasing
the time and cost burdens of the community organisations participated (from the
community patient groups’ perspective). However, the positive impacts of the
research on people were dominant in the findings and these included: feeling valued
and listened to, and increasing their knowledge of their condition (from the service
users’ perspective); gaining more knowledge about the area under study and
development of more PPl focused research (from the researchers’ perspective);
greater awareness of the situation and a better understanding of research (from the
communities’ perspective) (Brett et al., 2014). This review shows that individuals’
engagement in PPl research is important and valuable for them, for researchers and
for the patient group community in order to better understand the condition. These
findings were also important for the aim of the third study which was to understand
women’s perinatal low mood or depression experiences and HCPs’ experiences with

those mothers, and help shape the therapy documents for the benefit of women.

The impact of PPl on UK NHS healthcare was considered in another systematic review
by Mockford et al. (2012). A total number of 28 studies were included in the review.

Although the majority of included studies used qualitative methods to collect data,
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guestionnaires were also popular in examining the service users’ feedback on the
provided services. The following PPl activity areas were addressed in the included
studies: ‘Service planning and development, information development and
dissemination, and changing attitudes of service users and providers’ (p.30). Of these
studies, five were related to the development of mental health services through
patient experiences (Murie and Douglas-Scott, 2004; Perkins and Goddard, 2004;
Crawford et al., 2003; Robert et al., 2003; Peck, Gulliver and Towel, 2002). Although
there is insufficient evidence to draw conclusions about the impact of PPl on health
and social care services, the authors maintained that using service user experiences
and knowledge for the advantage of others is still important for policy-makers, service
providers and researchers (Mockford et al., 2012). The methodological considerations
for the included studies were not well established and often misrepresented with data
collection methods, for instance, surveys, interviews and focus groups. Only two
studies (Robert et al., 2003; Pickles, Hide and Maher, 2008) explicitly discussed how
the methodological choices were suitable to address the research aims. These were

‘action research’ and ‘experience-based design’ respectively.

In terms of research leading to action, a recent scoping review grouped the types of
patient experience feedback received in hospitals in the UK (Sheard et al., 2019) into
four categories: ‘Hospital-initiated surveys, patient-initiated qualitative feedback,
feedback and improvement frameworks, and others’ (Sheard et al., 2019). From the
reviewed 39 studies, only five seem to go beyond the data ‘collection’ and take
‘actions’ based on the voices of staff and patients/ carers within ‘feedback and
improvement frameworks’ category. Of the studies focused on both ‘collection’ and
‘action’, the following methodological approaches were referred to in the papers:
action research (Baron, 2009); person-centred quality improvement method (NHS
Education for Scotland, 2017); co-production model (NHS England, 2016); and
accelerated EBCD (Locock et al., 2014). This review is important in terms of showing
that a variety of action research traditions is being used in the field to understand the

conditions and also take actions.

The Medical Research Council published a framework for developing and evaluating
complex interventions (Craig et al., 2013). According to this framework, it is important

for researchers to understand and use appropriate methods in the development of
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interventions. There are four key elements in the development and evaluation process:
1- Development; 2- Feasibility/ piloting; 3- Evaluation; 4- Implementation (Craig et al.,
2013). Although all the elements were outlined in the framework, the development
phase, which is related to the aims of this PhD research, was only briefly described.
O’Cathain et al. (2019a) published detailed guidance on how to develop interventions
to improve health and healthcare, based on their previous study results (O’Cathain et
al., 2019b) to fill this gap in the evidence. They categorised nine different approaches
to intervention development: 1-Partnership; 2- Target population centred; 3- Theory
and evidence based; 4- Implementation based; 5- Efficiency based; 6- Stepped or
phased; 7- Intervention specific; 8- Combination; 9- Pragmatic (O’Cathain et al.,
2019a). It was reported that “no research has shown that one of these approaches is
better than another or that their use always leads to the development successful
interventions” (O’Cathain et al., 2019a, p.5). The partnership category emphasises the
importance of patient and public involvement throughout the research process and
provides examples of approaches, for example, co-production, co-design, experience-

based co-design and community-based participatory research (O’Cathain et al., 2019a).

According to Khan (2015), feedback from women was most positive when they
received personalised and integrated care, and when they made decisions about their
care. A meta-synthesis found that women wish for good communication from
caregivers, be given important information, a respectful clinical environment with
efficient care, being able to participate in this care and having a sense of control
(Renfrew et al., 2014). Integrated responses to perinatal mental health problems are
crucial to delivering personalised care built around the needs of women (National
Health Service, 2016). The EBCD approach combines these elements and it is a great
opportunity for engagement of patients and staff to collaborate in designing better
services (Donetto et al., 2015; Donetto, Tsianakas, and Robert, 2014; Bate and Robert,

2007).

Therefore, in the second and third studies, in order to address the research aims
indicated earlier in this chapter and detailed in section 3.3.1 ‘aims and objectives
(second and third studies)’, an EBCD approach, as advocated by Bate and Robert
(2007), was used. EBCD is derived from an action research tradition (Robert, 2013),

which is argued to be the only method by which researchers can gain knowledge from
119



participants’ actions and interpret within the social circumstances and contexts, design
new actions and interpret their effects (Potvin, Bisset and Walz, 2010). Action research
has the advantages of being flexible and creative in exploring patients’ views and
experiences with the services provided, patients’ social circumstances and healthcare
services in health service research (Morrison and Lilford, 2001). Co-designed research
has the added benefit of improving the creative process for the service design project,
better services for service users, and developing project management and longer-term
effects for the organisations that are involved (Steen, Manschot and De Koning, 2011).
Different approaches are used under the action research umbrella with different aims
(e.g. participatory research, experience-based design, EBCD) (McNiff and Whitehead
2011; Schneider, 2013). Of these approaches, EBCD was identified as the most useful

in terms of the aims of this PhD research.

3.2.6 The Experience-based co-design approach (EBCD) for the second and third

studies

EBCD was originally called an experience-based design and later on, so as to emphasise
the role of the partnership with patients and HCPs in the process, ‘co’ was added as a
prefix to design (Bate and Robert, 2007). Bate and Robert (2007) developed the EBCD
methodology inspired by participatory action research, user-centred design, learning
theories, a narrative-based approach and working with the National Health Services
Institute for Innovation and Improvement (Robert, 2013). It was first used in a Head
and Neck Service in England (Bate and Robert, 2007) and afterwards, a toolkit was
developed (The King’s Fund, 2012). The EBCD approach has been applied in 59 projects
in six countries, namely UK, Australia, New Zealand, Canada, Sweden and the
Netherlands, in a variety of services, for instance, cancer care, mental health, neonatal
and paediatric care and diabetes services, between 2005 and 2013 (Donetto, Tsianakas
and Robert, 2014). It has also been widely used in robust studies, for example,
feasibility trials of co-designed interventions, large-scale cluster randomised controlled

trials and PhD projects (Donetto, Tsianakas and Robert, 2014).

EBCD involves two key elements of design thinking: experience design and
participatory design; learning (the discovery) and action (the co-design). The EBCD is a

process in which patients’ experiences and knowledge combine with staff’s
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experiences and knowledge in order to improve their experiences and service
provision (Bate and Robert, 2007). It comprises of a ‘discovery’ phase in which patient
and staff experiences are explored in the first six months, and a subsequent ‘co-design’
phase, in which patients and staff act as co-designers of a product or service and share
equal levels of power during the process in the second six months, as illustrated in
Figure 8 (Robert, 2013). The whole project typically lasts 9 to 12 months (Donetto,

Tsianakas and Robert, 2014).

Setting up

Celebration event

Engaging staff
and gathering

/ experiences

Small co-design
teams

Engaging patients
and gathering

\ experiences
Co-design meeting /

Figure 8: The EBCD cycle (Robert, 2013)

The EBCD adopted for the purposes of this PhD study involved a ‘discovery’ phase
within the second study element when the women’s and HCPs’ experiences were
explored, and the ‘co-design’ phase within the third study element, when the BA

therapy manual and booklet were adapted, as illustrated in detail in Figure 9.
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N7

Co-design workshops with women
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Figure 9: Stages of the EBCD approach in this PhD study (Bate and Robert, 2007)

There is a subsequent celebrating meeting for screening and evaluating the

improvements and achievements in a service or product (Bate and Robert, 2007).

time and resources, it was not conducted in this PhD study.

Sometimes this celebratory meeting is held but it is optional and because of limited

The researchers and participants will also have their own assumptions, values,

experiences and prejudices and for this reason, the researcher has to be opento a

variety of knowledge and understanding during the process (Bate and Robert, 2007).

This topic is discussed in detail in section 3.6 reflexivity, rigour and trustworthiness and

in section 6.4.2 strengths and limitations of the EBCD studies.
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Inevitably, the EBCD approach has its weaknesses. Although it really engages patients
and HCPs and allows discussion in a positive environment, completing the circle is a
lengthy process and therefore has time, funding and resource implications (Bowling,

2009; Donetto, Tsianakas and Robert, 2014).

3.3 The design of the second study (discovery phase) and the third study (co-design

phase) elements

Sampling, data collection and analysis methods introduced in this chapter occurred
both in the ‘discovery phase’, the second study, and the ‘co-design phase’, the third
study elements. The main reason for combining these studies is that the phases were

sequential and interlinked, with one building on the other.

3.3.1 Aim and objectives (second and third studies)

The second study: The main aims of the ‘discovery phase’ were to explore women’s

past experiences of perinatal low mood or depression in terms of perceived barriers to
seeking help from HCPs and facilitating aspects; expectations of health service
provision regarding perinatal depression care; HCPs’ roles and experiences in terms of
awareness of perinatal mood changes; perceived barriers and facilitating aspects to
identification and treatment; and to inform the third stage of the PhD project around

what might be the opportunities, challenges and barriers to introducing BA therapy.

Specific objectives:

For women:

(i) To explore women’s experiences of perinatal low mood or depression,

(ii) To understand women’s attitudes towards management of their mood changes,

(iii) To explore women’s psychological needs and concerns in the perinatal period,

(iv) To understand the challenges that women face while experiencing perinatal low

mood or depression,

(v) To investigate the perceived barriers and facilitating aspects to disclosing their

feelings to HCPs and receiving treatment for perinatal depression,
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(vi) To investigate women’s treatment preferences and the factors that influence their

choices,

(vii) To explore women’s expectations of HCPs and provision of perinatal depression

care,

(viii) To inform the third stage of the PhD project around what might be the

opportunities, challenges and barriers to introducing BA therapy, manual and booklet.

For HCPs:

(i) To investigate the process of identifying low mood and depression among perinatal

women,

(ii) To explore the HCPs’ experiences of identifying, supporting, and caring for women

with perinatal low mood or depression,

(iii) To explore any perceived barriers or enablers to talking with perinatal women

about their mood and mental wellbeing,

(iv) To investigate the available services and treatments locally for women

experiencing perinatal depression,

(v) To understand the HCPs’ duty and obligations of caring for women with perinatal

low mood or depression,

(vi) To determine what, if necessary, would be helpful to improve perinatal low mood

and depression treatments and provision of perinatal mental health care services,

(vii) To inform the third stage of the PhD project around what might be the

opportunities, challenges and barriers to introducing BA therapy, manual and booklet.

The third study: The aim of the ‘co-design phase’ was to inform the adaptation of a BA

guided self-help booklet intended for use by women with perinatal depression and the
revision of a BA Therapist Manual for the treatment of perinatal women with

depression, intended for delivery by MSWs.
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Specific objectives:

(i) To facilitate exchanges of experience and knowledge between HCPs and women on
the existing BA Therapist Manual and guided BA self-help booklet for application to

perinatal women,

(ii) To enable continuity of the development process and a combination of the

experiences obtained,

(iii) To find, confirm and describe key points where improvements might be made to

the BA Therapist Manual and guided self-help booklet,

(iv) To set priorities for the adaptation of BA Therapist Manual and guided self-help

booklet.

3.3.2 Study settings and participants (second and third studies)

Women and HCPs were recruited from three areas within Yorkshire and the Humber to

seek representation beyond one geographical area.

Eligibility criteria (second and third studies)

Women participants were sought who had experienced low mood or depression
during pregnancy and/or in the first year after childbirth in the last 5 years but who
were not clinically depressed at the time of enrolment. In the first submission to the
Health Sciences Research Governance Committee (HSRGC) for ethical approval, it was
suggested to include mothers who were currently experiencing perinatal low mood or
depression; however, this suggestion was considered risky for mothers who were
pregnant or in the first year after childbirth as it might trigger difficult feelings during
the interview or the interview questions might lead to a deterioration of their ongoing
depression. Therefore, inclusion and exclusion criteria were changed according to
HSRGC feedback. Mothers, who were pregnant, were in the postnatal period or were

experiencing depression, were excluded from the study.

A range of HCPs was recruited from maternity services, primary care and community
healthcare settings, with experience of care provision for perinatal low mood or

depression and who had worked for at least three years. HCPs were chosen from these
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settings because these services provide antenatal and postnatal care to women. They
often have scheduled care points which recommend HCPs to see perinatal women

regularly and on an individual basis.

Inclusion criteria (second and third studies)

For women:

e Female,

e Age 18> years,

e Who are able to read and speak fluent English,

e Who have the capacity to consent,

e Who either had felt or been diagnosed with low mood or depression during
pregnancy or in the first year after childbirth (antenatal period or postnatal
period or perinatal period),

e Whose youngest child is between 1 and 5 years old,

e Who had a live birth following their last pregnancy,

e Who had experienced perinatal low mood or depression within the last five
years,

e Who scored between 0 and 9 on PHQ-9 (i.e. who did not have clinical
depression),

e Who were living/receiving care in Yorkshire and the Humber.

For HCPs:

e Being a registered HCP (for example: midwife, health visitor, maternity service
manager, perinatal mental healthcare specialist, or a GP etc.) or a maternity
support worker working under the direction of a registered practitioner,

e Working in NHS Trusts, primary care or community healthcare settings in
Yorkshire and the Humber geographical area for at least three years,

e Experience of planning or providing care for women who have perinatal low

mood or depression.
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Exclusion criteria (second and third studies)

For women:

e Under the age of 18,

e Lack capacity to consent,

e Episode of perinatal low mood or depression within the last year or over 5
years ago,

e Whose youngest child is under 1 year old or above 5 years old,

e Who had a stillbirth or late pregnancy loss in their last delivery or pregnancy,

e Who score 10 or above in PHQ-9 (clinical depression),

e Who were experiencing depression, severe mental illness, psychosis, or suicidal
thoughts at the time of enrolment,

e Who lived outside of Yorkshire and the Humber,

e Non-English speaker.

For HCPs:

o No previous experience of caring for women who have perinatal low mood or
depression,

e Less than 3 years professional experience.

3.3.3 Sampling technique (second and third studies)

Size of sample

The second study:

The sample size for a qualitative study depends on a variety of issues, for instance, the
heterogeneity of the group, the inclusion and exclusion criteria, variety of data
collection methods, and the funds available (Ritchie et al., 2014). For example,
“Ethnography is intense, lengthy and ‘data-rich’, and it cannot and probably should not

embrace too many people and too wide a field of activity” (Rock, 2001, p.14).

Ritchie et al. (2014) suggested that the reasons behind the small sample size of

qualitative studies are: rise in the sample size does not necessarily contribute new
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evidence; qualitative studies do not aim to provide estimates so there is no
requirement to ensure a large sample size; and each sample supplies data rich in
detail, so it is acceptable to have a small sample. However, it is crucial in a qualitative
study to ensure that the sample size is not so small that key points may be missed or
that lack of heterogeneity means that varying impacts of less common factors may be
missed (Ritchie et al., 2014). It is also essential to know that much larger sample sizes
than 50 may be complicated to deal with the quality of data collection and rigour of

analysis (Ritchie et al., 2014).

Researchers have considered different sample sizes for individual interviews. Adler and
Adler (2012) suggested 12-60 interviews while Ragin (2012) suggested 20-50
interviews. For focus groups, the recommended sample varies between 6 to 12 groups
(Ritchie et al., 2014). It is suggested that a “mini-group” (4-6 participants in each
group) can give more information than fuller groups (Greenbaum, 1998, p.2). The
number of focus groups can also change if some of the invited participants change

their minds and no longer wish to attend focus group interviews.

Theoretical saturation is referred to as the point at which no or little new information
or themes are emerging from the analysis of data (Patton, 2015). According to Patton
(2015, p.300 and 313), “sampling to the point of redundancy is an ideal, one that
works best for basic research with unlimited timelines, and unconstrained resources”.
Some researchers have proposed that six to 12 interviews (Ando, Cousins and Young,
2014; Guest, Bunce and Johnson et al., 2006) or five focus groups (Namey et al., 2016)
would achieve data saturation. In this study, the sample sizes were not predictable,
and the researcher’s time and resources were limited due to being a PhD student on a
scholarship. Therefore, aiming for complete saturation was an impractical approach for
this study; instead, the aim was to continue sampling until code saturation occurred.
Therefore, the researcher planned to carry out sampling, transcribing and analysing

iteratively until no or few new codes and themes emerged from the data.

Therefore, based on available resources and time frame of the PhD study, the aim was
to recruit a maximum number of 30 women and 30 HCPs in the first submission to the
Research Ethics Committee (REC) through Integrated Research Application System

(IRAS). However, at the REC meeting, it was suggested to recruit a maximum number
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of 15 women and 15 HCPs in the first instance and apply for another approval if these

numbers did not achieve data saturation.

The third study:

Based on available resources and time frame of the study, it was anticipated that three
co-design workshops would take place, with the involvement of both women and
HCPs, one in each of the three research sites. Recruitment of participants was planned

to continue until data saturation occurred.

Sampling technique (second and third studies)

A purposive sampling method was used to select HCPs and women. Bowling (2009,
p.208) describes purposive sampling as “a deliberate non-random method of sampling,
which aims to sample a group of people, or setting, with a particular characteristic,
usually in qualitative research designs”. The aims of purposive sampling are to identify
participants who have better experiences than others to provide more reliable
information on the topic (Thorne, 2008) and to recruit a small number of people who
represent a wider community in order to understand the main problem being studied

(Patton, 2015).

A range of women were included so as to ensure diversity across age, ethnicity,
socioeconomic status, experience of low mood (i.e., perinatal women might have
experienced low mood for more than two weeks; however, they might not have
chosen to seek help from professionals or may not have had a formal diagnosis of
depression; the aim was to find out the reasons behind this phenomenon) or perinatal
depression (i.e., antenatal depression, postpartum depression and perinatal
depression), received psychological and/or pharmacological treatments for perinatal
depression or none, duration of depression and depression severity. The
representations in these categories were sought from each research sites through the

demographics form.

In this study, a variety of HCPs (e.g. community midwives, antenatal midwives,
perinatal mental health midwives, health visitors, antenatal clinical support workers,

GPs) were sought to provide an overview in each geographical area. Diversity of
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participants supplied rich data and different perspectives in terms of the experience of
identifying depression, appropriate referral and treatment options, overall service
provision, clinical pathways, views on BA booklet and manual etc. The demographics

form for the HCPs was prepared for the purpose of the recruitment process.

3.3.4 The procedures for the recruitment of women and HCPs

Recruitment of women (see Appendix 47: study flowchart) (second and third studies):

Study advertisement posters (see Appendices 16 and 30) were displayed in healthcare
and public settings (e.g. paediatric outpatients, accidental emergency paediatric
waiting area, children’s ward, and a university noticeboard) to inform women about
the second and third studies. The contact details of the researcher were provided on
the posters so that women who wanted to find out more information or participate

could contact the researcher by email or telephone.

Online study advertisement posters were also used to invite women to participate in
the second or third studies. A variety of charities and community groups were
contacted through their websites, Facebook or Twitter accounts. After gaining the
administrator or manager’s approval or making payment (Mumbler), the study
advertisement poster was posted on Mumbler, Mind and a university PhD network
Facebook account. A number of people and groups also shared it with their friends on
their profile on Facebook. Telephone and email addresses of the researcher were
provided on the advertisement posters, so that women could contact the researcher

to receive further information or participate in the second or third study.

When a woman called or sent an email, saying that they would like to get further
information or take part in the study, the researcher gave them information about the
study and explained the ethical considerations detailed in section 3.5. The women
were then excluded if they were no longer interested in the study. The phone number
and address of those wanting to participate in the study were then recorded on a
spreadsheet of contact details and the information pack was sent out by post. Women
sent their completed consent (see Appendices 15 and 28), demographics form (see
Appendices 10 and 22) and contact detail sheet (see Appendices 11 and 24), to the

researcher by mail.
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If all the necessary information was provided on the forms (GP contact details for
example), the Patient Health Questionnaire-9 (PHQ-9) (Kroenke, Spitzer and Williams,
2001) was then used over the telephone (see Appendix 48: study flowchart). This
screening was part of the risk management strategy and used so as to only include
women who had non-clinical depression severity scores (see section 3.5.1 assessment

and management of risk).

PHQ-9 (see Appendix 32) is a validated instrument which monitors the severity of
depression and has 92% sensitivity and 78% specificity when used in UK primary care,
with a cut-off 210 (Gilbody, Richards and Barkham, 2007). It has nine items and each of
them can be scored from 0 (not at all) to 3 (nearly every day). The overall score can
range from 0 to 27. In this study, if 0 to 9 was scored, women were eligible for an

interview or a co-design workshop.

The second study:

For the second study element, in total, 72 women expressed their interest in the study
through sending a Facebook message (one woman), a text (two women), an email (66
women) and calling the researcher on the phone (three women). Fifteen women were
excluded because of the following reasons: ongoing pregnancy, having a child below
one year old and disclosing their ongoing depressive symptoms, all of which were
disclosed by women in their first email to the researcher. Women who did not reply to
the researcher’s emails were also excluded from the study. Women, who wanted to
receive further information, were asked for their postal address in order to send an
information pack. In total, 30 information packs were sent to women and 19 consent
forms were received. A selection process using a purposive sampling method, as
detailed above, was applied. Four women were excluded from the study at this point
because of the following reasons: only having low mood less than two weeks (2), not

completing a demographics form and not answering the researcher’s call and email (2).

A date and venue for an interview, with women who scored between 0 and 9, were
quickly arranged by the researcher after the administration of PHQ-9. Interviews were

completed with 15 women.
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The third study:

For the third study element, 35 women sent emails to the researcher to show their
interest in the study and two of them sent a text message to the researcher. Four of
them were excluded from the study because of the following reasons: being pregnant,
having a child under one-year-old and disclosing their ongoing depression in their first
email to the researcher. 24 women sent their mail address to receive an information
pack. 19 women sent back their completed consent forms, demographic form and
contact details sheets to the researcher. They were called and asked the questions that
comprise the PHQ-9. Their scores were below 10. Five of them did not show up so the
third study was completed with 14 women. Five of them participated in both studies

(the second and third studies).

Recruitment of HCPs (please see Appendix 56 study flowchart) (second and third

studies):

After securing the required permission from the ethics committee (see section 3.5.2
research ethics committee), the researcher scheduled meetings with supervisors
working in NHS Trusts and sent emails to GP Practice managers in order to discuss the

recruitment process and expectations of them.

It was planned to visit the hospitals and primary care settings and deliver the research
boxes to the gatekeepers (supervisors) at hospitals, (practice managers) in GP
surgeries and Children’s Services. These boxes contained a study advertisement poster
and leaflets and information packs. The information packs consisted of participant
information sheets, two consent forms, a demographics form, a contact details sheet
and a pre-paid stamped-addressed return envelope. HCPs who wished to participate
could take away an information pack, read the information sheets, sign the consent
form, fill in the demographics form and contact details sheet and then put these in the

envelope provided, to be sent to the researcher by mail.

The second study:

For the second study, two out of three NHS Trusts (research sites A and B) were visited

by the researcher. In the first NHS Trust (research site A), the antenatal clinic and
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perinatal mental health services were visited by the researcher and the gatekeeper,
information about the study was provided and information packs were distributed to
the HCPs who were interested to read more about the study. After initial contact with
HCPs, four (a consultant obstetrician, an antenatal clinic midwife, a perinatal mental
health midwife, a bereavement midwife) were interested in participating in the study
and three of them said that they had some time for an individual interview on the
same day, while one of them scheduled an interview for the upcoming week. When
the researcher approached the NHS Trust the following week, one more HCP (an
antenatal midwife) had expressed interest in participating on the same day and
another one (antenatal clinical support worker) scheduled an interview for the day
after. The day of the last interview, one more HCP (antenatal clinical support worker)
expressed an interest. In total, seven HCPs were recruited from this NHS Trust. All the
participants had their information packs before the individual interviews, so that they
had enough time to read about the research and consider their participation (see

section 3.5 ethical considerations).

In the second NHS Trust (research site B), the research boxes were left in the PANNEL
ward, delivery suite and antenatal clinic when visiting with the gatekeeper. HCPs
working in these services were encouraged to participate in the study. Information
about the study was given verbally to staff and information packs were given to those
HCPs who were interested to receive more information about the study. About two
weeks after the visit to the hospital, an email containing information about the study,
a leaflet and a participant information sheet was sent to the gatekeepers, which was
then forwarded to the HCPs working in maternity services, community midwifery
services and health visiting services. Two focus groups (involving four community
midwives, a health visitor, an obstetrician) were completed in this Trust involving six

HCPs in total.

In the third NHS Trust (research site C), information about the study was sent by email
to the gatekeeper and she/he shared the study information with maternity services,

community midwifery services and health visiting services. The researcher also shared
the email with gatekeepers working in the community and they were asked to pass on
the email to their colleagues working in NHS Services or GP Practices. HCPs working in

different roles emailed the researcher requesting an information pack. The
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information packs were sent to their postal address. In total, six HCPs (a GP, a lead
midwife, a community midwife, a perinatal mental health midwife, two health visitors)

were recruited through this approach.

For the recruitment of GPs from GP surgeries, three Clinical Commissioning Group
(CCG) approvals were obtained and these letters were shared with 20 GP practices
across the three research sites. However, only four of them replied and said that they
did not have capacity to conduct the study in their practices and others did not reply to
the email at all. The CCGs were contacted again and asked if they knew any GPs
interested in perinatal depression studies, but no positive reply was received from the

GPs contacted through this method.

The HCPs were asked to bring perinatal mental health guidelines, maternity pathways,

or mental health provision guidelines, if possible, that they use in maternity services.

The third study:

For the third study, all the gatekeepers (R&D departments, supervisors, contacts in the
community teams), who supported the recruitment of HCPs for the second study,
were sent an email consisting of information about the third study and two
attachments with a participant information sheet and an advertisement poster. Then,
four HCPs who were interested in the co-design of the therapy manual and booklet
sent an email to the researcher for more information about the study or to confirm
their availability and attendance. HCPs who attended the second study were also sent
an email to give information about the day, time and venue of the workshops in the
area. One HCP did not show up. In research site C, two HCPs (a community midwife
and a health visitor) participated in the workshop and in research site B, one HCP (a
midwife) attended the workshop. Two of the HCPs attended both studies (the second

and third studies).

3.3.5 Data collection methods

The second study:

It is vital for researchers to be careful on selected methods and to be aware of giving a
rationale for choices (Ritchie et al.,2014). Researchers may prefer to adopt multiple
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methods of data collection and analysis techniques into their study in order to address
their proposed objectives (Patton, 2015). The use of multiple methods should take into
account the practical implications of the study and should focus on running a study
which best addresses the research question (Creswell and Poth, 2018). The second
study element was designed around semi-structured face-to-face individual interviews
with women and individual and focus group interviews with HCPs, which were then
analysed separately but were interpreted together, using the thematic analysis process

proposed by Braun and Clarke (2006).

Semi-structured individual Interviews

Interviews provide the opportunity to hear people’s own stories, learn about their
subjective experiences and views (Bowling, 2009). Semi-structured interviews are
generally used if the interviewer knows the questions that she/he would like to ask,
and in the nature of the conversation, there is flexibility to probe through the use of
further questions -not in the list- if the interviewee’s response requires more
investigation (Morse, 2003). Semi-structured interviews also allow the order of
guestions to be changed if the interviewee has already answered some of them from
the list (Barbour, 2014). Semi-structured interviews typically last between 30-60
minutes; however, in general, they are unique, individual and quite responsive within
the individual interview and may only take 20 minutes. Crucially, the researcher should

support the engagement of interviewees in the conversation (Braun and Clarke, 2013).

Semi-structured individual interviews were used to obtain women’s experiences of
perinatal low mood or depression. Individual interviews were planned for the women
because if someone feels upset during a focus group interview, others might get
distressed as well and it would be hard for the researcher to manage the group. Focus
groups might be beneficial in terms of collecting rich data, but the risks were
considered more than the benefits, so it was decided to collect data through individual
interviews rather than focus groups. This decision was supported by the HSRGC when

the research protocol was submitted in order to secure ethical approval.

Private interview rooms from four community centres, which were in a convenient
place for the women, and provided privacy and confidentiality, were hired for the

individual interviews with women. Nine women requested to be interviewed at their
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home, one in her workplace and one in a private bookable room at a university. Eight
individual interviews with HCPs were completed in their workplace, three in a private
bookable room at a university and two at the HCPs’ home. In this study, the duration
of individual interviews with the 15 women ranged between 25 and 65 minutes, with
an average of 40 minutes and the individual interviews with the 13 HCPs ranged

between 15 and 60 minutes, with an average of 30 minutes.

Refreshments were provided for the individual interviews with women and HCPs.
Although the aim was to reimburse reasonable travel expenses of HCPs and women,
none of the participants requested a reimbursement. In recognition of the women’s
time and effort in the study, and as a thank you gift, the 15 women were given a
Oned4all gift card worth £20 (not for HCPs). Women who had consented to participate
received the gift card regardless of when they withdrew; however, none of the

participants withdrew from the study.

Focus Groups

Focus group discussions are powerful tools in terms of bringing people together who
have similar experiences on a topic, using group dynamics, exchanging ideas,
generating new questions, exploring perspectives and building new knowledge about
the phenomenon (Barbour, 2014; Bowling, 2009; Thorne, 2008; Pope and Mays, 2006).
The typical duration for focus groups is around 60-90 minutes; however, each one is
individual, and it might take a shorter time due to the depth of discussion, group

dynamics and/or the researcher’s ability to probe (Braun and Clarke, 2013).

Focus groups were primarily intended for HCPs to gain rich data; however,
professionals have heavy workloads and a busy schedule and might be reluctant to
participate in a focus group. To minimise this issue, interviewing preferences were
given in demographics forms (see Appendix 5) and consent forms (see Appendix 6), so
professionals could state their preference to be interviewed individually. The focus
groups provided an opportunity to gain more information about HCPs’ experiences of
providing and planning care for women with perinatal low mood or depression. In this
study, one focus group interview with two HCPs lasted 40 minutes and another focus

group with four HCPs lasted 52 minutes. The focus groups were completed in HCPs'
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workplace. Sandwiches, cakes and drinks were provided for the focus group interviews

with HCPs.

Interviews and focus group discussions were conducted by the researcher, based on
her experience of a completed Masters study (Pinar and Karacam, 2018) and
“Qualitative Research in Health Sciences” Masters module at the University of York.
She has also attended “Introduction to Focus Groups”, a one-day course, and
“Introduction to Qualitative Interviewing”, a one-day course at Oxford University, in
order to gain more knowledge about conducting qualitative research and doing
interviews and focus groups. During the individual interviews and focus groups, the
researcher’s role was to encourage participants to talk and to guide the conversation

to make sure it addressed the purposes of the research (Burns and Grove, 2005).

Topic guides

For the purposes of the second study element, topic guides were developed for the
individual interviews and focus group interviews through engaging with the literature
and the recommendations of supervisors, who are experts in midwifery, nursing and
clinical psychology and the recommendations of the Patient & Public Involvement
(PPI), as explained in the section ‘Patient and Public Involvement for the development
of the second study element and the study materials’ below. Separate topic guides
were prepared for individual interviews (see Appendix 7) and focus group interviews
with HCPs (see Appendix 8) and individual interviews with women (see Appendix 9). A
practice interview was conducted with a friend who is a PhD student and also a mother
and the flow of the questions were redesigned as a result. Another individual interview
was conducted with a lecturer who works at a university and some changes were

made after the interview.

During individual interviews with women, some themes, different from the content of
the questions in the topic guide, emerged and these themes were explored in
subsequent interviews. Examples of these themes were the content of the antenatal
classes (if they include information about perinatal mental health), partner’s mental
health (if it is affected by their mood), children’s mental health (if it is affected by their

mood), the content of the CBT provided by IAPT (if the content covers perinatal
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depression or general depression), and what was most helpful for recovery from low

mood or depression.

The topic guide for HCPs was developed according to the themes that emerged from
the interviews with women and the HCPs were asked those questions in the
interviews, in addition to the questions in the topic guide: the content of antenatal
classes, screening for paternal mental health, content of CBT delivered by IAPT and
based on their own experiences, what kind of support do they think work best for

women'’s low mood or depression symptoms.

Demographics form

The demographics form for women (see Appendix 10) was designed to include a
number of different experiences in the study (e.g. low mood or depression during
antenatal, postnatal or perinatal period, received support or none, psychological
and/or pharmacological treatments or none, experience of other psychological
challenges such as anxiety or none), and in order to collect descriptive data from
participants, for example, age, education level, income, number of children, the age of

youngest child etc.

The demographics form for HCPs (see Appendix 5) was prepared to include a variety of
HCPs in the study (e.g. community midwives, health visitors, maternity support
workers, specialist perinatal mental health midwives, GPs), so as to generate rich data

and different perspectives.

Demographics forms for women and HCPs were developed through engaging with the

literature and PhD supervisors and the PPl group, as explained below.

Contact details sheet

Contact details for women (see Appendix 11) and HCPs (see Appendix 12) were
designed to be able to phone or email them in order to talk about arrangements for an
individual interview or focus group, once the researcher received their consent form
and demographics form by post. The recruitment strategy is explained in detail in the
recruitment section below. A contact details sheet was also developed by liaising with
PhD supervisors and the PPl group, as explained below.

138



Participant information sheets and consent forms

Participant information sheets (Appendices 13 and 14) and consent forms (Appendices
6 and 15) were produced using the principles within the Health Research Authority
(HRA) website, the University of York guidelines, General Data Protection Regulation
2018, and through liaising with PhD supervisors, the sponsor for the university and the
PPI group (see section 3.5 Ethical and regulatory considerations for details about the

information sheet and consent procedures).

Patient and Public Involvement for the development of the second study element and

the study materials

Study design and methods of data collection for both HCPs and women were
developed through liaising with a research midwife and a research nurse who work in
a Research and Development (R&D) department at an NHS Trust. The recruitment

strategies for HCPs and women were shaped after this meeting.

All recruitment materials (poster and leaflets (Appendices 16 and 17), advertisements
for electronic display, participant information sheets, consent forms, demographic
forms and contact details sheets) for women and HCPs, were improved with the
involvement of two mothers to better explain the study to future potential
participants. For the purposes of PPI, an advertisement was published on the Mumbler
website. Four mothers emailed the researcher and indicated their desire to be
involved in designing the recruitment materials; however, only two were available at
the time of the meeting. One of them was working in a health-related job and

therefore, became involved in the design of the materials for the HCPs.

Prior to publishing an advertisement for PPl work on the Mumbler website, the
researcher had attempted to find mothers through attending a mother and baby group
with the help of a research midwife; however, none of the mothers was interested in
designing recruitment materials, which prompted the decision to advertise on the

Mumbler website.
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The third study:

The co-design workshops were used to meet the study objectives of the third study
element. Co-design is described as an equal partnership and shared leadership
between researchers, service users and HCPs in the design or improvement of a
service, product or organisation (Bate and Robert, 2007). Co-design groups enable
researchers to consult patients (i.e. in this case women) and staff, to take advice on a
particular issue, setting priorities and making decisions with equal involvement of
patients and staff (Bate and Robert, 2006). The duration of the co-design workshops

depends on the aims that are to be achieved at the end of the workshops.

In this study, these co-design workshops brought together women and HCPs face-to-
face. In the adaptation of the BA booklet and manual, power was equally shared with
the researcher, using women’s and HCPs’ experiences and previously collected data
(second study). The typical content of a co-design workshop included (Bate and
Robert, 2007): (1) giving information about the third study (this is revisiting/ reiterating
information already provided to secure participation and consent); what is the aim of
the project, why is this relevant to them, why are they invited to collaborate,
expectations of participants in the process, what will be achieved at the end of the
workshop; (2) going through the BA booklet and then manual, page by page while
explaining the BA therapy, findings from the second study, and asking probing
questions to identify, agree and define key points to change (see Appendix 18 for
‘indicative questions to ask in the workshop’); (3) setting priorities for the adaptation
of the BA booklet and manual: which points are important and urgent to change, how
it would be modified to make the booklet and manual better for women experiencing
perinatal depression and for MSWs, providing a BA intervention. Although using
filming vignettes is a common approach in EBCD (Bate and Robert, 2007), because of
limited resources, the researcher prepared PowerPoint slides to facilitate the
communication with co-designers and understanding of the BA treatment by co-

designers.

Each participant was asked in the workshops to read through the booklet first and then
the manual and to write any comments directly on the documents. They were asked to

comment on all features of the documents, for example, major changes; restructuring
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the delivery of the BA therapy and booklet; the therapy stages and sections within the
stages; adding information about something or removing irrelevant information;
reordering the sections and stages; changing examples to make them more relevant to
their situation and adding example activities; making minor changes on wording,
pictures, tables, bullet points, and the size and colour of the booklet and manual. The
researcher’s role was to encourage women and HCPs to offer their suggestions and

ensure that their voices were heard by everyone.

Four workshops in three different research sites were completed in three months, with
two to three-week intervals, to give the researcher enough time to modify the BA
booklet and manual after each workshop, within the time available to complete the
PhD. Changes to the BA booklet and manual has been applied after each workshop and

discussed within the supervisory team.

Women who participated in the second study were also informed about the time and
venue of the co-design workshops in their area by email while recruitment was actively
ongoing. Different women and HCPs attended each workshop. Private meeting rooms
from the two churches and a university were hired for the workshops, which were
convenient for everyone and provided privacy and confidentiality. Refreshments,
sandwiches, cakes and fruit were provided. Travel expenses of seven women were
reimbursed and the 14 women who attended the workshops were given a 20£ One4All
gift card as a thank you gift and compensation for the time they spent in the
workshops. It was expected that each workshop would not be longer than 90 minutes
with the structure detailed above; however, all four workshops lasted longer than

expected, between 110 to 145 minutes, with an average of 123 minutes.

Topic guide, Demographics form, Contact details sheet, Participant information sheets

and consent forms

For the purposes of the third study, a topic guide (see Appendix 21) was developed for
the workshops. It included detailed information about the structure of the workshops
that are summarized above. Separate demographics forms (see Appendices 22 and
23), contact details sheets (see Appendices 24 and 25), participant information sheets
(see Appendices 26 and 27) and consent forms (see Appendices 28 and 29) were

produced for the women and HCPs. These forms were different from those used for
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the second study element of the thesis but the same procedures were followed while
preparing the forms, except for the PPl work which was not planned for this stage.
Advertisement leaflets were also produced for the recruitment of women (see

Appendix 30) and HCPs (see Appendix 31) for the third study.

Behavioural Activation guided self-help booklet

Detailed information about the BA therapy is provided in section 1.3.8 in chapter one.
The BA booklet used in this research study was initially written by Deborah Hems with
the help of Della Bailey and Dean McMiillan at the University of York and used in
previous sub-threshold depression research (CASPER study: Gilbody et al., 2017;
Pasterfield, 2014). The booklet and the manual were then adapted by David Ekers, in
partnership with a group of pharmacy customers, people who have experienced low
mood and depression, people with physical health problems, and fellow researchers,
for implementation by community pharmacy staff to people with sub-threshold
depression and long-term conditions (The CHEMIST study: Littlewood et al., 2019). The
manual and booklet from the CHEMIST study were used in this PhD research in the
adaptation process (see Appendices 19 and 20). The decision to work with the BA
manual and booklet that was used in the PhD study was made according to the

availability of the materials for use with permission.

The booklet (see Appendix 20) includes an introductory page that stresses the
importance of maintaining a healthy mood and then summarises the six stages to keep
well. After that, it gives a summary of the factors that can lead to low mood and then
goes into detail about the stages of BA therapy. These stages are: recognising
symptoms of low mood; the value of keeping a diary; three types of activity; breaking
jobs down into easier tasks and learning new ones; the benefit of your activities,
finding other ways to be active; and spotting symptoms and making an action plan to
stay well. The content of the booklet is summarised in Table 7. The self-help booklet
was aimed to be used by women who are pregnant, are first time mothers and have
more than one child and in the postnatal period. It was designed to address women’s

needs from pregnancy to the end of the first year after childbirth.
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Table 7: The content and stages of BA therapy guided self-help booklet

The stages

The content

Stage 1: Recognising symptoms of low

mood

Understanding what low mood is, so that

the signs can be recognised

Stage 2: The value of keeping a diary

Looking at your own activities and

recognising how they affect your mood

Stage 3: Three types of activity and

planning to keep a balance

Planning routine, necessary and

pleasurable activities

Stage 4: Breaking jobs down into

easier tasks, and learning new ones

Making the tasks more manageable

Stage 5: The benefit of your activities

Finding other ways to be active

What you get out of what you do

Stage 6: Spotting symptoms and

making an action plan to stay well

What to do if you notice symptoms of
low mood getting worse again in the

future and planning to stay well.

Behavioural Activation therapy manual

The BA therapy manual (see Appendix 19) includes three sections: the first section
describes the CHEMIST study details and overall principles of the intervention; the
second section explains the structure of the sessions based on four principles:
information gathering, information giving, shared decision making, and reporting and
supervision and then presents information and a table to fill in on the contact sessions;
the third section describes the Depression, Anxiety and Stress Scale (DASS21)
Depression Subscale, risk protocol and provides the study team contact details. The
content of the manual is summarised in Table 8. The BA manual was planned to be

used by MSWs for the treatment of perinatal depression.
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Table 8: The content and sections of the BA therapy manual

The sections

The content

Section A: Describes the CHEMIST study
and provides details of the overall

principles of the intervention

Gives information about the study
structure, study team, depression and
physical health problems, enhanced
support intervention, management of

risk

Section B: Outlines a session by session
overview

Contact session 1

Contact sessions 2-5

Contact session 6

Gives information about the session
structure: information gathering,
information giving, shared decision
making. Action following contacts:

reporting and supervision

Section C: Describes DASS21 Depression
Subscale, Risk Protocol, and Study Team

Contact Details

Outlines DASS depression symptom level
assessment: scoring and reporting to
supervisors. Risk protocol: identification,
management and reporting of suicide or
self-harm. Study team contact details:
names, phone numbers and email

addresses of study team.

3.4 Data management and analysis for the second study (discovery phase) and the

third study (co-design phase) elements

All individual interviews, focus group interviews and workshops were audio-recorded

by the researcher. A password-protected audio recorder was borrowed from the

University of York, Department of Health Sciences IT services a day before each

interview or workshop and returned a day after the interview or workshop.

Interviews from the second study were transcribed verbatim by the researcher or a
professional transcriber. The professional transcriber was used because of the multiple
tasks the researcher was juggling within a limited timeframe. This included advertising
the study in three different NHS and CCG sites, recruiting women, calling women to ask

PHQ-9, scheduling interviews, booking venues, preparing refreshments, conducting
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interviews, listening to the recordings and transcribing, listening to them again so as to
become familiar with the data, anonymising the name of the persons and places,
coding and analysing, scheduling other interviews, and recruitment of HCPs. For the
transcription of the recordings, a pedal was borrowed from the Health Sciences IT

services and returned when all the interviews and workshops were completed.

The University of York supplies NVivo 11.3.2 qualitative data management software
which supports users to organize and analyse the text-based information (IT Services,
2017). NVivo was used to manage and analyse the second study data. The researcher
attended “Introduction to NVivo”, a one-day course at the University of York, and
“Analysing Qualitative Interviews”, a two-day course at Oxford University, with the aim

of learning how to manage and analyse qualitative data.

There is no accepted fixed method to analyse ethnographic data and researchers may
customise their analysis method which addresses their needs (Angrosino, 2007).
Content analysis, framework analysis and thematic analysis are often used by
researchers in the analysis of interviews, focus groups and documentary data (Barbour,
2014; Ritchie et al., 2014, Silverman, 2014). Content analysis is recommended for the
analysis of documentary data, for example, policy documents and newspapers and it is
stressed that to ensure the reliability of measures and validity of findings, data must be
organised systematically into a structured framework (Silverman, 2014). In framework
analysis, the data is systematically analysed and coding matrices are generated for
each interviewee. Then each interviewee is assigned to a row and each column shows
a subtheme. The interpretation of data is made by case and by subtheme (Ritchie et
al., 2014; Smith and Firth, 2011). Framework analysis is a variant of thematic analysis
(Barbour, 2014) and is often related to policy research (Smith and Firth, 2011).
Thematic analysis is in basic terms, the search for common patterns across the dataset
in order to provide an illustration of the phenomena (Braun and Clarke, 2006). While
stages of analysis until generating coding matrices are similar in both thematic analysis
and framework analysis, framework analysis comprises descriptive analysis of the data,
unlike thematic analysis that provides a rich and comprehensive understanding of the
complex issues (Braun and Clarke, 2006; Smith and Firth, 2011). Therefore, thematic
analysis was used in the analysis of interviews with women and HCPs within the

second study element, and the analysis of workshops within the third study element of
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the thesis. The analysis of interviews was enriched and supported with perinatal
mental health pathways, referral guidelines and maternity notes booklet used in the
research sites. The analysis of workshops was also supported by using participants’

own comments on the draft BA booklets and manuals.

Thematic Analysis

Thematic analysis (TA) (Braun and Clarke, 2006) can be used in the analysis of a variety
of data collection methods, for instance, individual interviews, focus groups, websites,
magazines, articles and reports and across datasets (Braun et al., 2019) which support
our data. TA was used to identify the commonalities that emerged from individuals’
verbatim transcripts, using the field notes and was used in the analysis of interviews,
focus groups and workshops. TA can also be applied to a variety of different theoretical
and epistemological approaches (Braun and Clarke, 2006) and in this study, there was
also an element of content analysis for the analysis of comments on the booklet and
manuals. Data was also subjected to a process of comparison to generate the themes,

which can also be facilitated by TA (Braun et al., 2019).

In TA, there are two main ideas that comprise the themes: domain summaries and
shared meaning-based patterns (Braun et al., 2019). While domain summaries consist
of the surface level of meaning and are based on the responses of participants to a
specific question, shared meaning-based patterns comprise from the core and spread
of meaning that are constructed from smaller meaning units (codes) (Braun et al.,
2019). The analysis built from shared meaning-based patterns requires finding
meanings that present more than one place, code combining and capturing and
summarising clear ideas, as explained in detail below. Shared meaning-based patterns

were used in the analysis of the transcriptions.

There are three types of TA which can be used for different purposes: coding
reliability, codebook TA and reflexive TA approaches (Braun et al., 2019). Coding
reliability comes from a post-positivist approach and aims to generate reliable and
accurate codes and themes by using a codebook, which enables coders to label the
data into prearranged themes (Braun et al., 2019). This analytic process is often done
by more than one coder who have not collected the data and have no knowledge

about the research being undertaken (Braun et al., 2019). Codebook TA lies between
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coding reliability and reflexive TA and includes generating themes as domain
summaries and using codebooks (Braun et al., 2019). The reflexive TA approach is
underpinned by only qualitative philosophy and stresses that meaning is contextual,
reality is multiple and the researcher is the main resource in the knowledge-generating
process (Braun and Clarke, 2013), all of which are in a harmony with the chosen
theoretical approach for the study. Coding using reflexive TA is an iterative process and
not stabilised to predetermined codes. The initial codes can be merged with other
codes and can be recoded or separated into other codes. The purpose of making these
changes is to better capture the essence and the meaning lying under the surface

(Braun et al., 2019).

Braun and Clark (2006) (Braun et al., 2019) describe six phases of TA: familiarisation
with the data, generating initial codes, searching for themes, reviewing themes,
defining and naming themes, and producing the report. These steps and how the

analysis carried out for the second study are explained below.

The second study:

Familiarisation with the data

The first step of TA involves listening to the audio recording and reading and re-
reading the transcriptions in order to see the whole picture, make notes about any
interesting points that arise in each interview and in the whole dataset, all of which

relate to the research questions (Braun et al., 2019).

To complete the first step, after listening to the recordings and reading the
transcriptions to anonymise the names of the places and people and to check the
accuracy of the transcriptions, audio recordings were listened to and transcriptions
were read again with the aim of making notes about the interesting points. These
emerging ideas were written in a word document that was separate from the field
notes (see Appendix 33 for the first step. The field notes are not shared as participants

could be identified).

Perinatal mental healthcare pathways, referral guidelines and the pregnancy notes

booklet were read and important points were highlighted. Only one page of the
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pregnancy notes booklet related to mental health is attached (see Appendix 34)
because other documents included the name of the NHS Trusts, phone numbers to call
for referral and regional help sources, all of which would break the anonymity of the
participants in the study. The content of these documents supported the findings from
the interviews with women and HCPs, as explained in the second study findings

chapter.

Generating initial codes

The second step involves labelling data that contributes a meaning. In this stage, there
are two types of coding: inductive and deductive. An inductive approach was chosen
for identifying meaning because of the epistemological considerations detailed in
section 3.2.2 ontological and epistemological assumptions. Another consideration in
this stage is types of codes, for instance, semantic and latent codes. While semantic
codes capture explicit meaning, latent codes consider the deeper or conceptual level

of meaning (Braun et al., 2019).

Transcriptions were read line by line in NVivo and each transcript was given equal
attention in the coding process. First, semantic codes were labelled; later latent codes
were composed as illustrated with three examples below. In the given first example, a
mother stated that she hid her feelings from the health visitor and this statement was
coded as ‘hiding feelings from HCPs’. She described lying to the health visitor and
described the reason behind her behaviour: ‘fear of labelling as a bad mum’ and this
became a latent code. In the second example, another mother expressed ‘feeling
ashamed’ so this was also a code. She then said ‘if anyone knew that they would think
that | wasn’t capable of looking after the child’. This was viewed as being a latent code,
‘fear of labelling as a bad mum’. Afterwards, ‘stigma’ was coded as a latent code for
each scenario as well. In the third quotation, an HCP explained the situation as ‘stigma

around mental health’.

“..1did hide it from the health visitors. | said that | was tired when | used to cry,
they did ask about my mood and things but | just thought that they would think

| was a bad mum so | just hid it...”
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“...1 felt quite ashamed and definitely like if anyone knew that they would think
that | wasn’t capable of looking after the child and | think one of the reasons
that | denied it was that | was scared that someone would take her away like

social services...”

“..1 think stigma around mental health. | think it’s still quite a big thing for
women. They don’t want to be labelled by that and they think that we’re going

to take their baby away from them so yeah it’s just those sort of things really...”

For the codebook of this stage see Appendix 35.

Searching for themes (Constructing candidate themes)

The third step of TA involves generating candidate themes with the help of the codes
generated in the previous step, using the research questions (what the researcher is
looking for in the data) and reflexive notes written in the first step. Themes are
generated by the researcher rather than fully emerging from the data (Braun et al.,
2019). The codes may represent a wider theme or two or three codes may emerge and
represent a broader theme. Separation or merging of codes can be helpful in this stage
in order to go further in the analysis. Candidate themes can also be visualised with a

thematic map (Braun et al., 2019).

After reviewing the codes and bearing in mind the research questions and reflexive
notes, some codes were merged with others. For instance, codes similar to the
expression of ‘feeling like a bad mum’ and ‘feeling not good enough’ were merged
with other related codes and a broader theme was generated as ‘feelings in the
postnatal period’. Another example would be that ‘feeling like a bad mum’ was
merged with ‘feeling not good enough’, ‘fear of labelling as a bad mum’ and ‘stigma’
and represented as ‘reasons for not disclosing feelings’ (checking the direction of the
conversation). Others were moved below the related themes, for example, reasons for
depression before pregnancy and in the antenatal and postnatal periods were moved
below the ‘triggers of low mood or depression’ theme. For the codebook for this stage,

see Appendix 36 and the thematic map, see Appendix 37.
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Reviewing themes (Revising themes)

The fourth step of TA aims to gather all the codes within relevant themes. It involves
reviewing the candidate themes and all codes belonging to them, to see whether they
are related to a shared meaning or concept (Braun et al., 2019). The thematic map can
also be generated to illustrate the reviewed themes across the dataset if they

encapsulate the whole story about the inquiry (Braun et al., 2019).

Candidate themes were reviewed to ascertain whether they represented the dataset
and the whole story and changes were applied when needed (see Appendix 38:

Thematic map).

Defining and naming themes

The aim of the fifth step is to “clarify the essence and scope of each theme” (Braun et
al., 2019, p. 855). The researcher should answer the following questions: What is the
theme about? Are there any relationship with the subthemes (if any) and main

themes? What is the relationship between the main themes? (Braun and Clarke, 2006).

These questions were answered and the last version of the themes was created,
presented as a thematic map (see Appendix 39). The coding process and thematic map
were then evaluated by the consulting supervisors, with a sample of transcripts to
ensure the rigour of the analysis and interpretation, and changes were applied when

needed (Creswell, 2009).

For the analysis of interviews with HCPs, the same steps explained above were carried

out by the researcher and a separate thematic map was produced (see Appendix 40).

Producing the report

In order to maximise the utility and practicality of qualitative health research results,
they need to be written up and presented in a way that they can be understood by the
target audience. The use of thematic sentences makes statements clear, and extracted
guotations need to be meaningful and show explicitly the variations in statements
across the dataset (Sandelowski and Leeman, 2012). The findings of the second study

element, presented in chapter four and the third study element in chapter five, were
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therefore written with this in mind and focus on the practical outcomes of the study so

as to be directly useful, accessible and understandable for the intended readers.

HCPs’ and women'’s transcripts were analysed separately and the analysis was collated
in separate thematic maps (Appendices 39 and 40). However, the themes were then
integrated (see Appendix 41: thematic map) and interpreted together (see chapter
four). Only findings related to the adaptation of the BA booklet and manual were
shared in the findings chapter, in order to avoid duplication of similar content and
themes, to build a robust rationale for the proposed changes in the BA booklet and
manual, while staying within the scope of the aims and word limit of the thesis. Other
findings will be submitted as manuscripts after submission of the thesis. Themes are
illustrated using sample codes and interview quotes, and making reference to
interesting points. The interpretative process also draws on the existing literature (see
sections 6.2.2; 6.2.3; and 6.3) and to ensure a rigorous analysis application, the 15-

point checklist of criteria for good TA was used (Braun and Clark, 2006).

The third study:

The audio recordings were the main data sources used for the adaptation of the BA
manual and booklet, in addition to co-designers’ comments on the documents and the
researcher’s notes taken during the workshops with regards to the general direction of

the improvements as identified by the group.

Audio recordings were transcribed and analysis of transcriptions, comments on the
manual and booklet, and constant comparison of data across the datasets and
workshops was done by using highlighters, colourful pens and sticky notes, page by

page, stage by stage or section by section.

Thematic analysis

To avoid repetition within the chapter, the analytic process for the third study is

described below without references.
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Familiarisation with the data

The audio recording was listened to after each workshop and transcribed by the
researcher. The transcription accuracy was checked, and all the names of the places
and persons were anonymised. The recordings were listened to again and notes were

made on a booklet and manual (see Appendix 42 for an example).
Generating initial codes

The coding process was carried out page by page from the transcription of the
recordings and the co-designers’ comments on the documents. For instance, in one
workshop, one of the women suggested making changes to the key signs of
depression. All the sentence was highlighted and was coded as ‘sleeping page 6’
because the participant was talking about one of the key signs (i.e., eating, sleeping,
energy, behaviour and thinking) written on page 6 in the BA booklet. Another
recommendation in the second quotation was again related to sleeping problems and

was coded as ‘sleeping page 6’.

“...A newborn baby’s sleep pattern can be quite erratic. If you’re unable to sleep

when your baby sleeps, this could be a sign of low mood...”
“...Pregnancy problems can make sleep problems worse..”

The co-designers’ comments on the booklet related to key signs were about making
changes on wording, for example, adding ‘losing motivation’ in addition to ‘losing
interest’ as a key sign of low mood (see Appendix 43 for example comments from co-

designers).

The transcriptions were compared with the co-designers’ comments on the documents
and these changes were applied to the booklet and manual according to the decision
of the majority and a new version of the documents was created. The decision on
whether to amend the documents or not was a consensus decision-making process
between women, HCPs and the researcher in the workshops by asking co-designers

whether everyone is agreeing on the amendment or not.
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Every comment made by co-designers was given attention in the coding process, even
if the group did not agree on the suggested changes. In the subsequent workshop, the
unresolved issue was brought to the co-designers’ attention and their comments were
compared with the suggestions of the previous group. For instance, in one workshop, a
women suggested adding a few sentences to the booklet about information for
partners or husbands on supporting their partners or wives. However, others in the
group argued that the booklet was a very personal thing and that information for
partners should not exist in the booklet. In the following workshop, the group also

agreed that the booklet should not include information for partners.

Searching for themes (Constructing candidate themes)

Some of the codes were shaped into candidate themes while others were constructed
into wider themes. For instance, in one workshop, it was suggested that information
be added about ‘baby blues and hormonal changes’ as a major change in the booklet
and this was added. However, after completing the four workshops and looking across
the dataset, comparing the transcribed data and participants’ comments on the
documents, the theme was rephrased as ‘changes in key signs’ including changes in

sleep, energy, eating, behaviour, thinking and hormonal levels (see Appendix 44).

Reviewing themes (Revising themes)

All the themes and sub-themes were reviewed after completing the four workshops
and the representation of the whole story was explored across the datasets (see

Appendix 45 for the thematic map).

Defining and naming themes

The last version of the themes was produced, and a thematic map was created (see

Appendix 46).

After each workshop, the new versions of the booklet and manual were shared with
supervisors. The last versions of the documents were also discussed within the

supervisory team and changes were applied when needed.
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Producing the report

The findings from the second study were used in the adaptation of the BA manual and
booklet in the first instance. Chapter five first describes how the second study findings
informed the third study and then findings from the third study are presented
thematically. The themes are reported with example codes and quotations from the

workshops.

3.5 Ethical and regulatory considerations (second and third studies)

Participant information sheets (Appendices 13, 14, 26 and 27) and consent forms
(Appendices 6, 15, 28 and 29) were produced using the principles within the HRA
website, the University of York guidelines and General Data Protection Regulation
2018. All potential participants were given or sent an information pack and they were
able to read the participant information sheets before informed consent was sought
and obtained. The researcher also fully explained the nature of the study when
potential participants contacted her. When participants had any further questions,
they were answered. Participants were asked to return one copy of their own
completed consent form to be held by the researcher, whilst retaining a second copy
for their reference. Only those who returned their signed consent form were

considered.

A period of 24 hours was given to participants in order to allow them time to think
about their willingness to take part in the study, after informed consent signed. After
this 24-hour period, the participants were contacted and asked if they still wished to
participate. Another 3 days were granted if they wanted to talk to their family or

friends, as explained in the study flowcharts (Appendices 47 and 56).

There was no pressure on any of the participants to take part in the study.
Participation was totally voluntary and it was made clear that individuals could
withdraw at any time without giving a reason, even during the interview, focus group
or workshop. Participants were told that if they chose to withdraw from the study, all
data referring to them would be destroyed and would not be used in any way.
However, if a participant chose to withdraw from the focus group interview or

workshop, all the data collected until the time of withdrawal would be used in the
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study because it was not possible to remove someone’s contribution from a group
discussion. Participants who chose to be interviewed individually could withdraw from
the study within 48 hours after completion of the individual interviews. All data
referring to them would then be destroyed and would not be used in any way. Should
a participant choose to withdraw more than 48 hours after completion of the
individual interview, her data would still be included in the analysis. After completing
the focus group interviews and workshops, participants could still withdraw from the
study but their data would be used in the analysis. This information was given on

participant information sheets and consent forms for participants.

The participants were anonymised in all transcripts and their identity was kept strictly
confidential. Their personal information, audio recordings, consent forms,
demographics forms, and transcripts were accessible only by the researcher and the

research team.

Data made publicly available was anonymised in accordance with the General Data
Protection Regulation 2018. Participants will be referred to anonymously in
publications arising from the study. No real names of people or places will be used in
any presentations or publications resulting from the study or in the researcher’s PhD

thesis.

Quotations from the interviews, focus groups and workshops were used in reported
findings from the research study. If anything that participants said appears in the
guotation, it is made anonymous with a self-chosen false name or anonymous

numbers so that they cannot be identified.

Consent forms

Consent forms were stored securely in the PhD supervisor’s office at the University of
York. It is within a restricted electronic key swipe area and the supervisor’s office is a
locked room which has two locked filing cabinets. Consent forms are accessible only by
the researchers in the research team. Consent forms will be retained for up to 5 years
from the end of the research to cover the period of the submission of the researcher's

doctoral thesis and any publications arising from the study.
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Spreadsheet of contact details

The spreadsheet of contact details was stored securely in the same locked cabinet with
the consent forms. This was ensured to keep identifiable and non-identifiable data in

separate cabinets. The spreadsheet of contact details were destroyed after 12 months.

Demographics forms

Demographics forms were stored securely in a different locked cabinet from the
consent forms and spreadsheets of contact details. Demographics forms were

destroyed after 12 months.

Audio recordings

The audio recordings of interviews, focus groups and workshops were stored on a
password protected server on the researcher’s University of York computer. Only the
researchers in the research team had access to the audio recordings and they were

deleted after 12 months.

Transcripts

The transcripts are stored on a password protected server on the researcher’s
University of York computer and managed in NVivo. Only the researchers in the
research team have access to the transcripts. The transcripts will be stored for 10 years
at the York research database and PURE, according to the University of York’s policy.
The transcripts will not be publicly available and only the research team will have

access.

3.5.1 Assessment and management of risk

There were no anticipated disadvantages or risks for HCPs taking part in this study.
However, the researcher was aware of their busy schedule and was as flexible as
possible to suit their free days and time. Although the aim was to conduct focus group
interviews with HCPs so as to gather a rich source of data, it was recognised that focus
groups were more time-consuming than individual interviews, so professionals might

prefer to be interviewed individually. To minimise this issue, interviewing preferences
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were given in the consent form and demographics form, to suit their availability and

there was no pressure for HCPs to take part in the study.

There were no perceived direct risks or burdens for women from taking part in the
study. However, the researcher was aware that women who have experienced
perinatal depression are potentially vulnerable people. The researcher was very aware
that the mental health of women was of critical importance and that the potential
participants would bring difficult life experiences to the interview situation. Individual
interviews were chosen rather than focus group interviews for this reason so that the
researcher could immediately respond if a participant became upset. It was also for
this reason that only participants who deemed themselves ‘recovered’ were chosen
rather than women in the perinatal period or women who were symptomatic at the
time of the enrolment. The study aimed to include women who had experienced low
mood or depression during pregnancy and/or in the first year after giving birth in the
last five years, who were recovered at the time of enrolment, and whose youngest
child was between one and five years old. The researcher recognises that this
potentially raises another validity issue of data being limited over this time period.
However, the researcher’s understanding from talking to midwives and HCPs is that
services have not changed radically in the last five years. This was also addressed
through interviews with HCPs, which allowed any information from the women to be

placed in the context of changing services.

Although it was clearly stated in the leaflets, posters, and participant information
sheets that the study sought women who were recovered, there was the possibility
that women who were experiencing depressive symptoms or who had suicidal
thoughts might contact the researcher. To minimise the risk of including potentially
vulnerable women, the researcher sent all women who showed an interest in the
study, an information pack which comprised a participant information sheet, two
consent forms, a demographics form, a contact details sheet, and a pre-paid stamped-
addressed return envelope. Their GP's name and contact details were asked for in the
contact details sheet. When the researcher received their envelopes, she checked their
GP information. If women did not give their GP information, the researcher contacted
them and explained that it is not possible to participate in an interview or a workshop

unless they give their GP details. If women provided the details of their GP, the
157



researcher implemented the PHQ-9 over the telephone to make sure that they did not
have ongoing depressive symptoms. If they scored between 0 and 9, they were eligible

for an interview.

If they scored 10 or above, the researcher would have explained that they were not
eligible to take part in the study because they might still be depressed. She would have
recommended that they see their GP and would have asked them whether they
wanted the research team to inform their GP. If they agreed, an email with a GP
notification letter (see Appendix 55) would have been sent to their GP. If they did not
agree, they would be reminded of available help and support sources. These details

were also provided in the participant information sheets.

The PHQ question 9 was used to identify suicidal ideation. The plan was to use the
'Appendix 49: Self-Harm/suicide risk identified via telephone assessment', 'Exploring
Risk Questions' (see Appendix 52) if the score was higher than 0. Responses were to be
recorded verbatim and then a call was to made to PhD supervisor Prof McMillan, who
is a clinical psychologist who would then help determine the possible level of risk on
‘Exploring risk questions guidance’ (see Appendix 53) and decide whether or not the
woman's GP should be contacted. If necessary, a ‘GP notification letter’ and ‘Self-harm
/ suicide risk form’ (Appendices 55 and 51) would be filled in and sent to the GP;

however, none of the participants disclosed suicidal thoughts.

During the individual interview, if any concern regarding self-harm or suicidal risk
arose, the researcher was to follow ‘Appendix 50: Study flowchart 5: Self-harm /
suicide risk identified via qualitative interviews or workshops’. During the workshops,
this flowchart was to be followed after the end of the workshop, to ensure the privacy
of the woman concerned; however, none of the participants disclosed self-harm or
suicidal thoughts during the interviews or workshops. Available support sources were
also included in participant information sheets and participants were reminded of

these at the end of the interviews and workshops.

Unexpected disclosure of information by participants that could require notification or
other follow-up action by the researcher would be shared within the research team in
a way that protects the participant’s anonymity and confidentiality but is bound by

legal and ethical requirements (e.g. child protection concerns, risk to others, self-
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neglect, domestic violence, alcohol or substance abuse). A decision would be made
about actions required (e.g. contact duty social worker if child protection issues arise)
and the decision and actions taken would be documented in ‘Non-suicide risk form’

(Appendix 54).

Women were invited to choose their preferred location for the interview in the
demographics forms. It was expected that most of the women would choose to be
interviewed at their home. There might be risks for the researcher when interviewing
participants at their homes. The 'Lone working policy' was followed to anticipate and,
therefore, diminish the risks to the researcher. All Lone Workers Contact Sheets (see
Appendix 57) were destroyed after each fieldwork trip in order to safeguard the

anonymity of the participants.

Interviewing in the home raised potential privacy issues for women. Women were told
that the interview could be done only with them and that if her partner or other
friends or relatives were present, the interview was possible only if a room was
available that provided privacy. The researcher was aware that the participants had
children. Unfortunately, the researcher's resources did not stretch to providing
childcare. Therefore, women might be interviewed when children were around, and
the conversation might also be interrupted by other people. The researcher
endeavoured to secure a confidential interview but at times had to pause or terminate

the interview if interruptions occurred.

3.5.2 Research Ethics Committee and other Regulatory reviews

The research protocol for the second study element was reviewed by the University of
York’s HSRGC and Research and Enterprise Directorate (Appendices 58 and 59) and the
research passport application process started afterwards. The researcher made
connections with each three NHS Trusts and CCGs and asked their R&D departments if
they were happy to be involved in the study and seeing their names on the IRAS form
and the research passport. Then, an IRAS submission (IRAS ID:237021) was made for
the second study and the researcher and her PhD supervisor, Dr Helen Bedford, were
invited to attend the REC meeting in Leeds. The REC members suggested revising some
of the forms and decreasing the sample size from 30 women and 30 HCPs to 15

women and 15 HCPs. All the recommendations were applied after the meeting and
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resubmission was made. The REC and HRA ethical approvals were granted (Appendices
60 and 61), and the approval letter and research passport were shared with three NHS
Trusts and three CCGs. Each of the six R&D departments sent a Letter of Access and
signed the research passport. One of the NHS Trusts required the researcher to
complete the following online courses: Fire Safety - Level 1; Moving and Handling -
Level 1; Health, and Safety and Welfare - Level 1. The researcher completed all

required training and started recruitment in that NHS Trust afterwards.

For the purposes of gaining ethical approval for the third study, a substantial
amendment form was filled in and all required recruitment forms were enclosed with
the amendment form and sent by email to the HSRGC before sending to REC/HRA
Yorkshire and Humber — Leeds West. Ethical approval for the third study was secured
from the HSRGC (Appendix 62) and HRA (Appendix 63) and this information was
shared with three NHS Trusts and three CCGs before starting recruitment for the third

study element of the thesis.

3.6 Reflexivity, Rigour and Trustworthiness

Reflexivity is regarded as the researcher’s awareness of her subjective experiences,
backgrounds and interests which may influence the process of the research and
includes acknowledgement of how the ideas of the researcher effectively co-builds the
circumstances that they strive to study (Barbour, 2014; Potvin, Bisset and Walz, 2010;
Krefting, 1991). The aim was to refrain from apparent, deliberate or any form of bias
and to be as objective as possible during the research process, including data
collection, analysis, interpretation of findings, knowledge-production process and
writing process. However, this desire can never completely be achieved in a qualitative
research and it is not possible to generate fully objective knowledge (Flick, 2014;
Ritchie et al., 2014). Researchers cannot engage with the field as empty ideas and
opinions but instead bring with them their own perceptions and assumptions (Barbour,
2014). Mirroring of the self during the research process and reflecting on feelings,
impressions, preconceptions, beliefs, values, activities and observations in the field,
clearly indicating each step of the process have critical importance in the

interpretation of the outcomes. This is the basic principle of reflexive accounting.
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The researcher of this PhD study is an overseas student conducting research in a
foreign country, which presents both strengths and weaknesses. Although new to the
National Health Services, the researcher has a midwifery background with eight
months internship experience in Czechia, in addition to five years internship and
education experience in her home country, Turkey. This experience was helpful in
becoming familiar with a new health care system. Although she has no children and
therefore has not experienced perinatal depression before, the researcher has been
experiencing depression since 2012 and this insight helped in understanding women’s
experiences of it, their struggles with daily life, and the importance of support and
awareness. When listening to the women’s and HCPs’ experiences, the researcher was
mindful to being open-minded and empathic and strived to put aside any
preconceptions, and pre-knowledge gained through reading about perinatal
depression. This can be considered as having a positive and reinforcing impact on the
interviews with mothers and HCPs. As a researcher doing ethnographic work, the main
objective was to gain insight into the participants’ symbolic life world and to
endeavour to reflect on their experiences. The researcher believes that this objective
was met through building trust and a sense of privacy with the women, which enabled
them to be honest and open about their experiences. At the same time, the researcher
found herself touched by the intense feelings that were expressed during the
interviews and impressed by how these mothers endeavoured to deal with the

challenges.

Co-designers’ views and considerations were prioritised during the co-design
workshops. At the same time, their struggles with their experiences were located
within the wider PhD context and reiterated at the workshops. The researcher was
careful to convey that the aim of the study related to their situation and that their
involvement in the workshop would contribute to addressing women’s needs who are
in the same situation as them. The role of the researcher, as the person conducting all
stages of the study, was made clear as was the process and the other elements of the
research, such as how the previous workshop has worked, what actions had been
agreed on, how the manual and booklet had been adapted and how the outcome of
the workshop would be used in the next workshop. In terms of shaping the BA therapy

manual and guided self-help booklet, the researcher endeavoured to ensure that the
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voices of all the co-designers were heard equally, and co-designers were encouraged
to listen to their own needs and also take into account others’ needs in the group.
Ideas were built up through discussion within the group with the aim of developing a

consensus decision-making.

Rigour in a research study can be ensured by meticulous design: using features of
scientific methods to address the research aims, conducting fieldwork properly,
following research protocols, and generating trustworthy evidence that is grounded
theoretically (Ritchie, et al., 2014). One way to achieve this, alongside reflexivity, was
to be very explicit the entire research process, from the literature review and shaping
the research questions, to the analysis and knowledge-generation process.

Nonetheless, issues of validity and reliability of the research have to be acknowledged.

Validity, reliability and objectivity are important concepts when collecting and
presenting data in order for the research to be considered robust and credible (Ritchie
et al., 2014). Although these terms tend to be more associated with quantitative
research, their application in qualitative research can be established through the
researcher displaying trustworthiness, including credibility, transferability,
dependability and confirmability (Shenton, 2004), all of which are explained in detail

below.

Validity (internal validity, external validity and measurement validity) is concerned with
the extent to which a finding is well-founded and accurately reflects the phenomena
under study (Ritchie et al., 2014; Silverman, 2014). Internal validity in qualitative
research focuses on how well and accurately participants’ responses are captured and
interpreted, which reflects credibility (Ritchie et al., 2014; Silverman, 2014). This can
be ensured with participant validation, member validation and a triangulation
approach. For participant validation, different methods can be used; for example,
interview transcriptions can be returned to the participants and they can be asked to
check the interpretation of the interview. Participants can also be asked to check the
synthesized analysed data (Birt et al., 2016). However, participant validation was not
considered feasible within the limited time of the researcher. Instead, in the second
study, the coding process and thematic map were evaluated by the consulting PhD

supervisors, with a sample of transcripts to ensure the rigour of the analysis and
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interpretation, and changes were applied when needed (Creswell, 2009), as described
in section 3.4 data management and analysis. In the third study, the outcome of the
workshops was discussed after each workshop in supervision meetings with
supervisors and the content of the next workshop was decided. This approach
provided a rich and diverse analysis and strengthened confidence in the conclusions

that were drawn (Silverman, 2014).

The triangulation process can consist of methods triangulation, triangulation of
sources, triangulation through multiple analysts and theory triangulation (Patton,
2015). In this study, triangulation of sources was used in exploring available treatment
and referral options: through collecting perinatal depression care pathways used
across the three research sites; asking HCPs about the treatment and referral
pathways that they often use in the community, hospital and health visiting services;
through interviews and focus groups and asking women about the treatment options
and referral process and if any had been offered to them by HCPs; through interviews,
and in comparing these three sources during the data analysis process. In addition to
this, findings across the three research sites and between two different participant
population, women and HCPs, were compared and contrasted. Having a variety of
HCPs working in nine different roles in NHS services, community services and GP
services provided different perspectives, rich and varied data. In the third study,
triangulation of sources was used in sharing and confirming with participants the key
points emerging from the second study (which helped to adapt the BA therapist
manual and guided self-help booklet) and again, after the first workshop, in comparing

the outcomes of each workshop.

Reliability is regarded as the repeatability of the research, which reflects dependability
in qualitative inquiry (Ritchie et al., 2014; Silverman, 2014; Shenton, 2004). Reliability
in qualitative research can be problematic because of the nature of the research
process, in that it cannot be replicated (Ritchie et al., 2014; Silverman, 2014; Shenton,
2004). Therefore, in this research, dependability was ensured through providing
description of the methods and methodology, how they were planned and how they
were used in the process. In addition, a reflective account was kept of the researcher’s
influence on the data analysis, interpretation process and attempts to reduce bias, all

of which were reviewed and examined by the Thesis Advisory Panel members who
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were outside of the supervision team (Ritchie et al., 2014; Silverman, 2014; Shenton,
2004; Krefting, 1991). Their objective views on the research process were taken into

account at each stage of the research.

Confirmability is concerned with the objective analysis process, without the
researcher’s preconceptions or biases (Shenton, 2004). To ensure a rigorous analysis
application, a 15-point checklist of criteria for good thematic analysis was used (Braun
and Clark, 2006). In addition, the coding process and thematic map were evaluated by
the consulting supervisors and all the stages of the analysis process are described in
detail in the data management and analysis section (3.4) of this chapter, in the findings
chapters and illustrated in the worksheets (see appendices 33, 34, 35, 36, 37, 38, 39,
40 and 41 for the second study; 42, 43, 44, 45, and 46 for the third study). The
strengths and limitations of thematic analysis are also considered in the discussion

chapter (see section 6.4.3).

Generalisability (external validity) is concerned with the extent to which the findings
and conclusions of the study can be applied to the same population at large, which is
referred to as transferability in qualitative research (Ritchie et al., 2014; Silverman,
2014; Shenton, 2004). Because the sampling strategy targeted a specific group of
women and HCPs, it is hard to generalise the second study findings and conclusions to
a larger population, as discussed in detail in section 6.4.2 strengths and limitations of
the EBCD studies in the discussion chapter. However, the second and third study
findings informed the adaptation of BA manual and guided self-help booklet, which

can be tested in future research, in the treatment of perinatal depression.

3.7 Summary

In summary, this chapter has outlined the theoretical framework, methodological
considerations and sampling, data collection and analysis methods related to the
