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Background: Serious parental mental illness poses a challenge to quality of life (QoL) in a substantial
number of children and adolescents. Improving the lives of these children is a political and public
health concern.

Objectives: To conduct an evidence synthesis of the clinical effectiveness, cost-effectiveness and
acceptability of community-based interventions for improving QoL in children of parents with serious
mental illness (SMI).

Data sources: Nineteen health, allied health and educational databases, searched from database
inception to May 2012, and supplemented with hand searches, reference checking, searches of grey
literature, dissertations, ongoing research registers, forward citation tracking and key author contact.

Review methods: Inclusion criteria required ≥ 50% of parents to have SMI or severe depression
confirmed by clinical diagnosis or baseline symptoms. Children were ≤ 18 years of age. Community-based
interventions included any non-residential psychological/psychosocial intervention involving parents or
children for the purposes of improving health or well-being. Intervention comparators were not predefined
and primary outcomes were validated measures of children’s QoL and emotional health. Secondary
outcomes were derived from UK policy and stakeholder consultation. Data were extracted independently
by two reviewers and the study quality was assessed via Cochrane criteria for randomised/non-randomised
designs, Critical Appraisal Skills Programme (CASP) qualitative criteria or a standard checklist for economic
evaluations. Separate syntheses were conducted for SMI and severe depression. Standardised effect size
(ES) trials were pooled using random-effects modelling for which sufficient data were available. Economic
data were summarised and acceptability data were synthesised via a textual narrative approach.
vii
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viii
Results: Three trials targeted mothers/the children of mothers with psychotic symptoms. Children were
≤ 12 years of age and no primary QoL or emotional health outcomes were reported. Insufficient secondary
outcome data prevented pooling and no eligible economic evaluations were found. Twenty-six trials
targeted parents/children of parents with severe depression; 18 recruited mothers of infants < 2.5 years of
age. Data pooling suggested no significant short-term effect on children’s emotional health [standardised
ES 0.06, 95% confidence interval (CI) –0.20 to 0.33] or social function (standardised ES 0.23, 95% CI
0.00 to 0.46). Medium to large effects were observed for parents’ depressive symptoms (standardised ES
0.73, 95% CI 0.51 to 0.94) and parenting behaviours (standardised ES 0.67, 95% CI 0.32 to 1.02). One
non-randomised economic evaluation was found. Intervention uptake and adherence were inconsistently
reported. Incomplete evidence highlighted potential barriers from child custody losses and conflicting
life circumstances. Qualitative data suggesting interventions to overcome social isolation and stigma are
well received by parents. Limited data suggested that children may value peer interactions and
normalising activities.

Limitations: Included trials were of poor or unclear quality with inadequate randomisation or allocation
concealment, possible attrition biases and incomplete outcome reporting. Meaningful analysis was
challenged by clinical and methodological heterogeneity and insufficient data for subgroup comparisons.
Children’s self-reports were lacking and evidence of effect remains biased towards parent-based
interventions for severely depressed mothers of infants. Generalisability to other diagnoses, older
children and children of fathers with SMI is unclear. A lack of high-quality economic data prevented
economic modelling.

Conclusion: Evidence for community-based interventions to enhance QoL in children of SMI parents is
lacking. The capacity to recommend evidence-based approaches is limited. Rigorous development work is
needed to establish feasible and acceptable child- and family-based interventions, prior to evaluating
clinical effectiveness and cost-effectiveness via a randomised controlled trial (RCT). A substantial
programme of pilot work is recommended to underpin the development of feasible and acceptable
interventions for this population. Evaluations should incorporate validated, child-centred QoL outcome
measures, high-quality cost data and nested, in-depth acceptability studies. New age-appropriate
instruments that better reflect the life priorities and unique challenges faced by children of parents with
SMI may need to be developed.

Funding: This report was commissioned by the NHS R&D Health Technology Assessment programme and
funded by the National Institute for Health Research Health Technology Assessment programme.
NIHR Journals Library www.journalslibrary.nihr.ac.uk
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Scientific summary
Background

Improving the lives of children born to parents with serious mental illness (SMI) is an urgent political and
public health concern. The best estimates suggest that 50–66% of people with SMI may be living with one
or more children under the age of 18 years. The burden placed on these young people is substantial.
Research shows that serious parental mental illness is associated with increased risk of adverse outcomes
in children. Short-term outcomes include poorer mental and physical health as well as increased risk of a
range of behavioural, social and educational difficulties. Longer-term outcomes may extend into adulthood
and include social or occupational dysfunction, lower self-esteem, increased psychiatric morbidity and
alcohol or substance misuse. This evidence synthesis sought to assess the clinical effectiveness,
cost-effectiveness and acceptability of community-based interventions aimed at increasing or maintaining
quality of life (QoL) in children of parents with SMI.
Objectives

The objectives of the evidence synthesis were:

l to provide a systematic and descriptive overview of all the evidence for community-based interventions
for improving QoL in children and adolescents of parents with SMI, with specific reference to
intervention format and content, participant characteristics, study validity and QoL outcomes measured

l to examine the clinical effectiveness of community-based interventions in terms of their impact on a
range of predetermined outcomes, particularly those likely to be associated with QoL for children and
adolescents of parents with SMI

l to examine, when possible, potential associations between intervention effect and delivery including
intervention format and content, prioritisation of child outcomes, child age group, parental mental
health condition, family structure and residency

l to explore all available data relating to the acceptability of community-based interventions intended to
improve QoL for children and adolescents of parents with SMI, with specific reference to intervention
uptake, adherence and patient satisfaction

l to assess key factors influencing the acceptability of and barriers to the delivery and implementation of
community-based interventions for improving QoL in children and adolescents of parents with SMI

l to provide a systematic and descriptive overview of all the economic evidence for community-based
interventions for improving QoL in children and adolescents of parents with SMI, with specific
reference to intervention resources, cost burden, study validity, method of economic evaluation and
economic outcomes measured

l to examine the cost-effectiveness of community-based interventions in improving QoL for children and
adolescents of parents with SMI using a decision-analytic model

l to identify, from the perspective of the UK NHS and personal social services, research priorities and the
potential value of future research into interventions for improved QoL in this population.
Methods
Data sources

Comprehensive, systematic searches were undertaken using 19 health, allied health and education
databases, searched from inception until January 2011, with an update search being performed in
May 2012. Nine psychiatry, psychology and child health journals were hand searched. In addition, grey
xxi
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literature (e.g. conference proceedings and voluntary organisation publications), dissertations, ongoing
research registers and bibliographies from the texts of relevant trials and reviews were searched. Forward
citation tracking of all included trials was undertaken. Key authors and specialists in the field
were contacted.
Study selection

Study participants were children or adolescents aged ≤ 18 years of age and/or the parents of these
children. To be eligible for inclusion, ≥ 50% of the sample had to have a SMI as defined by a current or
lifetime clinical diagnosis or comparable symptom profile. SMI was defined to include schizophrenia and
schizoaffective disorder, puerperal and non-puerperal psychosis, borderline personality disorder and
and personality disorder, with or without substance misuse and other mental health co-morbidities.
Severe unipolar depression and severe postnatal depression were also included.

Eligible interventions comprised any community-based (i.e. non-residential) psychological or psychosocial
intervention that involved professionals or paraprofessionals and parents or children, for the purposes of
changing knowledge, attitudes, beliefs, emotions, skills or behaviours related to health and well-being.

Comparisons of two or more active interventions or of an active treatment with a ‘no treatment’
comparator were included. The ‘no treatment’ category extended to include waiting list controls, delayed
treatment and usual care management.

Primary outcomes comprised validated measures of children’s QoL and/or children’s emotional well-being.
Secondary outcomes were derived from UK policy and stakeholder consultation. These comprised
measures of children’s physical health, safety, social function, self-esteem, mental health literacy, coping
skills, family function and parental mental health symptoms. Acceptability was defined in terms of
intervention uptake, adherence and participant satisfaction or views.
Data extraction and synthesis

Quantitative and qualitative data relating to study design, quality, sample characteristics, interventions and
comparators, and clinical, economic and acceptability outcomes were extracted using a standard proforma.
Study quality was assessed according to the Cochrane collaboration risk of bias assessment tool for
randomised controlled trials (RCTs), the Cochrane guidance for non-randomised designs and the Critical
Appraisal Skills Programme (CASP) tool for qualitative research. Economic studies were assessed for quality
using a standard critical appraisal checklist for economic evaluations.

Studies targeting the parents or children of parents with SMI were synthesised separately to those for
severe depression. Our primary analysis focused on data from RCTs or quasi-RCTs. Lower levels of evidence
were retained and summarised for the purposes of future research priority setting. Continuous data from
RCTs were translated to standardised mean difference effect sizes (ESs). Dichotomous data were translated
into standardised ESs using logit transformation. ESs were pooled using random-effects modelling. Clinical
and methodological heterogeneity were explored whenever possible via subgroup and sensitivity analyses.
Alternative sources of bias were investigated using funnel plots when data allowed. In instances for which
data pooling was inappropriate, narrative synthesis was employed. Cost-effectiveness data were
summarised and acceptability data were synthesised using a textual narrative approach.
Results

Our searches generated 34,659 hits and identified 57 eligible studies, of which 29 were RCTs or
quasi-RCTs. Only three of these trials targeted the parents or children of parents with SMI. Twenty-six trials
targeted the parents or the children of parents with severe depression.
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Evidence of clinical effectiveness

All three trials pertaining to SMI recruited mothers (or the children of mothers) with psychosis or psychotic
symptoms and all compared one or more active interventions to a treatment as usual control. Children
were aged ≤ 12 years. Overall, the three trials reported on five different interventions. Two were
cognitive–behavioural interventions delivered directly to children, two sought to indirectly influence
children’s QoL through an enhancement of mothers’ parenting behaviours and one integrated a
home-based parenting intervention alongside an intervention for mothers’ mental health symptoms. None
of the trials reported primary outcomes relevant to children’s overall QoL.

Analysis of secondary outcomes was limited by clinical and methodological heterogeneity between the
trials and poor reporting of outcome data. Data pooling was not possible. All three trials were judged to
be at a high or unclear risk of bias and all were published in the USA between 1982 and 1984. The
generalisability of this evidence to the contemporary UK health context is questionable.

Twenty-six trials (90%) focused on severe parental depression, 18 of which evaluated community-based
interventions for the parents of children in the first 2.5 years of life. Only two trials evaluated interventions
aimed at preschool and/or primary school-aged children (aged 2.5–12 years) and six studies evaluated
interventions relevant to children of primary school age or beyond (6–18 years).

Overall, the 26 trials reported on 38 interventions. Thirty-one (82%) were solely, or predominantly,
parent-based interventions, 21 of which were psychotherapies aimed solely at improving parents’ mental
health. Six interventions (16%) targeted the parent–child dyad and one (3%) was delivered to children
alone. In total, 14 interventions (37%) sought to enhance some aspect of parenting behaviour or
family function.

Pooling of data was feasible for only four short-term outcomes. Five depression trials contributed data to a
meta-analysis comparing the effect of any variant of community-based intervention to a waiting list/
treatment as usual control on children’s short-term emotional health. Pooled ESs suggested no significant
short-term effect of intervention; however, the width of the accompanying confidence intervals (CIs) for
the effect did include effects of potential clinical significance (standardised ES 0.06, 95% CI –0.20 to
0.33). The small number of trials contributing to this analysis prevented any meaningful subgroup analyses
and these results should be treated with caution.

Eight depression trials contributed data to a meta-analysis comparing the effect of any variant of
community-based intervention to a waiting list/treatment as usual control on children’s social functioning
and behaviour. Pooled ESs suggested no significant short-term effect of intervention, although, once
again, the width of the CIs reported included effects of potential clinical importance (standardised ES 0.23,
95% CI 0.00 to 0.46). The small number of trials contributing to this analysis prevented any meaningful
subgroup analyses. Results should be treated with caution.

Seventeen depression trials contributed data to a meta-analysis comparing the effect of any variant of
community-based intervention to a waiting list/treatment as usual control on parents’ short-term mental
health. Pooled ESs suggested a significant medium to large effect of intervention (standardised ES 0.73,
95% CI 0.51 to 0.94). Clinical and methodological heterogeneity was evident and marked statistical
heterogeneity was observed (I2 = 67.8%, p = 0.000). Preliminary evidence from a smaller number of trials
reporting longer-term outcomes suggested that these clinical effects may diminish over time.

Dividing the trials according to intervention type resulted in a smaller short-term effect for
psychoeducational and psychosocial models than for psychotherapeutic interventions, whereas dividing the
trials according to child age ranges revealed medium to large effects for both children aged 0–4 years and
those aged 6–18 years. No trials were identified for children between 4 and 6 years. Grouping the trials by
intervention target resulted in a medium to large effect for parent-based interventions and a large effect
for dyadic interventions. Finally, pooling trials by intervention objectives revealed a medium to large effect
xxiii
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for interventions targeting parental well-being and a small to medium, non-significant, effect for the small
number of interventions targeting the parent–child relationship. The limited number of comparisons in
some groups limits the utility of these findings.

Six trials contributed data to a meta-analysis comparing the effect of any variant of community-based
psychosocial intervention to a waiting list/treatment as usual control on parents’ responsiveness to their
children. Pooling these data produced a medium to large effect of intervention on short-term parenting
behaviours (standardised ES 0.67, 95% CI 0.32 to 1.02). The small number of trials contributing to this
analysis prevented any meaningful subgroup analyses.

All but one of the trials pertaining to severe parental depression were judged to be at a high or unclear
risk of bias, indicating a relatively poor level of trial quality overall. Particular methodological problems
were noted in relation to randomisation and allocation procedures, sample size, potential attrition biases
and selective outcome reporting. Interpretation of the findings was further limited by a lack of existing
data and marked heterogeneity in the populations, interventions and outcomes assessed. Children’s
self-reported outcomes were rare, and only four trials were conducted in UK settings. The majority of the
evidence base remains biased towards parent-based interventions targeting severely depressed mothers of
infant children. The generalisability of these findings to other diagnoses, to older children and to the
children of fathers with SMI is unclear.
Evidence of cost-effectiveness

No economic evaluations or cost or resource-use studies were identified that focused on the children of
parents with SMI. Only one economic evaluation focusing on severe parental depression was found. This
study was at high risk of bias and reported a narrow assessment of costs and effects. Costs and benefits
were presented from the perspective of the mother and could not be meaningfully used to support
resource allocation decisions aimed at improving children’s subjective QoL.

Planned economic synthesis included decision-analytic modelling alongside the narrative synthesis of any
economic evaluations found. The absence of any rigorous evidence to support the clinical effectiveness of
specific interventions, combined with an absence of economic evidence, rendered this economic modelling
impossible. Value of information analysis (VOI) was also infeasible.
Evidence of acceptability

The acceptability review synthesised data relating to intervention uptake, adherence, patient satisfaction
and patient views. Rates of intervention uptake and adherence were inconsistently reported across the
studies included in our syntheses and a lack of data from high-quality RCTs made meta-analysis
inappropriate. No rigorous high-quality qualitative data were found.

Limited quantitative evidence suggested that child custody losses and conflicting life circumstances may act
as potential barriers to intervention access. The available qualitative data highlighted the importance of
developing intervention models and delivery mechanisms capable of transcending the high levels of social
isolation and stigma faced by families living with SMI. Children’s views of community-based interventions
were lacking. Preliminary data suggests that children may value peer interactions and normalising activities,
although further research is needed to confirm these findings.
Limitations

Current evidence of the clinical effectiveness of community-based interventions for children of parents
with SMI remains heavily focused on interventions for depressed mothers with infant children. The
generalisability of these findings to families living with other diagnoses, to older children and adolescents,
and to families in which fathers have SMI is not clear. Too few studies are available to ascertain
medium- and long-term follow-up effects or to fully consider the associations between different
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intervention characteristics and intervention effect. Potential biases arise from selective outcome reporting
in the primary studies and the inclusion of quasi-randomised studies in the review.

UK studies that have reported child-specific QoL outcomes within the last decade have typically targeted
high- or multirisk families for whom risk is defined in terms of social deprivation. The needs of children
within such families may be qualitatively very different from those in our syntheses. Further consideration
should be given to the optimal method of identifying families and children affected by serious parental
mental illness and to the possibility that functional outcomes, rather than diagnostic indicators, may be
more appropriate markers of illness severity.
Conclusions
Implications for practice

Evidence for community-based interventions to enhance QoL in children of parents with SMI is
underdeveloped and, in its current state, does not provide any rigorous rationale to underpin UK service
development and delivery.
Implications for research

Future research must include designs with properly framed a priori research questions and adequate power
to deliver answers. Trials must follow appropriate randomisation and allocation procedures, with formal
monitoring of intervention uptake and adherence rates. Validated, child-centred and age-appropriate
primary outcome measures for QoL should routinely be employed and trials should ensure full reporting
of this outcome data. The need to measure longer- as well as shorter-term QoL outcomes and to nest
in-depth acceptability studies within these trials cannot be overemphasised. High-quality cost data
must be collected.

Manualised parenting interventions with proven efficacy in multirisk families and group-based
psychoeducational programmes that target similar outcomes to those prioritised in our stakeholder group
exist as two potential candidates for modification and piloting via an exploratory RCT.

Consistent with the philosophy of the Medical Research Council framework for RCT development, a
substantial programme of pilot work is first advocated. Greater evidence is needed to underpin the
development of feasible and acceptable interventions for this population. This work may usefully include a
scoping review of current provision across statutory and non-statutory service provision, a series of
professional stakeholder consultation events designed to ascertain the likely facilitators and constraints in
the host health-care systems and a programme of qualitative work undertaken with children and families
with experience of parental SMI. New, age-appropriate instruments that better reflect the life priorities and
unique challenges faced by the children of parents with SMI may also need to be developed.
Funding
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Chapter 1 Background and objectives

Serious parental mental illness poses a significant challenge to quality of life (QoL) in a substantial
number of infants, children and adolescents. Research suggests that the children of parents with

serious mental illness (SMI) are at increased risk of a range of emotional, social, behavioural and
educational difficulties that arise from a complex interplay of genetic, environmental and psychosocial
factors.1 A recent shift in UK policy has placed greater emphasis on the well-being of these children, with
the shared recommendation that their needs should be better addressed by health- and social-care
services.2 In 2010, the Health Technology Assessment (HTA) programme prioritised an evidence synthesis
of the clinical effectiveness and cost-effectiveness of community-based interventions aimed at increasing
or maintaining QoL in children and adolescents of parents with SMI. The results of this work are
presented here.
The epidemiology of serious parental mental illness
A substantial proportion of children and adolescents experience SMI in family members. Many of these
children remain invisible to services. A lack of recognition of the family circumstances of many service
users,2 historically poor integration between adult and child mental health services3 and the inadequate
identification of children caring for parents with mental illness4 have traditionally hampered the accurate
quantification of point prevalence rates.

Conservative estimates suggest that, within the UK, approximately 175,000 children provide informal care
for a parent or sibling,5 almost one-third (29%) of whom will care for a relative with a mental health
difficulty.6 However, such data pertain only to those children who are formally recognised as young carers
and, as such, may substantially underestimate the true number of children affected by parental mental
illness. Best estimates suggests that more than 4.2 million parents within the UK suffer from mental health
problems.7 Approximately half of all adult mental health service users will have children under the age of
18 years, and 1 in 10 will have a child under the age of 5 years.8

The proportion of parents who experience SMI is less well defined. A recent systematic review has
reported that at any one time in the UK, 9–10% of women and 5–6% of men will be parents with a
mental health disorder, fewer than 0.5% of whom will be experiencing a psychotic disorder.9 These data
do not include adults with a personality disorder, for whom the UK prevalence rates are estimated at
around 4%.10 Other empirical work suggests that at least one-quarter of adults admitted to UK acute
inpatient settings have dependent children and that between 50% and 66% of people with SMI will be
living with children under the age of 18 years.11
Current UK policy initiatives
Current guidance published by the Social Care Institute for Excellence (SCIE) recognises parents with
mental health problems and their children as a high-risk group with multifaceted needs,2 which have
historically been neglected by UK service provision.12 Successive organisational evaluations
acknowledge that parents with mental health problems are a group prone to exclusion from health- and
social-care provision and in doing so emphasise that greater effort may be required to reach these
vulnerable families.2,13

In response, a recent and notable shift in UK health- and social-care policy has instigated new initiatives
that place greater emphasis on the need to support parents in their parenting roles.13,14 From a mental
health perspective, national UK outcome strategies2,15–17 are explicit in targeting mental health across the
lifespan and in steering services towards severing intergenerational cycles of mental health difficulties
1
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through the promotion of whole-family assessments and recovery plans. Similar advances are
advocated by educational and social reform initiatives. These initiatives call for greater family-focused
service provision, enhanced coordination between child and adult mental health services and increased
intervention for troubled families.6,14,18
The clinical and social consequences of serious parental

mental illness
In any given population, SMI is likely to be associated with poorer mental and physical well-being,
impaired functioning, lower economic productivity and marked decrements in an individual’s health-related
QoL.19–21 When parents experience SMI, this burden extends far beyond the individual concerned, with
potential for multiple adverse outcomes in successive generations.22

The burden that is placed on the children of parents with SMI is substantial. Evidence demonstrates that
the children of mentally ill parents are at risk of poorer psychological and physical health23,24 increased
behavioural and developmental difficulties,24–26 educational underachievement8,27 and lower competency
than their peers.26,28–30 These problems may be exacerbated if both parents suffer mental illness.31

Children of parents with SMI may also experience greater exposure to parental substance misuse,1,32

domestic violence and child abuse.1 A recent meta-analytic review has reported parental mental illness to
be a key risk factor for child maltreatment,33 with parental depression, personality disorder and alcohol or
substance misuse all implicated in the physical abuse and neglect of minors. In rare cases, parental mental
health difficulties have also been associated with increased rates of all-cause and cause-specific mortality
in children.34 Large population studies have reported elevated risks for neonatal death, sudden infant
death syndrome, accidental injury and child homicide.34

The longer-term impact of serious parental mental illness has been demonstrated to extend into adulthood
and includes a higher risk of social and occupational dysfunction,35,36 increased psychological and
psychiatric morbidity,37 lower self-esteem and increased alcohol or substance misuse.38–40
Potential mechanisms of effect
The mechanisms by which parental mental illness may impact on familial and child outcomes are
multifarious, encompassing a broad range of temporal, genetic and psychosocial influences.41

Nevertheless, the existing evidence is relatively consistent in suggesting that socioenvironmental factors,
and particularly family context, may ultimately be more important in accounting for child outcomes than
biological vulnerability.42

Although not inevitable, the care-giving environments provided by parents with SMI have been associated
with an increased risk of their children failing to meet developmental norms.43 The cognitive and
psychological impairments that accompany episodes of SMI can substantially affect a parent’s capacity to
meet his or her child’s needs.44 Adults with SMI have been reported to display less emotional availability,
reduced parenting confidence and poorer quality stimulation for their children than their healthy
counterparts.26,45 The affective quality of parental–child interactions has in turn been associated with the
socioemotional adjustment of children, including internalising and externalising behaviours, and the nature
and quality of parent–child attachments.46 Parenting resilience, especially that occurring early in life, is thus
thought to play a key role in determining the developmental, psychosocial and clinical outcomes of
children of parents with SMI.47,48

Nonetheless, interrelationships between parental mental illness and child outcomes are complex and
parents living with SMI are also likely to experience additional challenges to the provision of safe and
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stable family environments.49 These challenges arise not only because of the difficulty of parenting while
managing psychiatric symptoms, but also because of the threat of children being moved to out-of-home
care.50 Mothers with SMI are more likely to be involved with children’s social services and more likely to
have children in care than mothers with more common mental health problems.51 Parenting may be
compromised by a need to overcome social isolation, social discrimination and other external stress factors
which typically result in low social capital, poverty and health inequalities for mental health sufferers and
their children.52 Research suggests that families affected by parental mental illness are more likely to
experience economic hardship, housing problems and relationship discord than families not affected by
such illnesses.42 A total of 140,000 families, approximately 2% of all UK families, are reported to suffer the
combined effect of parental illness, low income, lower educational attainment and poor housing, and this
group exists as one of the most vulnerable in society.14,18

Ultimately, however, families are not homogeneous in social circumstance or demography and, thus, any
intervention programmes developed for this population must also be capable of responding to a diversity
of need. Key moderators of adverse outcomes in children include their age and developmental maturity at
the onset of parental mental illness, the severity and duration of their parent’s symptoms, the strengths
and resources of family members, their own resiliency and the degree of social exclusion or discrimination
that they experience.41,49 While impaired parenting during infancy may have a long-term impact on
children’s social and cognitive development, for example, exposure to parental mental illness in later
childhood may present a more immediate and self-acknowledged stressor, with a qualitatively very
different effect. Recognition of this temporal influence highlights the importance of developing multiple
evidence-based services capable of being delivered in a developmentally and age-appropriate manner.
Mapping interventions for families affected by serious

parental mental illness
Developmental theorists conceptualise children and adolescents as active agents capable of both being
influenced by, and exerting an influence upon, the social context in which they live.53,54 Empirical research
on parent–child interactions has also demonstrated a bidirectional relationship in which children and
parents have been found to mutually influence each other’s behaviour.55,56 QoL in children of parents with
SMI thus attracts multiple influences and by implication multiple avenues of change.

A recent review of interventions for families affected by parental mental illness identifies a heterogeneous
mix of interventions targeting children, parents and/or the parent–child dyad.57 The format and content of
these interventions varies. Direct interventions, by definition, establish the child as the major change agent
and seek to improve child health or resiliency through either therapeutic or strength-based models of care.
By virtue of their need for active child participation, these interventions typically target school-aged
children or adolescents, with specific content and QoL outcomes dictated by the participants’ age,
cognitive development and predominant life stressors. Examples from the literature include group-based
psychoeducational programmes58,59 and psychotherapeutic techniques.60,61

However, developmental immaturity often precludes direct intervention with infants under the age of
2 years. Therefore, in early childhood, parents will normally be considered the principal agent of change
and interventions will aim to indirectly enhance child well-being through an improvement in parenting
behaviour or enhanced parental health. Examples of these interventions include, but are not confined to,
parenting education programmes,60,62,63 manualised parenting or behavioural skills programmes64,65 and
parent-centred psychological therapies. Indirect interventions such as these may also be applied to the
parents of older children.

In practice, direct and indirect interventions are not mutually exclusive and a limited number of hybrid
interventions have also emerged.66,67 These interventions seek to target both parents and children either
simultaneously or separately and may be delivered to the families of both younger and older children.
3
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Irrespective of their path of action, community-based interventions may be delivered to the individual, the
individual family unit or operationalised within a wider group format intended to enhance interpersonal
relationship building and peer support.
The economic benefits of intervention
The hidden nature of many children affected by parental mental illness and the historical disjuncture of
adult and child services has made the true economic costs of these illnesses difficult to quantify. A rapid
evidence assessment7 estimated in 2008 that for every pound invested in psychosocial interventions for
young carers of parents with SMI, a conservative or ‘lower bound’ societal gain of almost seven times this
amount may be achieved. This estimate takes into account the savings associated with supporting a young
person’s caring activities alongside savings gained from reductions in the child truancy rate, teenage
pregnancy rate and a reduced likelihood of a young person being taken into local authority care.
Characteristically, the evidence on which this analysis was based was limited primarily to those in a
recognised caring role and, as such, may not be representative of all children and adolescents of parents
experiencing SMI. A separate, non-systematic synthesis of interventions for children of parents with
SMI highlights a distinct paucity of published cost-effectiveness data, cost-effectiveness analyses and
decision-modelling techniques.52
The rationale for an evidence synthesis
As with any aspect of health delivery, the development of a clinically effective and cost-effective
intervention programme for children of parents with SMI must be based upon the establishment
of a secure evidence base. The measurement of children’s QoL has a central role in the evaluation of
health-care interventions and in improving children’s experiences of health and social services. As yet,
however, no comprehensive and rigorous review of the impact of community-based interventions on the
QoL of children of parents with SMI exists. Previous reviews of parenting interventions and interventions
aimed at the mother–child relationship have been published but these remain limited by a lack of
systematic methodology, a neglect of grey literature and/or restrictions in the nature of the interventions,
populations and outcomes studied.68–70

In 2008, a SCIE-commissioned review57 evaluated the clinical effectiveness of interventions aimed at
improving parenting skills and life outcomes for parents and families affected by mental illness. This study
highlighted a lack of robust data resulting from a paucity of randomised controlled trials (RCTs), small
sample sizes and a lack of consideration of attention control conditions.57 However, the focus of this
review was not directly orientated towards serious parental mental illness and it did not explicitly consider
the effect of interventions on children’s and adolescents’ subjective QoL.

In 2012, a meta-analysis71 examined the clinical effectiveness of parent-based and parent–child dyadic
interventions in enhancing the psychological well-being of children born to parents with mental illness.
This study pooled data from 13 RCTs evaluating a range of cognitive, behavioural and psychoeducational
approaches. Comparator conditions also varied and included treatment as usual, individual psychotherapy,
and psychoeducational attention-control interventions. Pooling suggested that intervention had an overall
positive effect on children’s internalising and externalising symptoms and significantly lowered the risk of
children developing psychological disorders. The scope of this review extended to include children of
parents with affective disorders and children of parents with alcohol dependence and substance misuse.
The generalisability of its findings to children affected by SMI thus remains unclear.
NIHR Journals Library www.journalslibrary.nihr.ac.uk
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To date, only two reviews32,52 have specifically focused on interventions for children of parents with SMI,
only one of which adopts a systematic approach.52 In 2006, Fraser et al.52 conducted a systematic review
of the literature and concluded that little evidence on the clinical effectiveness of interventions for children
of parents with SMI could be found. Owing to a paucity of data, meta-analyses were not performed
and no firm conclusions regarding the effectiveness of different intervention models could be made.
Unfortunately, the authors of this synthesis did not fully report their review strategy and failed to specify
a priori the criteria against which intervention and outcome eligibility judgements were made.
Consequently, biases in the study findings cannot be ruled out.
Research aim and objectives
This review aimed to apply rigorous evidence synthesis techniques to provide a comprehensive and up to
date summary of all available research evidence relating to the clinical effectiveness and cost-effectiveness
of community-based interventions in maintaining or improving QoL in the children of parents with SMI.
The objectives of this research were:

l to provide a systematic and descriptive overview of all the evidence for community-based interventions
for improving QoL in children and adolescents of parents with SMI, with specific reference to
intervention format and content, participant characteristics, study validity and QoL outcomes measured

l to examine the clinical effectiveness of community-based interventions in terms of their impact on a
range of pre-determined outcomes, particularly those likely to be associated with QoL for children and
adolescents of parents with SMI

l to examine, when possible, potential associations between intervention effect and delivery including
intervention format and content, prioritisation of child outcomes, child age group, parental mental
health condition, family structure and residency

l to explore all available data relating to the acceptability of community-based interventions intended to
improve QoL for children and adolescents of parents with SMI, with specific reference to intervention
uptake, adherence and patient satisfaction

l to assess key factors influencing the acceptability of and barriers to the delivery and implementation of
community-based interventions for improving QoL in children and adolescents of parents with SMI

l to provide a systematic and descriptive overview of all the economic evidence for community-based
interventions for improving QoL in children and adolescents of parents with SMI, with specific
reference to intervention resources, cost burden, study validity, method of economic evaluation and
economic outcomes measured

l to examine the cost-effectiveness of community-based interventions in improving QoL for children and
adolescents of parents with SMI using a decision-analytic model

l to identify, from the perspective of the UK NHS and personal social services, research priorities and the
potential value of future research into interventions for improved QoL in this population.
5
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Chapter 2 Defining quality of life in the children
of parents with serious mental illness

To ensure that the current synthesis delivered a comprehensive assessment of community-based
interventions for improving or maintaining QoL in the children of parents with SMI, we first sought to

define QoL in this population.

For ease of reading, the current chapter is divided into two parts. In the first we present a conceptual
overview of QoL, the key similarities and differences between adult- and child-centred QoL concepts and
current QoL models as applied to child populations. In the second, we consider the relevance of these
models to the children of parents with SMI. A series of stakeholder consultation exercises were conducted
as part of our review and the results of these are presented here. We conclude by presenting the outcome
framework that was used to guide outcome extraction in this evidence synthesis.
Part 1: conceptualising quality of life
Quality of life is a complex concept and no widely accepted standard definition exists. Ultimately,
interpretations will vary according to the priorities of different stakeholder groups. At a societal level,
objective QoL indicators such as a community’s standard of living may be used to facilitate the distribution
of public resources to the areas of greatest need. At a health policy level, standardised indicators such as
quality-adjusted life-years (QALYs) are used to establish clinical and cost-effective services. At the individual
level, QoL becomes much more synonymous with personal well-being.

Individual QoL constructs encompass both objective and subjective perspectives.72 While objective
perspectives focus on observable phenomena (e.g. a person’s physical health symptoms), subjective
perspectives reflect people’s internal evaluations of their circumstances. Each type of measurement has its
own strengths and weaknesses. Ultimately, objective measures may facilitate comparisons against
population norms yet have relatively poor predictive validity for self-assessed QoL. Subjective measures are
thus more generally accepted to reflect QoL constructs, despite being more easily influenced by
respondent bias or adaptation to chronic life stressors.73
Challenges to quality-of-life measurements

The inherent subjectivity of QoL belies some unique challenges to its measurement. At its most basic level,
QoL can be conceptualised as comprising two key components: a cognitive component, typically expressed
in terms of life satisfaction, and an affective component, typically expressed in terms of psychological
health.74 Different operational definitions, however, give rise to different assessment approaches.
Distinction can be drawn between one-dimensional measures that quantify satisfaction with a
single aspect of life and multidimensional models that consider satisfaction across a broader range of life
domains. One-dimensional models often fail to reflect the full scope and complexity of QoL
judgements and, as a consequence, lack sensitivity to change. Multidimensional models are therefore
generally preferred.73

The nature and number of life domains assessed by multidimensional QoL models are not fixed
phenomena. Nevertheless, most generic models remain consistent in delineating five core life domains.
These domains relate to (1) physical health, (2) emotional health, (3) material well-being, (4) environmental
well-being and (5) social function. In addition, models that adopt a psychological or needs-based approach
may also separately emphasise a unique contribution from self-actualisation and achievement.75 These
constructs overlap theoretically and empirically with measures of self-esteem and coping76–78 and in doing
so introduce concepts of autonomy into subjective QoL assessments.
7
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However, in certain contexts, narrower definitions may be applied, as is the case in health-related quality
of life (HRQoL). HRQoL remains distinct from health status and is a particularly valuable tool in the
assessment of behavioural and psychological interventions. HRQoL prioritises those domains that fall under
the influence of health-care systems, policy makers and providers.79 The World Health Organization’s
(WHO) definition of health80 has been highly influential in determining the scope of these domains and
focuses most attention towards the perceived quality of people’s physical, mental and social function.
HRQoL thus remains distinct from broader QoL models in which material and environmental domains will
typically be included. Greater emphasis is often placed on HRQoL in evaluative health research and health
economic evaluations, for which the need to make resource allocation decisions between competing
interventions for a disease, or between different categories of disease, has led to a policy preference for a
common unit of outcome.81–83 The National Institute for Health and Care Excellence (NICE), for example,
requires outcomes to be measured in terms of QALYs, for which quality is determined using the European
Quality of Life-5 Dimensions (EQ-5D) measure of HRQoL.84 The EQ-5D is a generic, preference-based
measure of HRQoL measured on five dimensions (mobility, self-care, usual activities, pain/discomfort and
anxiety/depression), each rated on three levels (no problems, some problems, severe problems).
Respondents are classified into one of 243 health states, each associated with a score that can be used
to calculate QALYs.85
Conceptualising children’s quality of life

Health-related QoL is an important outcome for both adult and child populations. However, compared
with the exponential attention being directed towards adult QoL constructs, child-centred models remain
in a relatively early stage of development.74
UK policy perspectives on children’s quality of life

Several UK policy initiatives offer perspectives on children’s QoL. These policies include the Every Child
Matters (ECM) agenda in England and Wales,86 the Children’s and Young People’s Strategy in Northern
Ireland87 and the ‘Getting it Right for Every Child’ approach in Scotland.17 Five broad QoL domains are
shared between these initiatives and are termed within the ECM’s agenda as: (1) child health, (2) safety,
(3) economic well-being, (4) enjoyment and achievement and (5) positive societal contribution. By placing
equal emphasis on each of these domains, policy models uphold notions of children’s QoL as a
multidimensional construct underpinned by various aspects of esteem, well-being and socialisation.
However, a potential weakness to such models is their inevitable bias towards societal perspectives and
thus to outcomes more readily quantified through objective means.
Research perspectives on children’s quality of life

Research instruments arguably offer a more direct approach to assessing children’s subjective QoL,
although a systematic review in 2004 has highlighted marked inconsistency in the scope of children’s
HRQoL measures.88 While published scales remain relatively consistent in integrating physical, psychological
and behavioural influences, the specific factors or items that make up these domains vary.88 Early
assessments of children’s HRQoL were developed purely from a biomedical perspective and, as such,
remain largely disease specific.76 Generic measures have developed from 1995 onwards with greater
generalisability across clinical and non-clinical populations.73,89

A review of generic child-centred measures reveals a wide array of factors that have previously contributed
to assessments of children’s health-related QoL.76 These include, but are not limited to, aspects of
children’s physical appearance, peer relationships, recreational opportunities, family experience, cognitive
functioning, academic performance, perceived autonomy and future life prospects. Consensus suggests
that, at a minimum, peer relationships, family functioning and social interaction should be included
in children and adolescents’ QoL models.89 These factors display the greatest degree of coherence
across published scales and underpin instruments developed from both child consultation and from
expert opinion.74
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Challenges in measuring children’s quality of life

From a methodological perspective, notable challenges exist in the measurement of children’s HRQoL.89

The WHO90 is clear in defining QoL as:
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An individual’s perception of their position in life in the context of the culture and value systems in

which they live, and in relation to their goals, expectations, standards and concerns.
This definition implies that QoL should, whenever possible, be measured directly from a person’s own
perspective. Nevertheless, considerable debate surrounds the issue of children’s self-reported HRQoL.
Best-estimates suggest that children can only reliably report concrete aspects of health, such as pain or
medication use, from the age of approximately 5 years.91–93 More complex, psychologically orientated
constructs, such as the emotional impact of illness, may necessitate proxy measurement. The validity of
these proxy measures is not well established. Limited evidence suggests that parental reports may be more
accurate than those of health professionals,94 but empirical investigations of the level of agreement
between parent and child appraisals yields mixed results.89 Ultimately, greater agreement may be observed
for ratings of children’s physical well-being than for assessments of emotional or social function. Further
difficulties arise in establishing the levels of agreement between two parents,73,95 the potential for bias
within parental ratings89 and the potential differences in the life priorities of parents and children.96

Differences in life circumstances, intellectual development and peer group norms have all been implicated
in influencing the manner in which children’s subjective QoL judgements are made.89 Disparities in
cognitive understanding, for example both between adults and children and between children of different
ages, may manifest in very different appraisals of family experience. Likewise, differences in social maturity
and autonomy may also influence the relative weighting that different children afford this domain. For the
most part, however, family functioning is accepted as an extremely important influence on children’s
psychosocial development and a central component in children’s QoL assessments. Empirical evidence has
demonstrated associations between children’s familial experiences and their social cognitions, behaviours
and relationships in external settings.97–99 The inter-relationships between these variables challenge a clear
distinction between children’s QoL outcomes and influences, and in doing so support the derivation of
conceptual QoL models for use in specific populations.
Part 2: conceptualising quality of life in the children of

parents with serious mental illness
A UK review of the cost-effectiveness of interventions for young carers has suggested that standard
definitions of QoL may not fully capture the experiences of children with mentally ill parents.7 Children
living with serious parental mental illness are reported to encounter specific stressors related to disrupted
life routines, family, academic and social dysfunction, poor mental health literacy and ineffectual coping.100

Any consideration of QoL in this population group must thus also explicitly consider the scope and nature
of the challenges encountered by this group.
Stakeholder consultation

In order to explore the clinical effectiveness and cost-effectiveness of community-based interventions in
enhancing the QoL of children of parents with SMI, we first sought to develop a conceptual model of
HRQoL in this population. It was established a priori that the primary outcomes for this review would
comprise validated generic or population-specific QoL measures, including measures of life satisfaction
and/or child-centred psychological health. Potential secondary outcomes pertaining to second-order QoL
domains were identified from national policy agendas and child-centred, HRQoL models. Stakeholder
consultation ultimately provided the mechanism by which to ensure that these secondary indicators
remained cognisant of the potentially unique contexts in which the children of parents with SMI may live.
9
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We acknowledged from the outset that the range of stakeholders consulted for this exercise was likely to
hold a range of different views. Meaningful stakeholder engagement depends upon active efforts to
identify and reflect the different perspectives of participant groups. Within the current review, three
separate consultation exercises were undertaken. The first involved a mix of clinical academics (with
backgrounds in mental health, child psychiatry and clinical psychology) in conjunction with professionals
recruited from health- and social-care services, voluntary user-led organisations and national children’s
trusts. The second and third consultations were undertaken with individuals with potentially lower
influence yet higher stakes, in this case parents and the children of parents with SMI.

Stakeholder consultation took place early in the study to assist the research team in developing an
outcome framework for evidence synthesis. Stakeholders also contributed to literature searching
(see Chapter 3) and came together in a final meeting to assist in framing the presentation of our
synthesis results.
Stakeholder participants

A favourable ethical review was obtained from the host institution’s Research Ethics Committee and the
research panels of national voluntary user organisations as appropriate.

In total, 19 individuals participated in stakeholder consultation. Ethical requirements aimed at protecting
participant anonymity demanded that each of the three stakeholder groups should be recruited from a
different geographical area or via a distinct recruitment pathway. The first group comprised eight
representatives recruited from clinical and academic settings or through direct correspondence with
national user-led organisations, child-orientated charities and service initiatives. Organisational
representation was present for Barnardo’s, Young Minds, the National Children’s Bureau, the National
Society for the Protection and Care of Children (NSPCC) and the Fairbridge Trust. The second stakeholder
group comprised five parents (four mothers and one father) who were independently recruited via
advertisements placed on the website, e-mail bulletins and Twitter (Twitter, Inc., San Francisco, CA, USA)
feeds of a large national mental health user and carer organisation (Rethink Mental Illness). Each parent
had at least one child under the age of 18 years and suffered from a severe and enduring mental health
difficulty, in this case personality disorder (n = 1), bipolar disorder (n = 2) and major depressive disorder
(MDD) (n = 2). The final group consisted of six young people with current lived experience of parental
mental illness. These children were recruited via a young carers’ service in the south-west of England and
ranged in age from 13 to 18 years. Primary parental mental health diagnoses comprised bipolar disorder
(n = 2), MDD (n = 2), schizophrenia (n = 1) and borderline personality disorder (n = 1). Owing to ethical and
pragmatic constraints, the views of younger children could not be collected. Whenever possible, the
interviewer sought to explore potential age-related variation in children’s life priorities.
Consultation methods

Stakeholders participated in focus groups or individual interviews according to availability and personal
preference. In all cases, discussion centred around the participants’ general perceptions of QoL, their
awareness of different QoL models, the perceived validity of these models to the children of parents with
SMI and the key QoL domains that should be included in our evidence synthesis.

The data underwent an inductive thematic analysis for the purposes of informing a population-specific QoL
model. All focus groups and interviews were recorded and transcribed verbatim. Data were analysed by
author PBe using Microsoft Word 2007 (Microsoft Corporation, Redmond, WA, USA). Individual themes
emerging from each stakeholder group were identified and combined into a smaller number of
metathemes, each representing a key QoL subdomain. These subdomains were subsequently mapped
against current QoL models used in policy and academic research to identify key similarities and differences
in scope.
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Consultation findings

Each stakeholder consultation exercise was inevitably influenced by the different perspectives and priorities
of its participant group. Nonetheless, substantial overlap in QoL concepts emerged. Fifty-nine themes were
initially identified from the data and grouped into 11 key metathemes (see Appendix 1). Mapping each
metatheme against existing QoL concepts revealed a multidimensional model that endorsed to a greater or
lesser degree the core domains of existing models (Figure 1). In total, five different domains were identified:

l children’s emotional well-being
l children’s social well-being
l children’s economic well-being
l children’s family contexts and experiences
l children’s self-esteem and self-actualisation.

These five domains are discussed in further detail below.
Children’s emotional well-being

Children’s emotional well-being was endorsed by one broad metatheme related to children’s mental
health. This metatheme was advocated by all three stakeholder groups. Both professionals and children
focused heavily on children’s propensity to feel anxious or depressed about their parent’s mental health
condition and highlighted the possibility of clinically significant symptoms of depression developing in
children of parents with SMI.
© Que
This is
suitab
Journa
SO16
I don’t know really it just . . . kind of affected me slightly mentally, having to deal with that, having to

deal with what she’s like. Like, past like attempts of her trying to take too many pills, like, and sort of

how to keep her calm. It’s hard. The doctor’s said I’m depressed.

Child stakeholder, 15 years old, mother with bipolar disorder
Parents expressed concern that their illness had led to mental health problems in their children, with
genetic transmission, behavioural mimicking and increased psychosocial stress all being postulated as
possible causes.
My son says, ‘I can accept it mum’, but, but, what also happens is, they adopt a different persona,

it rubs off on him to a certain degree, and he becomes irritated as well.

Parent stakeholder, mother with depression
Children’s social well-being

Children’s social well-being was endorsed by three metathemes relating to: (1) children’s socioemotional
functioning and behaviour, (2) social relationship quality and (3) recreational activity engagement. Children
described feeling different to their peers and placed much emphasis on their need to access ‘normal’
recreational or social activities. Out-of-home activities were perceived by both parents and children
to offer both respite from specific family stressors and more innate opportunities for general social and
physical development.
Social, creative, miscellaneous type things, so my good day would be doing anything like that, playing

the piano, going out with my friends, helping other people out, that would be part of my day.

Child stakeholder, 17 years old, mother with psychosis
Adequate social support delivered within the context of a high-quality social relationship was identified by
all three stakeholder groups as a key aspect of children’s QoL and an important factor in enhancing
children’s resilience to parental SMI. However, caring responsibilities and/or financial hardship were often
found to prohibit opportunities for social networking and leisure pursuits. Parents described additional
difficulties in fostering and nurturing their children’s independence and expressed concern that their own
symptoms and behaviours had led to social withdrawal and behavioural dysfunction in their children.
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If I’m punching the wall, say, or I scream or just get so angry, she curls over . . . she’s just not there,

not there emotionally I mean.

Parent stakeholder, mother with bipolar disorder
Children’s economic well-being

Economic well-being was endorsed by one metatheme (economic resources) that encompassed a range of
different yet inter-related needs. All three stakeholder groups upheld financial stability and economic
resources as a central factor in determining children’s QoL, with multiple benefits emanating from a
family’s capacity to meet children’s needs. Financial security was deemed vital both for the purposes of
meeting basic family needs (e.g. food provision) and higher order needs including children’s engagement
in recreational and social activity. Economic instability was identified by children as a key source of stigma
and a frequent barrier to social integration with their peers.
And mum she just says that, ‘I don’t have any money at all,’ and so we literally have no food in our

house, so I don’t really eat. My mum doesn’t have a fridge freezer, so we don’t have the normal

things, things that everyone else would have . . .

Child stakeholder, 14 years old, mother with psychosis
Children’s family contexts and experiences

Children’s family contexts were endorsed by three metathemes. These metathemes related to: (1) parental
mental health symptoms, (2) family functioning and conflict and (3) quality of the interaction occurring
between children and their parents. Alleviating parental mental health symptoms was the main priority of
all of the children we consulted. Across all three stakeholder groups, participants described a level of
unpredictability in parents’ behaviour that impacted heavily on children’s own sense of security and
emotional well-being. Both professional and child stakeholders described episodes of parental ill-health in
which parenting may become more difficult and children’s needs may be less likely to be met.
She may not be able to depend on her mum as much as she used to and she’ll have to, kind of, grow

up a bit more. When her mum’s ill, a lot really, sometimes she may have to put her mum in front of

her, of what she wants and needs

Professional stakeholder
Psychiatric symptoms have been shown to account for most of the variance in the community functioning
of mothers with mental illness101 and it is acknowledged that specific symptoms of SMI, such as delusional
thoughts, may be focused on the child.1 It is also accepted that children may experience intermittent or
permanent separation from their parents as the result of a volitional or enforced hospital admission.
Stakeholder discussions, however, also extended to encompass more routine aspects of domestic function.
Adequate family functioning was consistently emphasised as a key contributor to children’s sense of
belonging and a core factor influencing their QoL judgements. Children in particular described the
enjoyment they derived from spending ‘ordinary’ time within their families and from engaging in warm
and positive interactions with their parents.
My mum being happy, yes, seeing my mum have a smile on her face. Doing things together, even if

it is going out, like walking down to the chip shop to go and get some chips, that would make

me happy . . .

Child stakeholder, 13 years old, mother with personality disorder
Children’s esteem and self-actualisation

The final domain, children’s esteem and self-actualisation, was endorsed by three metathemes relating to:
(1) children’s self-esteem, (2) children’s problem-based coping and (3) children’s levels of mental health
literacy. Children described an inherent desire for greater autonomy both within their own lives and within
13
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the context of their parent’s care. Parents focused primarily on the need for children to develop their self-
esteem while professionals emphasised the value of fostering children’s confidence, optimism and
resiliency to parental mental illness.
NIHR
It’s about accepting . . . not accepting it in a sort of negative way but appreciating just how well

they’re doing to be coping with it, building up their own confidence about how much they can do.

Professional stakeholder
Studies specifically focusing on young carers report these children to have multiple responsibilities,
including looking after other members of the family, mediating family conflict and seeking out help for the
‘looked-after’ person.102 Such observations provide one explanation for why effective coping strategies,
and particularly those based on problem-focused approaches, were endorsed by our stakeholders as a key
mechanism through which children may be empowered to maintain their long-term emotional health. Low
mental health literacy and poor understanding of parent’s symptoms and behaviours significantly reduced
children’s abilities to cope with their parent’s mental illness, to the extent that greater communication
between children, parents and health-care providers was advocated by all of our stakeholder participants.
I would like to know what to do, like for him, and how I can help, and to understand, understand

what’s going on . . . because it’s just like really hard sometimes to know what to do.

Child stakeholder, 14 years, father with severe depression
Reflections on stakeholder perspectives

The contested nature of QoL suggests that greater emphasis should be placed on determining the
relevance of generic QoL models to the children of parents with SMI. The current study drew on
stakeholder perspectives to inform a conceptual model of QoL model in this population. A total of five key
domains and 11 subdomains (metathemes) were identified from this consultation, all of which could be
mapped to one or more components of existing QoL models.

Our stakeholder consultation identified some particular priorities specific to the children of parents
with SMI. These included the alleviation of parental mental health symptoms, a pressing need for
problem-based coping skills and increased mental health literacy. Similar requirements have been reported
by other user consultation exercises1,57 and empirical work.100 Population-specific QoL measures that take
account of these issues may ultimately be more sensitive to changes and more effective at detecting
treatment effects.

Notably, our stakeholder consultants failed to endorse three key QoL influences currently upheld by
national child-centred policy initiatives. These components comprised children’s safety (defined in terms of
child neglect, maltreatment or violence), children’s development and children’s physical and sexual health.
Ultimately, the omission of these influences may reflect a bias towards healthy participants recruited from
non-clinical settings. Alternatively, it may be that these factors do not sit well within children’s subjective
QoL models. Self-perceived HRQoL remains somewhat distinct from physical health status and caution
should always be taken when interpreting these outcomes as proxy indicators of children’s QoL.
Derivation of an outcome framework for evidence synthesis

For the purposes of this review, primary outcomes were established a priori to include validated measures
of children’s QoL or mental health symptoms. In addition, 10 of the 11 subdomains that were identified by
stakeholder consultation were retained as secondary outcome variables for our evidence synthesis. These
individual subdomains can, at best, only be taken as proxy indicators of a multidimensional QoL construct.

Young people’s economic well-being, while pertinent to more generic QoL agendas, was judged to fall
outside the auspices of HRQoL and was therefore omitted from our final outcome framework.
Additionally, owing to their centrality within current UK child-orientated QoL models, outcomes related to
children’s physical health, safety and cognitive development were also retained. The relative importance
Journals Library www.journalslibrary.nihr.ac.uk
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that stakeholders attributed to different secondary outcomes was considered during the data synthesis
stage. The final framework guiding our evidence synthesis thus remained cognisant of a variety of
research, policy and stakeholder perspectives. It was endorsed in its entirety by the advisory panel guiding
this evidence synthesis and is delineated by source in Table 1.
TABLE 1 Outcome framework guiding the evidence synthesis

Review outcomes
Specified
a priori

Conceptually
supported

Politically
supported

Stakeholder
validated

Primary

Validated measures of QoL/HRQoL ✓

Child-centred mental health symptoms ✓ ✓ ✓ ✓

Secondary

Children’s physical well-being

Children’s physical health ✓ ✓

Children’s safety, maltreatment and neglect ✓

Children’s social well-being

Children’s social function and behaviour ✓ ✓ ✓

Quality of children’s social relationships ✓ ✓ ✓

Children’s recreational engagement ✓ ✓ ✓

Children’s family contexts and experiences

Parental mental health symptoms ✓

Family function and conflict ✓ ✓

Quality of parent–child interactions ✓ ✓

Children’s esteem and self-actualisation

Children’s cognitive development ✓ ✓

Children’s problem-focused coping ✓ ✓ ✓

Children’s mental health literacy ✓

Children’s self-esteem ✓ ✓ ✓
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Chapter 3 Review methods

We synthesised the available research literature regarding community-based interventions for children
of parents with SMI. Our search was kept deliberately broad and targeted a range of study designs

relevant to the aims set out in Chapter 1. The outcome extraction was guided by the QoL framework
developed in Chapter 2. At all phases of the review, we adhered to guidelines outlined by the Centre for
Reviews and Dissemination (CRD)103 and the Cochrane Collaboration.82 One large search was undertaken
across all phases of the review, with specific adaptations when necessary to reflect the different research
objectives and research designs required to achieve them. A copy of the review protocol is
provided in Appendix 2.
Search methods

Search term generation

Search terms relating to the key concepts of the review were identified by scanning the background
literature, browsing the MEDLINE medical subject heading (MeSH) thesaurus and via discussion between
the research team and an information officer from the Cochrane Collaboration Depression, Anxiety and
Neurosis Review Group (CCDAN). The electronic search strategy was modified and refined several times
before implementation. All searches took place between November 2010 and January 2011 (see
Appendix 3 for the specific dates of individual searches) with an updating search being performed in
May 2012. All databases were searched from inception. No language or design restrictions were applied.

In order to ensure comprehensive coverage of the evidence base, search terms were kept deliberately
broad. It was acknowledged that children’s QoL outcomes had the potential to be both imprecise and
poorly indexed and thus terms related to outcomes were not used to limit the search. Search terms were
instead confined to population characteristics and broad intervention terms (e.g. program$, intervention$
or service$). Search terms relating to specific intervention or therapy models were not named in the search
to avoid imposing unnecessary restrictions on the evidence that was retrieved. Full details of the search
strategies and search terms used are reported in Appendix 3.
Search strategy

Changes to the search protocol

All searches were conducted as specified in the original review protocol with the exception of two
electronic databases that were not searched as part of the final review (Social Work Abstracts and
CommunityWise). These omissions were enforced owing to prolonged difficulties in obtaining access
subscriptions. Reviews of the social-care literature are frequently limited by a distinct lack of empirical data,
reflecting a preference for descriptive or theoretical study.57 Coverage of the existing social-care evidence
base was ensured through searches of two databases maintained by the SCIE. The potential impact of this
protocol change was therefore judged to be minimal.

Searches of two further databases for economic evidence were not undertaken owing to lack of access
subscriptions [The American Economic Association’s electronic bibliography (EconLit) and the Health
Economic Evaluations Database (HEED)]. However, coverage of economic studies was ensured through
searches of the NHS Economic Evaluation Database (NHS EED), the Paediatric Economic Database
Evaluation (PEDE) database and the IDEAS database of economics and finance research, as well as via the
searches undertaken to identify clinical effectiveness data.
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Implementation of search strategies

In accordance with the review protocol, search strategies included electronic database searches, journal
hand searches, reference list searches, targeted author searches, grey literature searches (including material
generated by user-led organisations), research register searches, forward citation searching and
stakeholder enquiry.
Electronic databases

To identify evidence relevant to the research question, electronic searches were undertaken on the
following health, allied health and education databases:

l MEDLINE (accessed via Ovid; www.ovid.com/)
l CINAHL (Cumulative Index to Nursing and Allied Health Literature) (accessed via Ovid; www.ovid.com/)
l PsycINFO (accessed via Ovid; www.ovid.com/)
l EMBASE (accessed via Ovid; www.ovid.com/)
l CENTRAL (Cochrane Central Register of Controlled Trials) (accessed via The Cochrane

Library; www.thecochranelibrary.com/)
l CDSR (Cochrane Database of Systematic Reviews) and DARE (Database of Abstracts of Reviews of

Effects) (accessed via The Cochrane Library; www.thecochranelibrary.com/)
l ISI Web of Science including SSCI (Social Science Citation Index), AHCI (Arts and Humanities

Citation Index) and SCIEXPANDED (Science Citation Index Expanded) (accessed via Web of Knowledge;
www.wos.mimas.ac.uk/)

l HSRProj (Health Services Research Projects in Progress) (accessed via www.nlm.nih.gov/hsrproj/)
l HMIC (Health Management Information Consortium) (accessed via Ovid; www.ovid.com/)
l ASSIA (Applied Social Sciences Index and Abstracts) (accessed via ProQuest; www.proquest.com)
l Sciverse SCOPUS (accessed via www.scopus.com)
l IBSS (International Bibliography of the Social Sciences) (accessed via ProQuest; www.proquest.com)
l Social Services Abstracts (accessed via ProQuest; www.proquest.com)
l Social Care Online (accessed via www.scie-socialcareonline.org.uk/)
l ChildData (accessed via Athens; www.childdata.org.uk/)
l ERIC (Education Resources Information Centre), AUEI (Australian Education Institute) and BRIE

(British Education Institute) (accessed via ProQuest; www.proquest.com)
l Dissertation Abstracts (accessed via Ovid; www.ovid.com/)
l NCJRS (National Criminal Justice Reference Service) and Abstracts (accessed via ProQuest,

www.proquest.com)
l The publicly available parental mental health database created by SCIE in partnership with the

Evidence for Policy and Practice Information and Co-ordinating Centre (EPPI) (accessed via
www.eppi.ioe.ac.uk/webdatabases/).

In addition, the following databases were searched for economic studies:

l NHS EED (accessed via CRD; www.york.ac.uk/inst/crd/crddatabases.htm)
l PEDE (accessed via http://pede.ccb.sickkids.ca/pede/index.jsp)
l IDEAS database of economic and finance research (accessed via http://ideas.repec.org/).
Hand searching

Nine psychiatry, psychology and child health journals were identified as being likely to contain relevant
research evidence. These journals were hand-searched for the publication period 2010–11 and selected
articles examined to establish relevance to this review. The journals that were searched comprised the
American Journal of Psychiatry, the Journal of the American Academy of Child and Adolescent Psychiatry,
the American Journal of Orthopsychiatry, Archives of General Psychiatry, Archives of Pediatrics and
Adolescent Medicine, the British Journal of Psychiatry, the Journal of Clinical Psychology, Schizophrenia
Bulletin and Psychological Medicine.
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Reference lists

Additional studies were sought by examining the reference lists from the text of retrieved and eligible
reports. Bibliographies of relevant retrieved reviews were also inspected to ensure that all potentially
relevant studies had been identified. For studies that were published as abstracts, or when there was
insufficient information to assess eligibility, full texts were obtained.
Targeted author searches and unpublished research

Brief targeted author searches were conducted following the identification of key researchers in the field.
A list of key researchers was initially identified by the review team and subsequently augmented following
abstract screening. Key researchers were contacted via email with a list of inclusion criteria for the review
and a request for information regarding any studies that they felt may be relevant. A total of eight authors
from the UK, the USA and Australia were contacted for further information and four authors responded
providing further information. No studies were cited that had not already been retrieved by other means.
Ongoing research

The metaRegister of Controlled Trials (mRCT) (accessed via Current Controlled Trials; http://controlled-trials.
com/) was examined for information on current or recent trials in the relevant area. Search terms for this
register comprised ‘parent’, ‘mother’, ‘father’, ‘child’, ‘family’ and ‘mental health’. All references located by
this method were cross-referenced with studies identified via other pathways to ensure comprehensive
coverage. For trials that were identified but no publications existed, research teams were contacted directly
to enquire about potentially eligible data. Nine teams were contacted for further information and seven
authors responded providing further information.
Forward citation searching

Forward citation searching was undertaken for all trials eligible for inclusion in the review. This process was
undertaken using the Web of Science (WoS) Institute of Scientific Information (ISI) citation database. Each
study was entered separately and all citations to the paper since publication were identified. Titles and,
when available, abstracts of the papers citing the eligible trials were downloaded and screened for
eligibility according to the same criteria used for the primary searches (see below).
Theses

The Dissertations Abstracts International database was searched through PsycINFO using the
comprehensive search strategy developed for the other electronic databases searches. Theses and
dissertations were also identified through reference and bibliography lists.
Grey literature and material generated by user-led or voluntary sector enquiry

Grey literature, including conference abstracts, proceedings, policy documents and material generated by
user-led enquiry, was identified via electronic databases, internet search engines and websites for relevant
government departments and charities. These included, but were not limited to, the British National
Bibliography for Report Literature, Google Scholar, Mental Health Foundation, Barnardo’s, Carers UK,
ChildLine, Children’s Society, Depression Alliance, Mind, Anxiety UK, NSPCC, Princess Royal Trust for
Carers, SANE, The Site, Turning Point and Young Minds. An exhaustive list of websites searched is
provided in Appendix 3.
Stakeholder consultation

Requests for additional publications and potential references were lodged with the external advisory panel
and with stakeholders during consultation exercises. A brief summary of the review was also posted on
the website of the host institution with an email contact link through which people could submit
additional references.
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Study screening and selection

Eligibility criteria

All records retrieved from the searches were imported into a bibliographic referencing software program
[Reference Manager 11.0 (Thomson Reuters, New York, NY, USA)] and duplicate references identified and
removed. Two reviewers (JG, MC) independently screened titles and abstracts for eligibility using
prespecified inclusion criteria (described below). Additional economic abstracts located through NHS EED,
PEDE or IDEAS were independently screened for eligibility by two reviewers (SB and MC) using the same
prespecified inclusion criteria.

When both reviewers agreed on exclusions, the reasons for exclusion were recorded. When both reviewers
agreed on inclusion, or when there was ambiguity or disagreement, full text articles were retrieved. Two
reviewers then independently assessed the full text of these articles against the predetermined inclusion
criteria. Any remaining disagreements were resolved by consensus or discussion with a third party, if
necessary. Our protocol originally specified that we would obtain a measure of inter-rater reliability
regarding study eligibility judgements; however, given the stringent procedures that were put in place to
resolve ambiguous cases, the meaningful contribution of this statistic remained unclear. Inter-rater
reliability was therefore not calculated in this instance.
Study inclusion criteria

Studies were initially assessed for inclusion across all phases of the review according to a standard set of
eligibility criteria summarised in Boxes 1 and 2, and described in full below. Additional inclusion and
exclusion criteria were set for specific phases of the review and these are presented in the relevant
chapters, when appropriate.

Participants
Study participants were children or adolescents aged 0 to < 18 years, or the parents of these children. For
the purposes of our review, parents were defined as mothers, fathers, adoptive parents, legal guardians,
foster parents or any other adults assuming a primary caring role for a dependent child, whether resident
or non-resident. To be eligible for inclusion in the review, one or more parents had to have a serious
BOX 1 Definition of key terms used in the review

Child: Any individual aged 0 to < 18 years.

Parent: An umbrella term covering mothers, fathers, adoptive parents, legal guardians, foster parents or

other adult assuming a primary care-giving role for a dependent child.

SMI: An umbrella term covering schizophrenia, psychosis, borderline personality disorder and

personality disorder.

Severe affective mood disorders: An umbrella term comprising severe unipolar depression, severe

postnatal depression and/or puerperal psychosis.

Community-based intervention: Any non-residential, psychological or psychosocial intervention involving

professionals or paraprofessionals for the purposes of changing parents’ and/or children’s knowledge,

attitudes, beliefs, emotions, skills or health behaviours.

QoL: A multidimensional construct arising from children’s mental and physical health, social well-being,

family experiences, self-esteem and self-actualisation.
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OX 2 Summary of study eligibility criteria

Inclusion criteria

l Population: Children aged 0 to < 18 years or their parents, one or more parents with SMI with or

without substance misuse/other mental health comorbidity, > 50% sample participants experiencing

parental SMI.

l Intervention: Any health, social-care or educational intervention aimed at the young person, parent or

family unit. Individual or group interventions delivered alone or in combination with pharmacology.

l Comparator: Any active or inactive treatment, in which inactive treatment is defined as a waiting list

delayed treatment or usual care management control.

l Outcomes (clinical effectiveness/cost-effectiveness): Validated generic or population-specific

measures of QoL such as children’s mental health, physical well-being, social well-being, family

functioning and self-esteem or -actualisation.

l Outcomes (acceptability): Intervention uptake, adherence or participant satisfaction.

l Design (clinical effectiveness/cost-effectiveness): Priority given to randomised and quasi-RCTs or

controlled observational studies (e.g. case–control studies). Uncontrolled studies retained and summarised.

l Design (acceptability): Quantitative/qualitative data collected as either a stand-alone or mixed

method study.

Exclusion criteria

l At-risk populations.

l A population with < 50% or an unclear proportion of participants experiencing parental SMI.

l Inpatient interventions, e.g. assisted accommodation, mother and baby residential units.

l Pharmacological/physiological interventions without a psychological/social component.

l Interventions aimed at health-care professionals.

l Case studies, opinion papers, descriptive studies and editorials.

l Non-English-language publications.
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mental health condition as defined by a current or lifetime clinical diagnosis or a comparable symptom
profile. In accordance with the user perspective,104 serious mental health conditions were defined to
include schizophrenia, psychosis, borderline personality disorder and personality disorder, with or without
substance misuse or other mental health comorbidity. Severe affective mood disorders including severe
unipolar depression, severe postnatal depression and puerperal psychosis were also included. Separate
syntheses were conducted for parental SMI and severe parental depression. The method and rationale by
which severe depression was defined in this review is described further in Chapter 5. Studies were eligible
for inclusion in the review if the majority of participants (> 50%) in the sample fulfilled our criteria for SMI.
Populations in which only a minority (< 50%), or an indeterminable proportion, of participants had SMI
were excluded from the review. At-risk populations with no current or prior diagnoses were also excluded.
Interventions

Eligible interventions comprised any community-based (i.e. non-residential) psychological or psychosocial
intervention that involved professionals or paraprofessionals and parents or children, for the purposes of
changing knowledge, attitudes, beliefs, emotions, skills or behaviours concerning health and well-being.
This included any health, social-care or educational intervention aimed at the young person, their parent
or their family unit. Interventions that targeted children in the community were eligible for inclusion
irrespective of their parents’ inpatient or outpatient status. Interventions in which both children and
parents were required to be inpatients (e.g. mother and baby residential units, assisted accommodation)
were excluded from the review.
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Both individual and group interventions were included, whether delivered alone or in combination with
pharmacological treatment. Prevention and treatment studies were both eligible for inclusion. Prevention
studies were defined as those that recruited prospective parents with SMI in pregnancy and delivered all,
or part, of the intervention in advance of parenthood. These studies were only eligible for inclusion if
parents had a pre-existing and clinically diagnosed SMI, and eligible QoL outcomes were assessed in the
postpartum period. Treatment studies both recruited parents and delivered their interventions post birth
and up to 18 years of age.
Comparators

Comparisons of two or more active interventions or of an active treatment with a ‘no treatment’
comparator were included. The ‘no treatment’ category was defined to include waiting list controls,
delayed treatment and usual care management. A previous review57 has reported difficulties in defining
what may constitute standard care in this relatively disparate group and, therefore, no specific criteria were
placed on this comparison. Restricting evidence to studies that adopt a strict ‘no treatment’ comparator
raises the potential for bias due to possible placebo effects, i.e. the effect of a particular intervention
cannot be differentiated from the non-specific effects of researcher or clinical attention. Marked
differences in comparators were taken into account during data summary and analyses. Trials comparing
pharmacological or physiological interventions without a psychological or social component were excluded
from the review, as were trials assessing interventions aimed at health-care professionals.
Outcomes

Rigorous evidence syntheses demand the a priori selection of a manageable number of conceptually
relevant outcomes. In the absence of a standard definition of QoL, we adopted a comprehensive and
inclusive approach to the outcome framework guiding this review.

It was established a priori that our primary outcomes would comprise validated generic [e.g. Short Form
questionnaire-36 items (SF-36)] or population-specific measures of QoL [e.g. Paediatric QoL Enjoyment and
Satisfaction Questionnaire (PQ-LES-Q), KIDSCREEN-52]. Child-centred mental health symptoms were also
specified a priori as a primary outcome.

Secondary outcomes comprised additional QoL indicators identified from conceptual models, empirical
literature and UK policy. Stakeholder consultation provided the mechanism by which these generic QoL
indicators were adapted to better reflect the specific goals and concerns of children whose parents
experience SMI. The findings of this consultation have already been reported in Chapter 2. For the
purposes of our evidence synthesis secondary outcomes comprised:

l Children’s physical well-being, specifically children’s physical health, safety, maltreatment and neglect.
l Children’s social well-being, specifically children’s socioemotional function and behaviour, social

relationship quality and recreational engagement.
l Children’s family experiences, specifically parental mental health symptoms, family function and the

quality of parent–child interactions.
l Children’s self-esteem and self-actualisation, specifically children’s cognitive development,

problem-focused coping, mental health literacy and self-esteem.

Data on secondary outcomes were included however defined. For the purposes of synthesising evidence
relating to intervention acceptability, additional outcomes comprised intervention uptake, adherence and
participant satisfaction. Trials that reported no relevant parental or child outcomes were excluded from
the review.
Study design

In synthesising evidence of clinical effectiveness and cost-effectiveness, priority was given to those designs in
which a comparator or control group was present, i.e. RCTs, quasi-RCTs and controlled observational studies
(e.g. case–control studies).
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Discriminating between quasi-randomised and non-randomised studies is a difficult process, not least
because there remains a lack of consensus over which types of studies are most relevant for systematic
reviews. For the purposes of assessing clinical effectiveness, we used the Cochrane checklist for
non-randomised studies82 and only included those studies that used randomised or quasi-randomised
allocation methods potentially capable of creating similar groups, i.e. random-sequence generation,
sequential assignment or matched pairs allocation. Differences in the risk of bias associated with these
different methods were taken into account during data analysis. We excluded studies that reported
non-randomised allocation methods founded on mechanisms highly likely to lead to important differences
between groups, i.e. allocation by patient preference, treatment outcomes, service availability or time.
Lower levels of evidence (i.e. non-randomised trials and uncontrolled studies) were retained and
summarised either for the purposes of future research priority setting or to provide data that may be
suitable for inclusion in an economic model (i.e. we included partial economic studies in the review to
assess whether they contained resource use or cost data that may help populate an economic model).

Acceptability was assessed via quantitative and qualitative designs conducted either as stand-alone studies
(i.e. a quantitative survey or qualitative investigation) or as part of a larger mixed-methods approach
(e.g. a nested acceptability study).

Studies undertaken in any country were eligible for inclusion across all phases of the review and no
restrictions were placed on date of publication. Case studies, opinion papers, descriptive studies, editorials
and non-English-language publications were excluded.
Data extraction and quality assessment

Data extraction procedures

Data extraction and validity assessment of all studies included in our clinical effectiveness and acceptability
syntheses was performed by one reviewer (KB) and independently verified by a second (SP). Study
outcomes were extracted separately (by PBo) and independently verified (by PBe). Discrepancies were
resolved by referral to the original studies and, if necessary, via arbitration from a third reviewer.

The data extraction process was guided by a prespecified data extraction sheet that detailed the study
author, year of publication, study design and key features of the study sample, setting, and intervention
and comparator conditions. When there were multiple publications for the same study, data were
extracted from the most recent and complete publication. For cases in which the duplicate publications
reported additional relevant data, these data were also extracted.

Data extraction from economic studies was performed by one reviewer (MC) and independently verified by
a second (SB). Data extraction used a prespecified data extraction sheet designed for the purpose of this
study. This included study author, year of publication, study design, setting, population, interventions,
method of economic evaluation, economic perspective, costs and outcomes reported and quality criteria.
Methodological quality

Studies were assessed for methodological quality across all phases of the review. Evidence of clinical
effectiveness was assessed for quality at the study level using the Cochrane Collaboration Risk of Bias
Assessment Tool for RCTs82 or the Cochrane guidance for non-randomised designs.82 Economic studies
were assessed using a standard critical appraisal checklist for economic evaluations.81

Qualitative studies eligible for inclusion in our acceptability synthesis were assessed for quality using the
Critical Appraisal Skills Programme (CASP) tool for qualitative research105 and the principles of good
practice for conducting social research with children.106 Although all eligible studies were assessed for
quality, no study was excluded on the basis of this quality appraisal. The relative impact of methodological
flaws was summarised narratively or explored via a sensitivity analysis, when data allowed.
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Methods of data synthesis

Across all phases of the review included studies were synthesised according to (1) the nature of the
parents’ mental health disorder and (2) the level of evidence that was presented.
Classification by parental disorder

In the absence of an internationally agreed standard for SMI, irregularities in its scope and classification
invariably exist. Nonetheless, both national user organisations104 and policy documents107 are consistent in
the core components of their operational definitions. These definitions share common elements of
diagnosis, disability, duration, safety and informal and formal care. According to these criteria, SMI is
identifiable in people who (1) display florid symptoms and/or suffer from severe and enduring mental
health difficulties, (2) experience occasional risk to their own safety or that of others, (3) undergo recurrent
crises that lead to multiple hospital admissions and/or interventions and (4) suffer substantial disability or
place significant burden on informal carers as a result. From a diagnostic perspective, such illnesses
typically comprise non-organic psychoses (including schizophrenia and schizoaffective disorders),
personality disorders and severe affective mood disorders, with or without concurrent substance
misuse. Severe affective mood disorders can in turn be strictly defined to include bipolar disorder and
puerperal psychosis.

However, broader definitions of SMI may also extend to include severe depression, largely represented within
Diagnostic and Statistical Manual of Mental Disorders (DSM) taxonomies as MDD. According to DSM-Fourth
Edition (DSM-IV) criteria,108 individuals meeting diagnostic criteria for MDD are required to display recurrent
and clinically significant distress alongside substantial functional impairment, including the possibility of
suicidal ideation or suicidal attempts. Although remaining explicitly distinct from bipolar and psychotic
depressions, severe depression can thus be conceived to produce levels of individual and family burden equal
to those of other SMIs. From a developmental perspective, the children of severely depressed adults may be
exposed to comparable aberrations in their parent’s cognitive and psychosocial frameworks108 and similar
disruptions in their care-giving environments to those experienced in other diagnoses.

For the purposes of the current research, an inclusive definition of SMI was adopted. Nonetheless, we
remained sensitive to narrower interpretations of the term SMI and thus chose to synthesise our findings in
two distinct groups, syntheses one and two.

Synthesis one described the existing evidence base for those interventions that target parental SMI,
for which SMI was explicitly defined to incorporate schizophrenia, puerperal and non-puerperal psychosis,
personality and borderline personality disorders and bipolar disorder. In line with our inclusion criteria, this
synthesis was restricted to studies in which SMI was present in > 50% of participants.

Synthesis two focused on studies that evaluated interventions for severe parental depression. This synthesis
included studies in which at least 50% of parents had a confirmed diagnosis of International Classification
of Diseases, Tenth Edition (ICD-10)109 severe depression, DSM-Third (DSM-III) or Fourth (DSM-IV) Edition
MDD, or who showed baseline symptoms commensurate with severe levels of depression inside or outside
the postpartum period (see Chapter 5 for further details). It was acknowledged from the outset that this
data set was likely to represent a somewhat different parental population to that described above, in terms
of both epidemiology and UK service delivery models. Many studies that evaluate interventions for severe
depression actively exclude participants with schizophrenia, psychosis, personality or bipolar disorders.
The decision to include such studies in the current review was nonetheless advocated by stakeholder
consultation and universally endorsed by the advisory panel guiding this review.

A third synthesis was planned for studies in which at least 50% of the sample suffered from either SMI
or depression but not to the extent that either met criteria for one of the two syntheses defined above.
No randomised or quasi-RCTs were identified that were eligible for this synthesis and, therefore, it did not
take place.
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Classification by level of evidence

Evidence of clinical effect was prioritised according to study design. The highest level of evidence
comprised randomised or quasi-RCTs since these designs are generally considered more likely to minimise
important differences between experimental groups. Non-randomised controlled trials (nRCTs) (i.e. studies
allocated on the basis of service availability, treatment need or patient preference) remain much more
susceptible to selection bias82 and for this reason were classified as secondary-level evidence. Adding
non-randomised to randomised evidence may change an imprecise but unbiased estimate into a precise
but biased estimate.82 The lowest level of evidence pertained to uncontrolled designs.

For each of the syntheses described in the section above, highest-level evidence was analysed for each
primary and secondary QoL outcome domain. Lower-level evidence was summarised for the purposes of
future research priority setting.
Synthesis of clinical effectiveness data

For the purposes of this review, the unit of analysis was the comparison. Most two-arm trials provided a
single comparison but the review included trials with multiple arms, which included both comparisons of
‘active’ treatment against ‘no treatment’ or ‘usual care’ and comparisons of different ‘active’ treatments.

We extracted outcome data for each relevant comparison into spreadsheets, categorising outcomes
according to our QoL framework (see Chapter 2) and distinguishing between follow-up over three arbitrary
durations: short term (1–6 months), medium term (7–12 months) and long term (> 12 months).

We extracted the majority of data into common formats [mean, standard deviation (SD) and sample size
for continuous outcomes, numbers with ‘poor’ outcomes and sample size for dichotomous outcomes]. A
small number of studies needed translation [e.g. 95% confidence interval (CI) to SDs] and we made
imputations for a minority of outcomes (usually when sample sizes were not provided at follow-up, and
we estimated a 75% follow-up rate from baseline to allow estimates of precision). Calculation of effect
size (ES) was not possible for all comparisons or outcomes within comparisons. All coding was carried out
by two raters who worked independently, with disagreements resolved by discussion.

Continuous measures were translated to a standardised mean difference ES (the mean of the intervention
group minus the mean of the control group, divided by the pooled SD). We coded outcomes so that
positive ESs always represented improvements for the intervention compared with control (e.g. reduced
depressive symptoms). Outcomes reported as dichotomous variables (e.g. proportion with ‘good control’ or
‘remitted’) were translated to a standardised ES using the logit transformation.110

When studies reported multiple comparisons that were eligible for the same meta-analysis (e.g. two types
of intervention vs. control), both comparisons were included, but sample sizes in the control group were
halved to avoid ‘double counting’ of participants in the control group and thus inappropriate precision in
the relevant meta-analysis. We identified cluster trials and adjusted the effective sample size (and thus the
precision) of these comparisons using methods recommended by the Effective Practice and Organisation of
Care group of the Cochrane Collaboration82 and assuming an intraclass correlation of 0.02.

When sufficient data were reported for particular comparisons and when populations and interventions
were considered sufficiently homogeneous, we pooled ESs. Owing to marked heterogeneity in
interventions and outcomes, meta-analyses used random-effects modelling, with the I2 statistic used to
quantify heterogeneity.111 In instances where heterogeneity among populations and interventions made
pooling inappropriate, we present a narrative synthesis of effectiveness.
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Heterogeneity

Heterogeneity refers to differences in the estimated effects of different studies. For the purposes of this
synthesis, distinctions were made between statistical heterogeneity (differences in reported effects), clinical
heterogeneity (differences in participants or interventions) and methodological heterogeneity (differences
in study design). When data could be pooled, statistical heterogeneity was examined via the I2 index
calculated as part of the meta-analysis. This statistic assesses whether the variability that is observed in
ESs is higher than that expected by chance. The analysis plan in the protocol proposed that clinical
heterogeneity would be explored via an assessment of the relationships between treatment effectiveness
and the following variables:

l Therapeutic target (parental, individual or parent–child dyad/family based).
l Intervention content and objectives (e.g. psychoeducational or psychotherapeutic, parenting or mental

health perspectives).
l User characteristics, specifically:

¢ child age group (< 5 years, 5–11 years, 12–17 years)
¢ parental mental health condition
¢ family structure and child residency (colocated, forced or volitional separation, separation in crisis).
Sensitivity analyses

Exploration of methodological heterogeneity was undertaken, when possible, through sensitivity analyses.
Sensitivity analyses enable the robustness of the review to be ascertained relative to key decisions
undertaken during its execution. In the current synthesis, sensitivity analyses were defined a priori and
were conducted to examine the impact of trial quality (defined in terms of overall risk of bias).
Synthesis of economic data

Planned economic synthesis included two components: first, a narrative synthesis of all full economic
evaluations meeting the study inclusion criteria (a full economic evaluation is one that compares both the
costs and consequences of two or more interventions); and, secondly, decision-analytic modelling to
explore any interventions found to be associated with promising evidence of effectiveness in the clinical
review, subject to the availability of adequate economic data. Decision analysis is used to compare the
expected cost-effectiveness of identified intervention programmes and involves the construction of a
logical model to represent long-term costs and outcomes in order to inform resource allocation decisions
under conditions of uncertainty.81,112 Resource allocation is explored by modelling existing data on costs
and outcomes available from the literature or from expert opinion.
Value of information analysis

The purpose of synthesising cost-effectiveness data via decision-analytical techniques is to enable a
decision regarding the most cost-effective intervention for a given monetary value assigned to a
designated intervention outcome. However, it is recognised that there may be uncertainty in the
effectiveness and cost parameters that feed into a cost-decision model. Planned synthesis, therefore, also
included a value of information analysis (VOI). A VOI analysis quantifies the chance that a wrong decision
has been made and the associated loss in monetary value from using a suboptimal intervention. VOI
provides a formal assessment of the extent to which further primary research is warranted and may also
indicate where additional research would be most valuable.
Synthesis of acceptability data

A parallel synthesis of acceptability data was undertaken according to recommended methods for the
syntheses of qualitative and mixed-method evidence.113,114 These methods necessitate that the identified
studies are interrogated, reanalysed and combined in a logical format to produce an overarching view of
the evidence. Synthesis may either be driven by the emerging data or by a predetermined theory. Our
protocol proposed a textual narrative synthesis approach,115 in which studies are grouped together into
theoretically important subgroups prior to data synthesis. The structure of this narrative was to be
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informed and framed by (1) previous work in the subject area,57 (2) knowledge and expertise within the
research team and (3) consultation with our stakeholder advisory panel.
Overview of the evidence base
Figure 2 presents the flow of studies through the review. In total, 57 studies were identified as eligible for
inclusion in one or more of the syntheses included in this report. Sixty-nine papers reporting on 52 of
57 eligible studies were identified from electronic bibliographic databases, one from reference/bibliography
lists and four theses (identified from relevant databases). These studies were all published in English
between 1982 and 2011. Please refer to Appendix 4 for a full list of the included studies and the study
reference numbers that relate to these.

A total of 115 studies were identified but subsequently excluded from our synthesis. Of these, 35 were
excluded because only a minority (< 50%) of participants experienced serious parental mental illness,
21 were excluded because they failed to meet our diagnostic or illness severity criteria and 31 did not
provided sufficient information to allow us to determine the nature or severity of parental mental illnesses.
A further 13 did not evaluate an eligible community-based intervention. Seven did not provide any eligible
QoL outcome data and seven did not focus on children or the parents of children aged 0 to < 18 years.
One final study, a clinical case series, was excluded on the basis of design. Please refer to Appendices 5

and 6 for a full list of the excluded studies and the study reference numbers that relate to these.

Twenty-nine of the 57 studies (51%) included in our synthesis reported on randomised or quasi-RCTs
indexed as higher levels of research evidence. The vast majority of these trials (n = 26) focused on severe
parental depression and were included in synthesis two (see Chapter 5).
Overview of the economic evidence base

The flow of studies described above includes the total number of studies meeting our inclusion criteria and
providing data for one or more of our clinical effectiveness, cost-effectiveness or acceptability reviews. Ten
papers reporting the results of an economic evaluation or partial economic evaluations containing cost or
resource use data were located through the clinical review. A review of additional economic databases
located a further 129 abstracts which were checked for inclusion. A total of 119 abstracts were excluded
because they did not focus on the population of interest, either because the study participants were not
children or adolescents or the parents of children aged 0 to < 18 years (n = 100), or because a minority of
parents (< 50%) had SMI or severe unipolar depression (n = 19).

The remaining 10 papers plus the 10 located through the clinical review were reviewed in full. Of the
20 papers reviewed, a further 19 were excluded because they did not focus on children or adolescents
aged 0 to < 18 years or the parents of these children (n = 7), the proportion of participants with a serious
parental mental illness was zero, < 50% or unknown (n = 11), or because the study did not focus on
community-based psychosocial interventions (n = 1). A full list of studies excluded from the economic
review is provided in Appendix 4.

The one remaining paper was a cost-effectiveness analysis of psychiatric day hospital compared with
routine primary care for the treatment of postnatal depression.116 This analysis was carried out as part of a
non-randomised prospective cohort study and is discussed further in Chapter 5.
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34,659 records identified

23,005 records screened on title

57 studies included in one or more syntheses

Electronic database searching: 34,031
Grey literature sources: 511
Hand searching: 117

11,654 duplicates removed

14,845 records excluded

6801 records excluded

1187 studies excluded on multiple criteria

8160 records screened on abstract
Electronic database searching: 7549
Grey literature sources: 494
Hand searching: 117

1359 full-text articles assessed for eligibility
Electronic database searching: 998
Grey literature sources: 302
Hand searching: 59

35 reported < 50% of parents to have serious mental illness
21 failed to meet diagnostic/illness severity criteria
31 provided insufficient information on % dignoses/severity
13 did not evaluate community, psychosocial interventions
7 did not report eligible outcome data
7 did not focus on children/parents of children aged 0–17 years
1 did not meet study design criteria

115 studies potentially eligible but subsequently excluded

Synthesis 1 (> 50% SMI):
Clinical effectiveness: 3 RCTs, 4 nRCTs, 4 uncontrolled
Cost-effectiveness: 0
Acceptability: 10a

Synthesis 2 (> 50% severe depression):
Clinical effectiveness: 26 RCTs, 4 nRCTs, 11 uncontrolled
Cost-effectiveness: 1 nRCT
Acceptability: 37a

FIGURE 2 Flow of studies through the evidence synthesis. a, Some studies contribute to more than one type of
outcome data.

REVIEW METHODS
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Chapter 4 The clinical effectiveness and

cost-effectiveness of community-based interventions
to improve or maintain quality of life in the children
of parents with serious mental illness

In phase 1 of the review, we synthesised all available evidence relating to the clinical effectiveness of
community-based interventions for improving or maintaining QoL in children whose parents suffer from

SMI. Serious parental mental illness was explicitly defined to include schizophrenia, schizoaffective
disorder, puerperal and non-puerperal psychoses, personality and borderline personality disorders and/or
bipolar disorder.
Methods of review
Studies were identified according to the search and review strategies outlined in Chapter 3.
Size of the evidence base
A total of 11 studies were eligible for inclusion in this phase of the review. Of these, only three were
randomised or quasi-randomised trials with participants allocated either randomly or by sequential
assignment.60,61,117 A further four were non-randomised studies in which participants were allocated on the
basis of service availability or treatment attendance.58,59,118,119 The remaining studies (n = 4) were all
uncontrolled designs.62,120–122 One study122 used a non-randomised design but failed to compare post
intervention outcomes between its experimental and comparator conditions. This study thus only offered
pre–post comparison data and was classified as an uncontrolled design. Please refer to Appendix 4 for a
full list of the included studies and the study reference numbers that relate to these.

Thirty-one studies were identified but subsequently excluded from synthesis. Of these, 13 were excluded
because only a minority (< 50%) of participants experienced serious parental mental illness. Insufficient
information was available to determine the nature and/or percentage distribution of SMI in another seven.
Six studies did not report any eligible QoL outcome data, three did not evaluate community-based
interventions, one did not focus on children or adolescents aged < 18 years and one was a case series not
meeting our design inclusion criteria. Please refer to Appendix 5 for a full list of the references of excluded
trials, together with the reasons for exclusion.
Economic evaluation

No studies reporting the results of an economic evaluation or providing cost or resource use data were
located in this phase of the review. Eight studies (six with a clear focus on SMI and two with a focus on
mental health more broadly) were identified but subsequently excluded. Of these, one was excluded
because the proportion of participants with a serious parental mental illness was unknown, with no
reported baseline symptoms to assess likely severity, and seven were excluded because they did not focus
on children or adolescents aged 0 to < 18 years, or their parents. Please see Appendix 6 for a full list of
the references of studies excluded from the economic evaluation.
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THE EFFECTIVENESS OF INTERVENTIONS FOR CHILDREN OF PARENTS WITH SERIOUS MENTAL ILLNESS
Approach to evidence synthesis
Our protocol stipulated that standardised ESs would be calculated for all RCTs providing sufficient data.
However, owing to a paucity of eligible trials, data from non-randomised studies were also analysed.
ESs were calculated for both designs but effects were not pooled across these two different
levels of evidence.82
Evidence from randomised controlled trials
Three randomised trials were eligible for inclusion in our synthesis, all of which were conducted in the USA
and published between 1982 and 1984.60,61,117 No contemporary evidence from the UK was identified.
Tables 2–4 provide an overview of the study contexts, populations, types of interventions and outcome
variables prioritised by these trials. Study quality indicators including randomisation procedures and
methods of allocation concealment are presented in Table 5. The specific characteristics relevant to each
trial are presented in Appendix 7 within the context of the data extraction sheet used to record individual
study information for this review.
ABLE 2 Parents with SMI: context and population overview

Criterion Characteristic RCT nRCT
Uncontrolled
design Study number(s)a

Country USA 3 1 1 (60)–(62) (117) (118)

Australia – 3 1 (58) (59) (119) (121)

UK – – 1 (120)

Canada – – 1 (122)

Recruitment
context

Mental health inpatient
services

1 1 1 (61) (62) (118)

Mental health outpatient
services

3 1 – (60) (61) (117) (119)

Mental health community
services

2 1 2 (60)–(62) (118) (122)

Intervention programme – 2 2 (58) (59) (121) (122)

Media adverts 2 – – (60) (61)

General health services – – 1 (62)

Voluntary sector – – 1 (120)

Parent All mothers 2 1 1 (60) (117) (118) (120)

All fathers – – – –

Mixed (60–75% female) – 2 1 (58) (119) (121)

Not reported 1 1 2 (59) (61) (62) (122)

Parental
diagnosis

Psychosis/psychotic
symptoms

3 2 – (58) (60) (61) (117) (118)

Schizophrenia and related – 2 3 (58) (59) (120)–(122)

Bipolar disorder – 2 4 (58) (59) (62) (120)–(122)

Personality disorder and
related

– 3 2 (58) (59) (119) (120) (122)
T
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ABLE 2 Parents with SMI: context and population overview (continued )

Criterion Characteristic RCT nRCT
Uncontrolled
design Study number(s)a

% SMI 100% 3 3 – (58) (60) (61) (117)–(119)

≥75–99% – – 1 (121)

≥50–74% – 1 3 (59) (62) (120) (122)

Other diagnoses
in sample

MDD – – 2 (62) (122)

PND – – 1 (120)

Depression – 2 1 (58) (59) (120)

Depression/anxiety – 1 1 (59) (121)

Depression/PTSD – 1 – (59)

Exclusion
criteria

In treatment – – 1 (62)

Substance misuse – 1 1 (62) (118)

Current crisis – – 1 (62)

Parent/child learning
difficulties

– 1 – (118)

Diagnosis of schizophrenia – – 1 (62)

Not reported 3 3 3 (58)–(61) (117) (119)–(122)

% BME parents 50% BME 1 1 1 (60) (118) (122)

>50% BME – – 2 (120) (121)

Not reported 2 3 1 (58) (59) (61) (62) (117) (119)

Child target
age range

0–5 years 1 2 1 (117)–(120)

6–12 years 3 2 3 (59)–(62) (117) (119) (121) (122)

13–16 years – 2 2 (58) (62) (119) (122)

Child gender <75% female 2 2 2 (58)–(61) (121) (122)

Not reported 1 2 2 (61) (62) (118)–(120)

BME, black or minority ethnic; PND, postnatal depression; PTSD, post-traumatic stress disorder.
a See Appendix 4 for full study citations.
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TABLE 3 Parents with SMI: intervention overview

Criterion Characteristic RCT nRCT
Uncontrolled
design Study number(s)a

Model Psychoeducation 1 3 2 (58)–(60) (121) (122)

Psychotherapy 3 1 1 (60)–(62) (119)

Extended care 1 2 1 (117) (118) (120)

Objective Parent well-being – 1 – (119)

Parenting relationship 2 – 1 (60) (62)

Child well-being 2 3 2 (58)–(61) (121) (122)

Hybrid/dual focus 1 2 1 (117) (118) (120)

Target Predominantly parent 3 2 1 (60) (117)–(120)

Predominantly child 2 3 2 (58)–(61) (121) (122)

Parent–child or family – 1 1 (62) (118)

Setting Home 1 1 – (117) (118)

Community – 2 2 (58) (118) (120) (121)

Clinic 4 – 1 (60)–(62)

Unclear/not reported – 3 1 (59) (119) (122)

Delivery Face to face 5 6 4 (58)–(62) (117)–(122)

Individual 1 3 2 (62) (117)–(120)

Group 4 4 3 (58)–(61) (118) (120)–(122)

Personnel MH nurse/clinician 1 1 1 (58) (117) (122)

General/unspecified nurse – 1 – (118)

Unspecified clinician – – 1 (62)

Social worker 1 1 – (61) (118)

Psychotherapist/counsellor – 2 1 (118) (119) (121)

Nursery nurse – 1 – (118)

Not reported 3 2 1 (59) (60) (120)

Monitoring Training given 2 2 2 (61) (62) (117)–(119) (122)

Supervision received – 1 1 (62) (119)

Not possible/not reported 3 4 2 (58)–(60) (118) (120) (121)
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ABLE 3 Parents with SMI: intervention overview (continued )

Criterion Characteristic RCT nRCT
Uncontrolled
design Study number(s)a

Session duration Up to 1 hour 4 1 – (60) (61) (119)

1–2 hours 1 1 1 (59) (117) (122)

> 2 hours to 1 day – 3 1 (58) (59) (118) (121)

Not reported/not
applicable

– 1 2 (62) (118) (120)

Session frequency Two or more times
a week

– 3 1 (59) (118) (119) (121)

Weekly 5 1 1 (60) (61) (117) (118) (122)

Fortnightly – 1 – (58)

Not reported/not
applicable

– 1 2 (59) (62) (120)

Total duration Up to 8 weeks – 2 2 (58) (59) (121) (122)

9–16 weeks 4 2 – (59)–(61)

Up to 1 year – 3 – (118) (119)

> 1 year 1 – – (117)

Unclear/not reported – – 2 (62) (120)

Total scheduled
contact

11–15 hours 1 – 1 (61) (122)

16–20 hours 3 1 1 (58) (60) (121)

> 26 hours 1 3 – (59) (117)–(119)

Not reported/not
applicable

– 2 2 (59) (62) (118) (120)

Comparator Waiting list – 2 – (58) (119)

Standard care 3 – – (60) (61) (117)

Active intervention 1 2 – (59) (60) (118)

MH, mental health.
a See Appendix 4 for full study citations.
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TABLE 4 Parents with SMI: RCT and nRCT outcome overviewa

Criterion Characteristic RCT nRCT Study number(s)b

Primary outcomes QoL – 1 (58)

Emotional well-being 1 1 (58) (117)

Secondary outcomes Physical health – – –

Safety – – –

Social function/behaviour 3 2 (58) (60) (61) (117) (118)

Social relationship quality – 2 (58) (59)

Recreational engagement – 1 (58)

Family function 1 1 (117) (119)

Parent–child relationship 2 2 (60) (117)–(119)

Parent mental health symptoms 2 – (60) (117)

Cognitive function 3 1 (60) (61) (117) (118)

Problem-based coping 1 2 (58) (59) (61)

Mental health literacy – 1 (58)

Self-esteem – 2 (58) (59)

Outcome assessor Child report – 2 (58) (59)

Parent report 2 2 (60) (61) (117) (118)

Observer report 3 1 (60) (61) (117) (119)

Unclear/unspecified 1 – (117)

Data reporting Continuous (mean SD) 3 4 (58)–(61) (117)–(119)

Dichotomous – 1 (58)

Insufficient data for standardised ES 3 1 (60) (61) (117) (118)

Timing of follow-up assessment 0–6 months 2 2 (58)–(61)

7–12 months – 2 (118) (119)

>12 months 1 1 (117) (118)

a See Appendix 7, Table 26 for a full list of outcome measures.
b See Appendix 4 for full study citations.
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ABLE 5 Parents with SMI: RCT and nRCT quality overview

Criterion Characteristic RCT nRCT Study number(s)a

Allocation procedure Randomised, method not stated 2 – (61) (117)

Quasi-randomised, sequential 1 – (60)

Non-randomised, service availability – 3 (58) (118) (119)

Non-randomised, treatment preference – 1 (59)

Allocation concealment Not reported 3 – (60) (61) (117)

Not applicable – 4 (58) (59) (118) (119)

Unit of allocation Parent 1 – (117)

Child 1 – (61)

Parent/child 1 – (60)

Not applicable – 4 (58) (59) (118) (119)

Blinded participants/personnel No 3 4 (58)–(61) (117)–(119)

Blinded outcome assessment No 3 4 (58)–(61) (117)–(119)

Unclear 3 1 (60) (61) (117) (118)

Primary outcome identification No 3 4 (58)–(61) (117)–(119)

Selective outcome reporting Yes 2 1 (60) (117) (118)

No 1 3 (58) (59) (61) (119)

Sample size at baseline 0–25 2 – (60) (61)

26–50 2 2 (58) (61) (117) (119)

50+ – 2 (59) (118)

Attrition rate post intervention 0–10% 1 2 (58) (61) (119)

11–20% – – –

> 20% – 1 (59)

Unclear/not reported 2 1 (60) (117) (118)

Method of analysis ITT/complete data set – 2 (58) (119)

Incomplete data set 1 1 (59) (61)

Unclear/not reported 2 1 (60) (117) (118)

Overall risk of bias High risk 2 4 (58)–(60) (117)–(119)

Unclear risk 1 – (61)

ITT, intention to treat.
a See Appendix 4 for study citations.

DOI: 10.3310/hta18080 HEALTH TECHNOLOGY ASSESSMENT 2014 VOL. 18 NO. 8
T

35
© Queen’s Printer and Controller of HMSO 2014. This work was produced by Bee et al. under the terms of a commissioning contract issued by the Secretary of State for Health.
This issue may be freely reproduced for the purposes of private research and study and extracts (or indeed, the full report) may be included in professional journals provided that
suitable acknowledgement is made and the reproduction is not associated with any form of advertising. Applications for commercial reproduction should be addressed to: NIHR
Journals Library, National Institute for Health Research, Evaluation, Trials and Studies Coordinating Centre, Alpha House, University of Southampton Science Park, Southampton
SO16 7NS, UK.



36

THE EFFECTIVENESS OF INTERVENTIONS FOR CHILDREN OF PARENTS WITH SERIOUS MENTAL ILLNESS
Parent and child populations
Consistent with our eligibility criteria, all included studies had samples in which more than 50% of parents
met criteria for a SMI. All three trials recruited mothers, or the children of mothers, with non-puerperal
psychosis or a comparable symptom profile. Clinical diagnoses were not confirmed as part of the research
and maternal mental health co-morbidities were not reported. All mothers had children aged 12 years or
below. Only one of the three trials reported parents’ ethnic status, with 45% of the sample being black or
minority ethnic (BME).60 Two trials reported children’s residential status; in both cases children were
reported to co-reside with their parents.61,117
Interventions and comparators

Substantial heterogeneity in intervention models, content and outcomes was observed. Overall, the three
trials reported five different interventions. Two trials evaluated similar psychotherapeutic interventions
delivered directly to children with the primary aim of enhancing their psychosocial well-being and/or
resiliency to parental mental illness.60,61 The remaining three interventions (reported across two studies)
were consistent in targeting parents.60,117 Each of these parent-based interventions encompassed a
different psychotherapeutic, psychoeducational or extended model of care. Definitions of these different
intervention models, as used in the current synthesis, are provided in Box 3. Two of the three parent-based
interventions sought to indirectly influence children’s QoL by enhancing mothers’ parenting behaviours.60

The third integrated interventions for mothers’ mental health symptoms alongside an intervention aimed at
enhancing their parenting capacity.117 One trial evaluated three different interventions60 and, therefore,
the number of in-text study references may not total 100%.

All of the included trials compared one or more active interventions with a treatment as usual control. The
first117 recruited formerly hospitalised women with psychosis from public and private psychiatric hospitals.
Participation was limited to mothers of children aged < 6 years. The mothers were randomly allocated to a
minimal standard care intervention or a grant-funded high-intensity home nurse visitation programme.
At each visit, mental health nurses, trained specifically for the intervention, met mothers to discuss their
parenting and illness experiences. Mothers were visited for approximately 1–1.5 hours a week over a 1- to
2-year period. Partners and children were not actively involved in the intervention.

The second included trial61 recruited the children of mothers who were judged to be suffering an
‘emotional disturbance of psychotic magnitude,’ defined as a T-score of 63 or more on the Global Severity
Test of the Symptom Checklist-90.123 Participants were recruited from a children’s community mental
health project receiving referrals from adult secondary mental health services, community and
social-care agencies and/or self-referrals following newspaper advertising. Participation was limited to
children aged between 5 and 12 years, who were randomly allocated to either treatment as usual or a
cognitive–behavioural therapy (CBT)-based problem-solving programme. The problem-solving programme
emphasised inter- and intra-personal problem solving and was delivered outside the home by a doctoral
student trained in counselling. Programme content was delivered directly to children in a face-to-face
group format over 12 weekly 1-hour sessions. Parents were not involved in the intervention.

The third and final trial60 evaluated an identical child-centred CBT problem-solving intervention to that
described above. This intervention was delivered and evaluated by an affiliated research team and
recruited participants from the same community mental health project. Eligibility criteria once again
restricted participation to mothers, or the children of mothers, achieving a T-score of 63 or more on the
Global Severity Test of the Symptom Checklist-90.123 Differences in outcome measures, study design and
duration of the intervention justified the retention of the trials as two separate studies. Mothers and their
children who were aged between 5 and 12 years were quasi-randomised by sequential assignment to a
control group or one of three active interventions. These interventions comprised child-orientated
cognitive–behavioural problem-solving, adult-orientated parent counselling based on social learning theory
and adult-orientated parenting-based psychoeducation. All three were delivered outside the home in a
face-to-face group format over 16 weekly 1-hour sessions. The personnel delivering the interventions were
not reported and partners were not actively involved in the interventions.
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BOX 3 Taxonomy of model groupings used in the evidence synthesis

Psychotherapeutic interventions

Interventions that seek to improve mental well-being, self-acceptance and/or change behaviour through an

examination of individual affect and/or the challenging of negative thoughts and beliefs. Examples include,

but are not restricted to, CBTs, interpersonal therapies and supportive therapies. Psychotherapeutic

interventions demand the maintenance of a therapeutic relationship and incorporate specific techniques such

as problem identification, problem solving, goal setting and monitoring and/or the resolution of interpersonal

conflict. With the exception of psychodynamic therapy, psychotherapeutic interventions typically follow a

structured and time-limited format of between 10 and 20 weeks. Briefer programmes are also possible.

Psychoeducational interventions

Interventions that are aimed solely or predominantly at changing attitudes and/or resilience through an

increased understanding of factual health information or subjective experience. Information may be delivered

via didactic techniques or within the context of a group discussion facilitated by professional or lay leaders.

The disseminated information is generic without any consideration of individual barriers or the generation of

an individualised action plan. While behaviour change may be encouraged, its actual implementation will be

at the discretion of the individual concerned.

Psychosocial interventions

Interventions that demand the participation of parents, children or family members for the purposes of

improving mental well-being, self-acceptance and/or change behaviour via social integration, interaction or

the provision of social support. These interventions typically comprise structured or unstructured peer and/or

professional support.

Extended care interventions

Interventions that aim to provide both primary and secondary prevention through the adoption or inclusion

of multiple strategies or interventions. Extended care interventions may be delivered across a range of home

or community settings and include multiple foci relating to aspects of the child-parent relationship, parental

rehabilitation and/or child well-being. Extended care interventions are typically less structured than other

interventions and may be individually tailored. They are likely to include social activities, mental health

rehabilitation and support and/or referral to external agencies as required. Care management strategies and

advocacy are often included.

Parenting interventions

Interventions that target the parent, or parent–child dyad, with the specific aim of enhancing the

quality of the interaction and/or relationships between them. Parenting interventions may consist of

parenting-orientated psychoeducation, strategies to improve behavioural insight and/or the teaching of

practical skills via direct observation and feedback techniques. More formal parenting-based therapies

include, but are not limited to, psychotherapies based on behavioural therapy, attachment theory or social

learning. Parenting interventions thus form a distinct subcategory of the four intervention models described

above, classified according to the nature and scope of their intended approach.

CBT, cognitive–behavioural therapy.
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Outcomes

Marked heterogeneity in trial outcomes and outcome measures was observed. Across the three
randomised trials, primary and secondary QoL outcomes were measured using a total of nine validated
and referenced instruments (included within Appendix 7, Table 26). Most trials used more than one
outcome measure and, therefore, percentages in the tables do not always total 100%. One trial provided
conceptually relevant secondary outcome data measured on non-specified scales.117

Primary outcomes for the purposes of this evidence synthesis comprised validated measures of children’s
QoL measures and/or mental health. No randomised trials were identified that measured children’s overall
QoL. One trial117 reported carrying out children’s psychiatric evaluations and obtaining ratings of child
affect. The measures used by this trial were not specified, however, and no outcome data were reported.

Secondary outcomes relevant to our QoL outcome framework were provided by all three trials. The most
frequently measured outcomes related to children’s social function and behaviour and children’s
cognitive function (see Table 4), thereby reflecting a tendency towards more developmentally focused and
observer-rated outcomes. No RCTs measured outcomes related to children’s physical health and safety or
subjective measures of children’s self-esteem, social relationship quality, recreational engagement or
mental health literacy.

Short-term outcomes (defined as 0–6 months post randomisation) were reported by two of the three
identified trials.60,61 The exception117 reported a longer-term follow-up of between 12 and 24 months
following participants’ discharge from a more prolonged intervention. All extracted outcomes were
presented as continuous variables.
Methodological quality ratings

The Cochrane Risk of Bias Assessment tool82 was used to quality appraise the three included trials. No
high-quality RCTs were identified. Overall risk of bias was judged to be high in two trials60,117 and unclear
in the third.61 An overview of key study quality indicators is presented in Table 5. Full quality appraisal
tables are available in Appendix 7, Tables 23 and 24.

Selection biases were possible. Two of the three trials61,117 did not report details of their randomisation
methods and thus it was difficult to judge whether or not the methods used to allocate participants and/or
conceal the allocation sequence were appropriate. The third study60 was judged inadequate on the basis
of a sequential approach to group allocation, which was not truly random.

Risks of performance and detection biases were also high. Commensurate with most trials of psychosocial
interventions, behavioural changes associated with the interventions prevented participant or personnel
blinding. Outcomes were measured predominantly by parental report, but also by independent assessment
depending upon the nature of the QoL outcome being examined. Observer ratings were reported for
measures of child affect, behaviour, cognitive development and parental mental health. Assessor blinding
was not reported for these outcomes. No trials specified primary outcomes a priori and two trials60,117

failed to present complete outcome data, thereby raising the additional possibility of reporting biases.

Baseline sample sizes were notably small, varying from n = 1461 to n = 50.117 Risks of attrition biases were
judged to be low in one trial61 but unclear in the other two60,117 owing to inadequate reporting of the
numbers and/or reasons for participant withdrawal. All three trials restricted their data analyses to
intervention completers.
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Unpublished data from included trials
Effect sizes could not be calculated for two trials60,117 across six outcomes owing to insufficient data.
Attempts were made to obtain missing information but, owing to the date of trial publications, the study
authors could not be traced.
Evidence of clinical effect from randomised controlled trials
Overall, the identified trials displayed marked clinical and methodological heterogeneity. Meta-analysis of
the data was therefore judged to be inappropriate as pooled ESs would not be interpretable. In addition,
there were insufficient comparisons to explore potential relationships between treatment effectiveness and
the key contextual factors outlined in our protocol (i.e. therapeutic target, intervention content and user
characteristics). Study results are thus presented in a narrative format, grouped by QoL outcome domains.
When data allow, outcomes are displayed as standardised ESs in forest plots to facilitate inspection of the
data and to aid an assessment of ESs across different studies on a common metric (Figure 3). However,
study effects are not pooled and are not intended to provide an overall estimate of intervention effect.
NOTE: weights are from random-effects analysis

Parental symptoms

Cohler 1982117

Problem-based coping

8- to 12-year-olds (n = 25)

5- to 7-year-olds (n =14)

Subtotal (I 2 = 0.0%, p = 0.586)

Social function

8- to 12-year-olds (n = 25)

5- to 7-year-olds (n =14)

Subtotal (I 2 = 0.0%, p = 0.951)

Cognitive function

8- to 12-year-olds (n = 25)

5- to 7-year-olds (n =14)

Subtotal (I 2 = 0.0%, p = 0.425)

Study

EC (P)

CBT (C)

CBT (C)

CBT (C)

CBT (C)

CBT (C)

CBT (C)

Intervention

0.08 (–0.56 to 0.71)

0.08 (–0.56 to 0.71)

1.39 (0.51 to 2.27)

1.00 (–0.11 to 2.11)

1.24 (0.55 to 1.93)

–0.06 (–0.85 to 0.73)

–0.10 (–1.15 to 0.94)

–0.08 (–0.71 to 0.55)

–0.89 (–1.72 to –0.07)

–0.35 (–1.40 to 0.71)

–0.69 (–1.34 to –0.03)

ES (95% CI)

100.00

100.00

61.51

38.49

100.00

63.79

36.21

100.00

61.93

38.07

100.00

%
weight

0–1 –0.5 0.5 1 1.5 2 2.5

0- to 6-year-olds (n = 50)

Standardised mean difference

Sumner 198361

Sumner 198361

Sumner 198361

FIGURE 3 Secondary QoL outcomes for all variants of community-based interventions vs. treatment as usual/waiting
list control: evidence from RCTs. (C), child target; EC, extended care; (P), parent target.
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Primary outcomes
Children’s quality of life

No randomised trials measured validated QoL outcomes.
Children’s emotional well-being

One randomised trial, by Cohler and Grunebaum,117 reported measuring outcomes relevant to children’s
mental health. This trial used a randomised design to compare a high-intensity home nurse visitation
programme to minimal intensity standard care in 50 mothers of children aged < 6 years. Data for this
outcome were not reported.
Secondary outcomes

Children’s physical well-being

Physical health

No randomised trials measured children’s physical health outcomes.
Safety

No randomised trials measured outcomes relevant to child safety.
Children’s social well-being

Social function and behaviour

All three randomised trials reported measuring outcomes relevant to children’s social function and
behaviour, although only one reported these data. Sumner61 used a randomised design to compare
child-orientated cognitive–behavioural problem solving with a treatment as usual control in 41 children
aged 5–12 years. Outcomes were parental reports of children’s internalising and externalising behaviours
at 3 months post randomisation. Data were reported and analysed separately for 5- to 7-year-olds (n = 14)
and 8- to 12-year-olds (n = 25). Non-significant effects were observed in both age groups (5–7 years
standardised ES –0.10, 95% CI –1.15 to 0.94; 8–12 years standardised ES –0.06, 95% CI –0.85 to 0.73).
Social relationship quality

No randomised trials measured outcomes relevant to the quality of children’s social relationships.
Recreational engagement

No randomised trials measured outcomes relevant to children’s recreational engagement.
Children’s family-based experiences

Family function

Two trials reported measuring family functioning outcomes. The first, conducted by Cohler and
Grunebaum,117 used a randomised design to compare a high-intensity home nurse visitation programme to
minimal intensity standard care in 50 mothers of children aged < 6 years. Outcomes were nurses’
independent assessments of family conflict resolution at 1–2 years post randomisation. No significant
differences between the intervention and usual care were reported, although the authors failed to present
any p-values or descriptive data to support this narrative.

The second, conducted by Lucas et al.60 used a quasi-randomised design to compare child-orientated
cognitive–behavioural problem, parent counselling, parenting education to a treatment as usual control.
Outcomes were measured at 16 weeks post randomisation by maternal report on the family unit subscale
of the social adjustment scale. The authors’ narrative reported parent counselling to reduce family
difficulties in 5- to 7-year-olds (β = –0.586, p < 0.005) and parenting education to reduce family difficulties
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in 8- to 12-year-olds (β = –0.406, p < 0.05). Insufficient data were presented to enable the calculation
of a standardised ES.
Parental mental health

The same two trials that measured family function also measured outcomes relevant to parental mental
health. Cohler and Grunebaum117 reported on both nurses’ assessments of mothers’ mental health
symptoms and the number of maternal rehospitalisations at 1–2 years post randomisation. The authors’
narrative reported home nurse visitation to be associated with a greater reduction in nurses’ symptom
assessments (p < 0.02) than a treatment as usual control. However, insufficient data were presented to
enable an independent calculation of a standardised ES. A non-significant effect of the intervention on
maternal rehospitalisations was observed (standardised ES 0.08, 95% CI –0.56 to 0.71).

In the second trial by Lucas et al.,60 group allocation to child-orientated cognitive–behavioural
problem-solving, parent counselling, parent-based psychoeducation or treatment as usual was not
reported to be a significant predictor of maternal self-reported mental health symptoms at short-term
follow-up. Once again, however, the authors’ failed to present sufficient descriptive data to enable
calculation of the standardised ES.
Quality of parent–child interactions

Both Cohler and Grunebaum117 and Lucas et al.60 reported measuring outcomes relating to child–parent
relations. Neither study presented these data.
Children’s self-esteem and self-actualisation

Cognitive function

All three trials reported measuring outcomes relevant to children’s cognitive development, although only
one presented such data. The trial by Sumner61 used a randomised design to compare child-orientated
cognitive–behavioural problem solving with a ‘treatment as usual’ control. Outcomes were children’s
intelligence quotient (IQ) scores measured at 3 months post randomisation. Data were reported separately
for 5- to 7-year-olds (n = 14) and 8- to 12-year-olds (n = 25). A small, but non-significant, negative effect
was observed in 5- to 7-year-olds (standardised ES –0.35, 95% CI –1.40 to 0.71) and a large, significant,
negative effect in 8- to 12-year-olds (standardised ES –0.89, 95% CI –1.72 to –0.07).
Problem-based coping skills

Sumner61 also measured outcomes relative to children’s problem-solving abilities, specifically children’s
performance levels on age-appropriate problem-solving measures at 3 months post randomisation.
Data were reported separately for 5- to 7-year-olds (n = 14) and 8- to 12-year-olds (n = 25). A large
significant effect was observed in 8- to 12-year-olds (standardised ES 1.39, 95% CI 0.51 to 2.27) and a
large but non-significant effect was observed in 5- to 7-year-olds (standardised ES 1.00, 95% CI –0.11 to
2.11). Neither of the other two trials reported measuring this outcome.
Levels of mental health literacy

No randomised trials reported outcome relevant to children’s mental health literacy.
Self-esteem

No randomised trials reported outcomes relevant to children’s self-esteem.
Evidence from non-randomised controlled trials
Compared with the RCTs, the non-randomised trials typically provided more contemporary evidence. Four
non-randomised trials were eligible for inclusion in this synthesis,58,59,118,119 three of which were Australian
studies published within the last 4 years (i.e. 2008 or beyond).58,59,119
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Once again, no relevant UK studies were identified. The study contexts, populations, types of interventions
and outcome variables prioritised by the non-randomised trials are summarised alongside the randomised
trials in Tables 2–4. The specific characteristics relevant to each trial are presented in Appendix 7 within the
context of the data extraction sheet used to record individual study information for this synthesis.
Parent and child populations

Across the four non-randomised trials, heterogeneity in parent populations was observed. The included
studies all targeted parental psychosis and/or personality disorders, either alone118,119 or in combination
with bipolar depression.58,59 Other primary mental health diagnoses (e.g. affective disorders) were included
in the sample of two trials58,59 and one trial reported co-morbid anxiety and depressive disorders.58 Two of
the four non-randomised trials recruited mothers and fathers with SMI,58,119 the remaining two studies
focusing solely on mothers.59,118

Variation in the child populations was observed. One trial recruited the mothers of preschool children
aged < 5 years,118 one targeted primary school children aged 8–12 years,59 one targeted teenagers aged
12–16 years58 and one spanned a wide range of child ages broadly defined by the authors as ‘infancy to
adolescence’.119 Two of the four studies reported children’s residential status and in both cases the
children co-resided with their parents.118,119
Interventions and comparators

Additional heterogeneity in intervention models, content and the therapeutic target was observed.
Overall, the four non-randomised trials reported on five different interventions spanning
psychotherapeutic,119 psychoeducational58,59 and extended models of care.118 Full definitions of these
models are provided in Box 3. Two interventions comprised similar psychoeducational programmes
delivered directly to children,58,59 one comprised a psychotherapeutic intervention aimed at enhancing
parental well-being119 and the remaining two were classified as extended models of care aimed either at
enhancing parenting and access to services for mothers and/or mothers and their children.118

Two non-randomised trials59,118 reported on more than one intervention and, therefore, the number of
in-text study references do not always total 100%.

Two trials compared an active intervention with a waiting list control.58,119 The first119 recruited both
mothers and fathers with borderline personality disorder from local hospital referrals. Their children ranged
in age from infancy to adolescence. Participating parents were allocated on the basis of service availability
to either a waiting list control or a psychotherapeutic intervention based on a conversational model. The
intervention was delivered in an individual format outside the home by trainee psychotherapists qualified
in medicine or psychiatry. Parents with mental illness participated in two 50-minute sessions per week over
a 12-month period. Partners and children were not involved in the intervention.

The second58 recruited children aged 12–18 years directly from a programme initiative aimed specifically at
the children of parents with SMI. Children were referred to the programme by their relatives or by external
agencies including child and adolescent mental health services, adult mental health services, youth services
and schools. Parental diagnoses comprised a mix of personality disorder, bipolar disorder and psychosis.
Children were allocated to either the programme initiative or a waiting list control on the basis of service
availability. The intervention programme adhered to a resilience framework and delivered psychoeducation
in three fortnightly 2-hour sessions over a 6-week period. All classes were held in a group format outside
the home facilitated by mental health clinicians. Parents were not actively involved in the intervention.

The remaining two non-randomised trials59,118 both compared two active interventions. One trial recruited
children aged 8–12 years from a federally funded psychoeducational programme similar to that described
above.59 Eligible parental diagnoses included schizophrenia and schizoaffective disorder, personality
disorder and bipolar disorder. Additional diagnoses in the study sample included anxiety and depressive
disorders, which 26% of the sample suffered from. Children were allocated according to their
attendance preferences to one of two identical interventions differing only in their delivery format.
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The first, an after-school programme, delivered group-based psychoeducation in 1- to 2-hour sessions held
weekly or fortnightly over a maximum of one to two school terms. The second, a school holiday
programme, delivered the same content over four consecutive days. Parents were not actively involved in
either intervention.

The final trial118 compared two different models of extended care. Mothers with psychosis were recruited
from inpatient psychiatric clinics and private mental health practices. Their children were all aged < 5 years.
Women were randomised according to service availability to a home nursing intervention or an enhanced
model of care. The home nursing intervention developed from a similar intervention that was evaluated
by a randomised trial reported previously.117 Mental health nurses visited women for 2 hours per week
over a 12-month period to discuss parenting and illness experiences. Nurses also engaged in basic care
management procedures, obtaining community service referrals for different family members as
appropriate. In contrast, the enhanced care intervention was provided 4 days a week in a community
setting. Psychologists and nursery nurses intervened with mothers and children both separately and
together during the course of the 12-month programme. Intervention content included a broad mix of
parental rehabilitation, social interaction, parenting therapy and child psychotherapy, when required.
Partners were not explicitly involved in the intervention.
Outcomes

Comparable to the evidence provided by the RCTs, the identified non-randomised trials displayed marked
heterogeneity in their outcomes and the outcome measures used. Primary and secondary QoL outcomes
were measured using a total of fourteen validated and referenced instruments across all four
non-randomised trials (see Appendix 7, Table 26). Most studies used more than one outcome measure
and, therefore, percentages in the tables do not always total 100%. One study also provided conceptually
relevant data measured on non-validated scales.58

Primary outcomes for the purposes of this evidence synthesis comprised validated QoL measures and/or
children’s mental health. Only one non-randomised trial58 measured these outcomes. Secondary outcomes
relevant to specific QoL domains or subdomains were provided by all four non-randomised trials. In
marked contrast to the more developmentally orientated outcomes prioritised by randomised trials, these
outcomes targeted subjective QoL indicators reflecting children’s own appraisals of the quality of their
social relationships, level of self-esteem and/or coping (see Table 4).

Short-term follow-up (defined as up to 6 months post randomisation) was provided by two trials58,59 and
medium-term follow-up (defined as 7–12 months post randomisation) was provided by another two.118,119

One non-randomised trial also provided a longer-term follow-up measured at 2 years post
randomisation.118 Relevant outcomes were presented as continuous and dichotomous data. Calculations of
standardised ES proiritised continuous data when possible (see Appendix 7, Table 25).
Methodological quality ratings

The Cochrane Risk of Bias Assessment tool82 was used to quality appraise all non-randomised trials (see
Appendix 7, Table 24). As anticipated, the risk of selection bias remained uniformly high (see Table 5).
This risk arose directly from reliance on inadequate sequence generation procedures, specifically allocation
by service availability58,118,119 or participant preference.59

Risks of performance and detection biases were also high, not least because behavioural changes
associated with the interventions prevented participant or personnel blinding. Outcomes were measured
primarily by self-report,58,59,118,119 but also by independent assessment when appropriate.118 In these
instances, assessor blinding was not reported. No trials specified primary outcomes a priori and, therefore,
risk of reporting biases remained unclear.
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Owing to incomplete reporting of participant withdrawals, risks of attrition bias were also judged to be
high or unclear in three of the four included trials.58,59,118 Baseline sample sizes varied from n = 4458 to 6959

and sample attrition rates were relatively high, ranging from 0%119 to 49%.118 Follow-up sample sizes
were not reported by one trial;118 another two studies reported conducting their analysis on a complete
data set, one of which reported no participant attrition119 and one of which imputed missing data by
linear regression.58
Unpublished data from included trials
Three of the four non-randomised studies reported sufficient data to enable an ES to be calculated
(Figures 4 and 5).58,59,119 ESs could not be calculated for one study across four outcomes because of
insufficient data.118 Attempts were made to obtain the missing information but study authors could not
be contacted.
Evidence of clinical effect from non-randomised

controlled trials

Primary outcomes

Children’s quality of life

Only one non-randomised trial incorporated a validated measure of children’s QoL. This trial, by Fraser and
Pakenham,58 compared group-based psychoeducation to a waiting list control in a total of 40 children
aged 12–18 years. Outcomes were children’s self-reports on the Life Satisfaction Scale at 4 weeks post
randomisation. A small negative, but non-significant, effect was observed (standardised ES –0.18, 95% CI
–0.82 to 0.46). No other non-randomised trials reported this outcome (see Figure 4).
Children’s mental health

Fraser and Pakenham58 also reported outcomes relevant to children’s mental health, and, in this case,
children’s self-reports on the Child Depression Inventory. A small to medium, negative, non-significant
effect was observed (standardised ES –0.35, 95% CI –1.00 to 0.29). No other non-randomised trials
reported this outcome.
Secondary outcomes

Children’s physical well-being

Physical health

No non-randomised trials measured children’s physical health outcomes.
Safety

No non-randomised trials measured outcomes relevant to child safety.
Children’s social well-being

Social function and behaviour

Two non-randomised trials measured outcomes relevant to children’s social function and behaviour. The
first, by Stott et al.,118 used a non-randomised design to compare a home nurse visitation programme with
a high-intensity extended care intervention in 83 mothers of children aged < 5 years. Outcomes were
observer ratings on the Harvard Preschool Project Social Abilities Checklist measured at both 1 and 2 years
post randomisation. The authors’ narrative reported no significant differences between these two
interventions, although insufficient data were presented to enable the calculation of a standardised effect.
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The second, conducted by Fraser and Pakenham,58 compared group-based psychoeducation with a waiting
list control group in a total of 40 children aged 12–18 years. Outcomes were children’s self-reports on the
prosocial behaviour subscale of the Strengths and Difficulties Questionnaire at 4 weeks post randomisation.
A small to medium, non-significant effect was observed (standardised ES 0.32, 95% CI –0.32 to 0.96).
Social relationship quality

Two non-randomised trials reported outcomes relevant to children’s social relationship quality. Fraser and
Pakenham58 compared group-based psychoeducation with a waiting list control group in a total of
40 children aged 12–18 years. Outcomes were children’s self-reports on the Social Connections Scale at
4 weeks post randomisation. A small to medium negative and non-significant effect was observed
(standardised ES –0.30, 95% CI –1.87 to 1.27) (see Figure 4).

The second trial by Goodyear et al.59 used a non-randomised design to compare two different formats of
the same child-orientated psychoeducational programme in 65 children aged 8–12 years. Outcomes
were children’s self-reports measured on the KIDS Connections Scale at approximately 4 weeks post
intervention. A non-significant effect of school holiday programmes over after-school delivery was
observed (standardised ES 0.03, 95% CI –0.51 to 0.46) (see Figure 5).
Recreational engagement

One non-randomised trial reported changes in children’s recreational engagement. As reported above,
Fraser and Pakenham58 compared group-based psychoeducation with a waiting list control group in a total
of 40 children aged 12–18 years. Outcomes were children’s self-reports on the Activity Subscale of the
Young Caregiver of Parents Inventory (YCOPI) at 4 weeks post randomisation. A medium negative and
non-significant effect was observed (standardised ES –0.47, 95% CI –1.11 to 0.18).
Children’s family-based experiences

Family function

Two non-randomised trials measured outcomes relevant to children’s family functioning. The first,
conducted by Gerrull et al.119 compared parent-centred psychotherapy based on a conversational model
with a waiting list control in 32 parents of children aged from infancy to adolescence. Outcomes were
maternal self-reports measured on the family unit subscale of the Social Adjustment Scale at 12 months.
A medium but non-significant effect was observed (standardised ES 0.46, 95% CI –0.22 to 1.15)
(see Figure 4).

The second trial by Goodyear et al.59 was the only study to measure family functioning from a child’s
perspective. As described previously, this trial used a non-randomised design to compare two different
formats of the same child-orientated psychoeducational programme in 61 children aged 8–12 years.
The number of participants in this study varies by outcome measure. Outcomes were children’s self-reports
measured on the family subscale of the KIDS Problems scale. A small but non-significant effect in favour
of school holiday programmes over after-school delivery was observed (standardised ES 0.29,
95% CI –0.21 to 0.80) (see Figure 5).
Parental mental health

No non-randomised trials reported this outcome.
Quality of parent–child interactions

Two non-randomised studies measured the quality of parent–child interactions. The first, by Stott et al.,118

used a non-randomised design to compare a home-nurse visitation programme with a high-intensity
extended care intervention in 83 mothers of children aged < 5 years. Outcomes were maternal self-reports
on the maternal attitudes scale measured at 1 and 2 years post randomisation. The authors’ narrative
reported no significant differences between the interventions, although insufficient data were presented to
enable the calculation of a standardised ES.
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The second study by Gerrull et al.,119 compared parent-centred psychotherapy based on a conversational
model with a waiting list control in 32 parents of children aged from infancy to adolescence.
Outcomes were maternal self-reports on the child unit subscale of the Social Adjustment Scale at
12 months post randomisation. A medium to large, significant effect was observed (standardised ES 0.73,
95% CI 0.03 to 1.42).
Children’s self-esteem and -actualisation

Cognitive function

One non-randomised trial measured outcomes relevant to children’s cognitive function. As described
above, Stott et al.118 used a non-randomised design to compare a home-nurse visitation programme
with a high-intensity extended care intervention in 83 mothers of children aged < 5 years. Outcomes were
measured at 1 and 2 years post randomisation on the Bayley Scales of Infant Development Scale
or Stanford–Binet Scale, as age-appropriate. The authors’ narrative reported no significant differences
between the interventions, although insufficient data were presented to enable the calculation of a
standardised effect.
Problem-based coping skills

Two non-randomised trials presented data relating to children’s problem-based coping skills. In the first,
Fraser and Pakenham58 compared group-based psychoeducation to a waiting list control in a total of
40 children aged 12–18 years. Outcomes were children’s self-reports on the disengagement subscale of
the Responses to Stress Questionnaire measured at 4 weeks post randomisation. A non-significant effect
was observed (standardised ES –0.07, 95% CI –0.71 to 0.57) (see Figure 4).

In the second, Goodyear et al.59 used a non-randomised design to compare two different formats of the
same child-orientated psychoeducational programme in 64 children aged 8–12 years. Outcomes were
children’s self-reports measured on the problem-focused subscale of the Children’s Coping Scale at
4 weeks post intervention. A small, non-significant effect in favour of school holiday programmes over
after-school delivery was observed (standardised ES 0.24, 95% CI –0.26 to 0.73) (see Figure 5).
Levels of mental health literacy

Fraser and Pakenham58 also measured children’s levels of mental health literacy, although not from
the child’s perspective. Outcomes were assessor ratings of children’s mental health knowledge at 4 weeks
post randomisation. A medium to large and significant effect was observed (standardised ES 0.78
95% CI 0.11 to 1.44) (see Figure 4).
Self-esteem

Two non-randomised trials reported measuring children’s self-esteem, although only one used a validated
outcome measure. Goodyear et al.59 compared two different delivery formats of the same child-orientated
psychoeducational programme in 69 children aged 8–12 years. Outcomes were children’s self-reports on
the Rosenberg self-esteem scale at 4 weeks post intervention. A small to medium and non-significant
effect in favour of school holiday programmes over after-school delivery was observed (standardised ES
0.38, 95% CI –0.10 to 0.85) (see Figure 5).
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NOTE: weights are from random-effects analysis
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FIGURE 4 Primary and secondary QoL outcomes for all variants of community-based interventions vs. treatment
as usual/waiting list control: evidence from nRCTs. Fraser and Pakenham:58 12- to 18-year-olds; Gerrull et al.:119

infant to adolescent. (C), child target; Ed., psychoeducation; (P), parent target; PDT-IPT, psychodynamic and
interpersonal therapy.
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FIGURE 5 Secondary QoL outcomes for a community-based child psychoeducation intervention vs. active
comparison (school holiday vs. after-school delivery): evidence from nRCTs. Goodyear et al.:59 8- to 12-year-olds.
(C), child target; Ed., psychoeducation.
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Evidence from uncontrolled studies
Four uncontrolled studies were eligible for inclusion in the synthesis.62,120–122 The study contexts,
populations, types of interventions and outcomes reported by these studies were extracted and
summarised solely for the purposes of future research priority setting and are included in Tables 2 and 3.
The specific characteristics relevant to each study are presented in Appendix 7 within the context of the
data extraction sheet used to record individual study information. Publication dates for the four studies
ranged from 1992 to 2006, with all but one study being conducted outside the UK.120

The four studies employed a wide range of recruitment pathways. Recruitment contexts variously included
adult psychiatric and general hospital referrals,62 prepaid health plans,62 voluntary sector agencies120,122 and
child-centred coping initiatives.121 All employed broad recruitment criteria that targeted participants
experiencing a mix of parental mental health disorders. The overall proportion of the sample affected by
serious parental mental illness ranged from 62% to 75% with a mean of 70%. Diagnoses included
schizophrenia,121,122 bipolar disorder62,120–122 and personality disorder,120,122 recruited either in combination
with MDD62,120,122 or other primary mental health diagnoses.121 Alternative diagnoses, when reported,
comprised major depression both inside and outside the postpartum period62,120–122 and non-specified
anxiety disorders.121,122

In sharp contrast to the RCTs that were identified, three of the four uncontrolled studies focused on older
children or the parents of children aged > 7 years.62,121,122 The majority of these studies spanned primary
school and adolescent age ranges although only one was explicit in including children who resided
separately from their parents.122 Children’s residency arrangements remained unclear in the other three.
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In accordance with the target age range of the participating children, all but one of the interventions120

actively involved the child. Two interventions directly targeted children and shared a similar group
psychoeducational model aimed at enhancing children’s well-being and/or resiliency to parental mental
illness.121,122 One intervention delivered a brief family-based psychotherapy with the primary aim of
enhancing parenting or family function.62 The fourth focused on addressing parents’ immediate parenting,
family and social needs.120 Delivery models were most frequently face-to-face interventions delivered in a
group format. Interventions were primarily delivered by mental health clinicians and all took place outside
the home. Only two of the four studies provided full information regarding the length, duration or
intensity of their interventions.121,122 Both studies reported on group-based psychoeducational interventions
for children, with the overall amount of face-to-face guidance totalling 13.5122 and 18 hours.121

None of the four uncontrolled studies reported validated measures of children’s QoL or emotional health.
However, in accordance with the observed predominance of child-orientated interventions, two of the
four studies did assess secondary child-centred outcomes, specifically their mental health literacy,121

self-esteem121,122 and self-assessed coping.122 The remaining studies assessed secondary parent outcomes,
in this case parental mental health status120 and parenting behaviour.62 Three of the four studies reported
short-term data that was collected within the first 6 months of intervention commencement.62,121,122

The fourth study failed to specify the timing of its outcome assessment.120
Economic evidence
No full or partial economic studies were located in this phase of the review.
Discussion: implications for practice
As outlined in Chapter 1, current UK policy advocates greater service provision and support for families
and children affected by parental mental illness.2 Generic child-centred policies also aim to enhance
the well-being of all UK children through the increased co-ordination and delivery of local
authority services.17,86,87

This synthesis defined serious parental mental illness to include schizophrenia, schizoaffective disorder,
puerperal and non-puerperal psychoses, personality and borderline personality disorders and bipolar
disorder. With regard to this population, national and international research effort is lacking. Following a
systematic and comprehensive search, only seven controlled trials were identified, three of which followed
a randomised or quasi-randomised design. Moreover, the few RCTs that were identified were all early
studies from the USA, aimed at evaluating interventions for maternal psychosis. The generalisability of
these data to the contemporary UK health-care system remains unclear. Interventions were heavily
targeted towards group-based, parent-orientated models aimed at enhancing parenting behaviours in the
mothers of children aged ≤ 12 years. Rigorous evidence of the effect of community-based interventions on
QoL outcomes for older children and adolescents remains scarce.

Subjective child-centred QoL measures are strikingly absent from the existing evidence base. This omission
is most likely an artefact of the observed predominance of interventions aimed at the parents of younger
children and infants. Challenges in measuring subjective QoL outcomes in young children may make these
outcome measures more difficult to ascertain. No validated measures of children’s overall QoL or
emotional well-being were reported by any of the randomised trials identified for this review. Secondary
outcomes, when available, were primarily restricted to observer ratings of children’s behaviour and
cognitive function. Meaningful interpretation of these data is limited. High-quality trials are lacking and
insufficient data are available to examine potential associations between clinical effect and user
characteristics, or clinical effect and intervention format, content or target participants.
49
© Queen’s Printer and Controller of HMSO 2014. This work was produced by Bee et al. under the terms of a commissioning contract issued by the Secretary of State for Health.
This issue may be freely reproduced for the purposes of private research and study and extracts (or indeed, the full report) may be included in professional journals provided that
suitable acknowledgement is made and the reproduction is not associated with any form of advertising. Applications for commercial reproduction should be addressed to: NIHR
Journals Library, National Institute for Health Research, Evaluation, Trials and Studies Coordinating Centre, Alpha House, University of Southampton Science Park, Southampton
SO16 7NS, UK.



50

THE EFFECTIVENESS OF INTERVENTIONS FOR CHILDREN OF PARENTS WITH SERIOUS MENTAL ILLNESS
Economic evaluations are similarly absent. A lack of economic evidence combined with a heterogeneous
mix of poor quality clinical studies and no clear evidence of promising effect currently makes decision
modelling infeasible. VOI analysis is therefore also redundant.

Contemporary evidence of effect remains confined to a small number of non-randomised and uncontrolled
studies that, by implication of their design, inevitably suffer a high risk of bias. Taken together, these
studies begin to reflect a subtle shift in research effort away from parent-based interventions towards
more child-centred initiatives aimed at school-aged children and adolescents. These interventions typically
recruit children of parents with a broader mix of mental health diagnoses and are more likely to include
the children of both mothers and fathers with SMI. Such initiatives typically place greater emphasis on
improving or maintaining the subjective aspects of children’s well-being and, in doing so, are more likely to
report the child-centred, esteem-based outcomes prioritised by our stakeholders. Nonetheless, a paucity of
evidence prevents data pooling and the failure of these studies to randomise their participants prohibits
any meaningful interpretation of intervention effects.

It is acknowledged that a number of studies (n = 13) were excluded from the current review because only
a minority (< 50%) of participants experienced serious parental mental illness. A limited number of other
studies (n = 7) were also excluded because the nature and/or distribution of parent’s mental illnesses could
not be ascertained (see Appendix 5). It is possible that these studies may still contain relevant contextual
information for those seeking to develop and evaluate interventions for this population. Three studies in
particular, for example, reported a notable proportion of parents with SMI (46–48%) and in doing so only
marginally missed our inclusion criteria.124–126 All of these studies, however, were small-scale, uncontrolled
evaluations with a high risk of bias.

On the basis of existing evidence, it is not yet possible to come to any firm conclusions regarding the
clinical effectiveness or cost-effectiveness of community-based interventions for improving or maintaining
QoL in children of parents with SMI. No clear recommendations for service delivery models can be made.
NIHR Journals Library www.journalslibrary.nihr.ac.uk



DOI: 10.3310/hta18080 HEALTH TECHNOLOGY ASSESSMENT 2014 VOL. 18 NO. 8
Chapter 5 The clinical effectiveness and

cost-effectiveness of community-based interventions
to improve or maintain quality of life in the children
of parents with severe depression

In phase 2 of the review, we present a synthesis of all available evidence relating to the effectiveness of
community-based interventions for improving QoL in children whose parents suffer from severe unipolar

depression. Operational definitions of SMI remain inconsistent in their inclusion of this disorder. However,
stakeholder consultation suggested that the children of severely depressed adults are likely to undergo
qualitatively similar disruptions to their care-giving environments to the children of parents with other
serious mental health difficulties. In light of the paucity of evidence described in Chapter 4, it is anticipated
that this synthesis may hold value for future direction and practice.
Identifying and classifying severe depression
Definitions of SMI are consistent in encompassing severe affective mood disorders. Unipolar depression
remains diagnostically distinct from bipolar depression, largely because of the lack of manic or hypomanic
episodes. However, unipolar depression is not inevitably a milder disorder and different graduations of
severity exist. For the purposes of the current review, it was necessary to distinguish between severe
unipolar depression and more moderate disorders of lesser relevance to the commissioning brief.

Operationalising a definition of severe depression to capture the population of interest is challenging.
A number of different depression rating scales and screening instruments have been validated for use in
research and practice, many of which propose to discriminate between different severities of illness. While
useful for monitoring changes, these scales are limited in their ability to diagnose the presence or absence
of a depressive disorder. Limitations of such systems include their failure to take account of illness
trajectory (i.e. prior or recurrent depressive episodes or to account for periods of partial remission) and
context (i.e. alternative reasons for symptoms such as grief, stressful life events or physical illness) as well
as inconsistencies in symptom count ranges, diagnostic cut-off scores and correlations between
instruments. Symptom severity and degree of functional impairment correlate highly,127 but in individual
cases this may not be the situation and some mildly symptomatic individuals may have marked functional
impairment while some people who are severely symptomatic may, at least for a period of time, maintain
good function.

Consideration of the severity and impact of a parental mood disorder thus demands more than a mere
quantification of symptoms. UK NICE guidelines128 emphasise that for the term ‘severe’ to be of clinical
value, it must imply a greater-than-usual degree of impairment and/or a greater intensity of treatment to
achieve recovery. Both ICD-10109 and DSM-IV108 systems assign diagnoses according to the severity,
duration and course of symptoms in conjunction with the degree of functional impairment present.
However, while ICD-10 is explicit in discriminating between severe and mild to moderate levels of
depression, DSM-IV criteria only distinguish between major and minor depressive disorders.108

Additional DSM-IV diagnostic categories (such as psychotic depression) are available, but these rarely form
distinct clinical categories or research classifications and are thus not normally operationalised within
evidence syntheses.128
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Defining severe depression in the review

Consultation between the research team, review advisory panel and stakeholder groups indicated that any
definition of severe depression adopted by the review would have to meet multiple criteria in order to
qualify as a SMI. These criteria comprised high symptomatology, significant functional impairment, marked
episodic duration and a chronic or recurrent course. In recognising that any single assessment of severity
may be insufficient to fully capture all of these dimensions, we prioritised diagnostic classifications over
symptom profiles. Eligible diagnoses were ICD-10 severe depression and DSM-III/IV MDD with or without
postpartum onset. This approach aimed to minimise potential bias arising from the inclusion of participants
experiencing severe yet non-recurrent depressive affect (e.g. grief responses) as well as bias from the
exclusion of studies in which participants had a lifetime diagnosis of severe depression yet failed to display
florid symptoms at the time of recruitment.

Studies were eligible for inclusion in the review if the majority of the sample (> 50%) had a primary
diagnosis of ICD-10 severe or DSM-III/IV MDD according to the Research Diagnostic Criteria, the
DSM-IIIR/IV,108 the ICD109 criteria or other validated diagnostic instruments. When eligible diagnoses were
indicated but the proportion of participants remained unclear, depressive symptomatology measured
through self-rated or clinician-rated validated instruments was also examined. Cut-off values for these
instruments were established post hoc from the empirical literature and studies were only included if a
clinical diagnosis was present and pooled mean baseline symptoms were equal or greater to these scores.
Eight different symptom scales were shared across the studies retrieved by our searches. These scales and
the cut-off criteria that were used to judge study eligibility in the current synthesis are displayed in Table 6.
Further details of the rationale underpinning the selection of these criteria are provided in Appendix 8.

Methods of review

Studies were identified via the database searches and review strategies outlined in Chapter 3 and the

population inclusion criteria specified above.
Size of the evidence base

In total, 41 studies, reported in 58 papers, were eligible for inclusion. Of these, 26 were randomised or
quasi-randomised trials with participants allocated either randomly or by sequential or matched
assignment. A further four were non-randomised studies in which participants were allocated on
the basis of service availability or patient preference. The remaining studies (n = 11) were all

ncontrolled designs.

ABLE 6 Criteria for severe depression in studies for which percentage diagnosis remained unclear

Measure Cut-off for severe depression Study number(s)

BDI-I/BDI-II ≥ 30/≥ 29 (129)

17-/25-item HRSD ≥ 25/≥ 28 (128) (130)–(132)

MADRS ≥ 31 (130) (132) (133)

CES-D ≥ 27 (134) (135)

PHQ-9 ≥ 20 (136)

EPDS ≥ 20 (137) (138)

BDI, Beck Depression Inventory; CES-D, Center for Epidemiologic Studies Depression Scale; EPDS, Edinburgh Postnatal
Depression Scale; HRSD, Hamilton Rating Scale for Depression; MADRS, Montgomery–Åsberg Depression Rating Scale;
PHQ, Patient Health Questionnaire.
u
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A further 89 studies were identified but subsequently excluded, the majority of which failed to meet our
criteria for severe parental depression. Twenty three reported fewer than half of their parent sample as
having a clinical confirmed diagnosis of ICD-10 severe or DSM-III/IV major depression, 21 failed to confirm
diagnoses and did not meet criteria for severe depressive symptoms at baseline and 31 failed to provide
sufficient information to determine depression severity. A further 10 studies were excluded owing to a
failure to meet our prespecified intervention inclusion criteria and two failed to provide any relevant
outcome data. Two studies recruited depressed pregnant women but did not report any eligible
postpartum outcomes. Please see Appendix 5 for a list of references of the studies that were excluded,
together with their specific reasons for exclusion.
Economic evaluation

One study reporting the results of an economic evaluation or containing cost- or resource-use data was
located in this phase of the review.116 This study was a cost-effectiveness analysis of psychiatric day
hospital compared with routine primary care for the treatment of postnatal depression, carried out as part
of a non-randomised prospective cohort study.139

Thirteen studies were identified but subsequently excluded on review of the papers (including two with a
broad mental health focus also considered but excluded from the SMI review). One was excluded because
there was no focus on children or adolescents aged 0–17 years or their parents, 11 were excluded because
the proportion of participants with a serious parental mental illness was zero, < 50% or unknown, with no
reported baseline symptoms to assess likely severity, and one was excluded because the study did not
involve evaluation of a community-based psychosocial intervention. See Appendix 6 for a full list of the
references of studies excluded from the economic evaluation.
Approach to evidence synthesis
As per protocol, ESs were calculated for all RCTs. The clinical and methodological characteristics of all
eligible non-randomised and uncontrolled designs were summarised for the purposes of future research
priority setting.
Evidence from randomised controlled trials
Twenty-six trials were included in this synthesis. Tables 7–9 summarise the study contexts, populations,
types of interventions and outcome variables in these trials. Study quality indicators, including
randomisation procedures and methods of allocation concealment, are presented in Table 10. The specific
clinical and methodological characteristics relevant to each trial are presented in Appendix 9 within the
context of the data extraction sheet used to record individual study information.

Overall, the included trials provided relatively contemporary research evidence. Publication dates for the
26 trials ranged from 1985 to 2011, with 16 being published within the last 10 years (2002 onwards).
Two trials were conducted in developing countries,138,158 the remainder originated from a variety of
different countries with potentially different health-care systems (see Table 7) and four trials were
conducted within the UK.151–154
Parent and child populations

Consistent with our eligibility criteria, all trials included in our synthesis had samples in which the majority
of parents had current or lifetime experience of severe unipolar depression. Twenty-four trials reported
> 50% of parents as having a confirmed clinical diagnosis of DSM-III/IV MDD; only two of these trials
reported a symptom profile commensurate with severe depression at baseline.140,150 Overall proportions of
MDD within these trials ranged from 59% to 100%, with 17 (71%) reporting the entirety of their parental
sample as suffering from major depression (see Table 7). The remaining two trials148,149 failed to specify the
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ABLE 7 Parents with severe depression: context and population overview

Criterion Characteristic n (%) RCTs Study number(s)a

Country USA 11 (42) (64) (66) (67) (140)–(147)

Australia 4 (15) (65) (148)–(150)

UK 4 (15) (151)–(154)

Canada 3 (12) (63) (155) (156)

France 1 (4) (157)

Pakistan 1 (4) (158)

Chile 1 (4) (138)

Sweden 1 (4) (159)

Recruitment context Mental health inpatient services 3 (12) (63) (140) (141)

Mental health community services 6 (23) (63) (64) (142)–(144) (150)

Media adverts 7 (27) (63) (64) (66) (143)–(145) (148)

General health services
(primary care)

5 (19) (64) (66) (67) (141) (158)

Child health services 4 (15) (65) (147) (149) (159)

Obstetrics/postnatal services 7 (27) (138) (145) (149) (151) (155)–(157)

Epidemiological records 4 (15) (146) (152)–(154)

Parent All mothers 21 (81) (64) (66) (67) (138) (140) (144)–(159)

Mixed (> 50% female) 4 (15) (63) (141)–(143)

Unclear/not reported 1 (4) (65)

% severe depressionb

diagnosis
100% 17 (65) (64) (65)–(67) (138) (140) (143) (144)

(146) (147) (150) (152) (155)–(159)

≥ 75–99% 5 (19) (63) (141) (142) (145) (154)

≥ 50–74% 2 (8) (151) (153)

Unclear, judged on
symptom scores

2 (8) (148) (149)

Severe mean baseline
symptoms

Yes 4 (15) (140) (148)–(150)

No 22 (85) (63)–(67) (138) (141)–(147)
(151)–(159)

Other diagnoses
in sample

Minor affective disorders 7 (27) (63) (141) (142) (145) (151)
(153) (154)

Bipolar 1 (4) (141)

Schizophrenia-affective disorder 1 (4) (141)

Exclusion criteria Domestic abuse 2 (8) (145) (147)

Group attendance barriers 1 (4) (63)

Chronic depression/anxiety
disorders

2 (8) (146) (151)

Substance misuse 8 (31) (138) (141)–(143) (145)
(147) (150) (151)
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TABLE 7 Parents with severe depression: context and population overview (continued )

Criterion Characteristic n (%) RCTs Study number(s)a

Current crisis 8 (31) (138) (141) (142) (145)
(147) (149) (150) (156)

In current treatment 4 (15) (138) (145) (156) (157)

Welfare dependent 1 (4) (64)

Parent/child learning difficulties 4 (15) (65) (143) (146) (154)

Parent child physical illness 6 (23) (145) (147) (151) (152)
(156) (158)

SMI 12 (46) (138) (141)–(143)
(145)–(150) (154) (156)

Local geography 2 (8) (151) (152)

Language barriers 5 (19) (148) (149) (151) (154) (157)

Not co-located 2 (8) (147) (154)

% BME parents 100% white Caucasian 3 (12) (67) (148) (157)

≤ 50% BME 12 (46) (64) (66) (141)–(144) (146)
(147) (149) (150) (155) (156)

> 50% BME 1 (4) (145)

Not reported 10 (38) (63) (65) (138) (140)
(151)–(154) (158) (159)

Child target
age range

0–2 years 18 (69) (64) (66) (67) (138) (144)–(146)
(148)–(153) (155)–(159)

3–4 years 2 (8) (65) (154)

5–12 years 7 (27) (63) (65) (140)–(143) (147)

13–17 years 5 (19) (63) (140) (141) (143) (147)

Child gender ≥ 50% female 4 (15) (64) (66) (67) (147)

< 50% female 7 (27) (65) (140) (142)–(144) (150) (155)

Not reported 15 (58) (63) (138) (141) (145) (146) (148)
(149) (151)–(154) (156)–(159)

Comparator Waiting list 5 (19) (66) (140) (142) (146) (148)

Standard care 16 (62) (63) (64) (67) (138) (144) (145) (147)
(149) (150) (152)–(154) (156)–(159)

Active intervention 9 (35) (65) (66) (141) (143) (149) (151)
(152) (154) (155)

a See Appendix 4 for full study citations. When multiple publications for the same study exist, data are indexed against the
most recent and complete publication.

b According to review criteria.
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TABLE 8 Parents with severe depression: intervention overview

Criterion Characteristic n (%) RCTsa Study number(s)b

Model Psychoeducation 6 (16) (63) (141)–(143) (155)

Psychotherapy 30 (79) (64)–(67) (138) (140) (141) (143)
(145)–(154) (156)–(159)

Extended care 1 (3) (144)

Psychosocial 1 (3) (154)

Objective Parent well-being 23 (61) (66) (138) (145)–(153) (155)–(159)

Parenting relationship 9 (24) (63)–(65) (141)–(143) (154)

Child well-being 1 (3) (140)

Hybrid/dual focus 5 (13) (65) (66) (67) (142) (143)

Target Predominantly parent 31 (82) (63)–(66) (138) (141) (144)–(159)

Predominantly child 1 (3) (140)

Parent–child dyad or family 6 (16) (66) (67) (141)–(143)

Setting Home 9 (24) (64) (142) (144) (152) (153)
(157) (158)

Community/clinic 18 (47) (66) (67) (138) (140) (145)
(147)–(151) (154) (156)

Mixed 5 (13) (65) (143) (159)

Unclear/not reported 6 (16) (63) (141) (146) (155)

Delivery Face to face 37 (97) (63)–(66) (67) (138) (140)
(141) (143) (144)–(159)

Non-face to face 1 (3) (142)

Individual 25 (66) (64) (65) (141) (142) (144)–(147)
(149) (151) (152) (153) (155)–(159)

Group 13 (34) (63) (66) (67) (138) (140) (141)
(143) (148) (150) (154)

Personnel Psychologist/psychology students 20 (52) (63) (65)–(67) (142) (143) (147)–(149)
(151) (154) (156) (157)

Psychiatrist 2 (5) (142) (147)

General/unspecified nurse 6 (16) (63) (138) (144) (147) (149) (159)

Unspecified clinician/therapist 3 (8) (64) (141) (145)

Midwives/health visitor/community
health worker

4 (11) (138) (153) (154) (157)

Social worker 6 (16) (63) (66) (140) (143) (147)

Psychotherapist/counsellor 4 (11) (146) (152)

Nursery nurse 1 (3) (154)

Not reported 3 (8) (150) (155)

Monitoring Training given 28 (74) (63) (65)–(67) (138) (141) (143) (145)
(146) (149)–(151)–(154) (156)–(159)

Supervision received 24 (63) (65)–(67) (138) (141) (143)–(147)
(150)–(152) (154) (157)–(159)

Not possible/not reported 5 (13) (140) (142) (148) (155)
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ABLE 8 Parents with severe depression: intervention overview (continued )

Criterion Characteristic n (%) RCTsa Study number(s)b

Session duration Up to 1 hour 14 (37) (65) (138) (141) (142) (146) (151)
(153) (156) (157) (159)

1–2 hours 11 (29) (63) (65)–(67) (140) (148)
(150) (154)

Not reported/not applicable 15 (39) (64) (141) (143)–(145) (147)
(149) (152) (155) (158)

Session frequency Weekly 22 (58) (63) (64) (66) (67) (138) (140)
(146) (148) (149) (152) (153)
(155)–(157) (159)

Variable 5 (13) (143)–(145) (158)

Not reported/not applicable 11 (29) (65) (141) (142) (147) (150) (151)

Total duration Up to 8 weeks 11 (29) (63) (138) (140) (142) (145) (149)
(150) (153) (157) (159)

9–20 weeks 19 (50) (65)–(67) (146) (148) (151) (152)
(154)–(156)

6 months to 1 year 5 (13) (64) (143) (144) (158)

Unclear/not reported 3 (8) (141) (147)

Total scheduled contact 0–11 hours 11 (29) (138) (140)–(142) (151) (153)
(157) (159)

12–20 hours 7 (18) (63) (65) (66) (146) (148) (156)

> 20 hours 5 (13) (66) (67) (150) (154)

Not reported/not applicable 15 (39) (64) (141) (143) (145) (147) (149)
(152) (155) (158)

a ‘Total’ refers to interventions not studies and may, therefore, exceed cited references.
b See Appendix 4 for study citations. When multiple publications for the same study exist, data are indexed against the

most recent and complete publication.
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TABLE 9 Parents with severe depression: outcome overview

Criterion Characteristic
n (%)
RCTs Study number(s)a

Primary outcomes QoL – (–) –

Emotional well-being 7 (27) (63) (66) (67) (140) (144) (147) (160)

Secondary
outcomes

Physical health 1 (4) (158)

Safety – (–) –

Social function/behaviour 12 (46) (65)–(67) (140) (142) (144) (147) (148)
(152) (154) (160) (161)

Social relationship quality 1 (4) (63)

Recreational engagement 1 (4) (63)

Family function 2 (8) (63) (146)

Parent–child relationship 8 (31) (63) (66) (67) (144) (150) (152) (158) (160)

Parent mental health symptoms 19 (73) (63) (64) (66) (67) (138) (144)–(147) (149)
(150) (152)–(154) (156)–(159)

Cognitive function 5 (7) (64) (66) (67) (144) (152)

Problem-based coping – (–) –

Mental health literacy 1 (4) (142)

Self-esteem 2 (8) (140) (141)

Outcome assessor Child report 4 (15) (140) (141) (143) (147)

Parent report 25 (96) (63)–(67) (138) (140)–(150) (152)–(155)
(157)–(159) (161)

Observer report 10 (38) (64)–(67) (143) (144) (146) (151) (152)
(158)

Data reporting Continuous (i.e. mean, SD) 23 (88) (64) (66) (67) (140) (141) (143)–(145)
(148) (149) (151) (152) (157)

Dichotomous (i.e. percentage) 6 (23) (63) (65) (138) (141) (142) (146) (147)
(150) (152)–(156) (158) (159)

Insufficient data for standardised ES 8 (31) (66) (141) (146)–(148) (151) (152) (156)

Timing of follow-up
assessment

0–6 months 23 (88) (63) (65)–(67) (138) (140)–(143)
(145)–(158)

7–12 months 6 (23) (143) (147) (151) (152) (154) (162)

> 12 months 5 (7) (64) (152) (155) (162) (163)

a See Appendix 4 for study citations and see Appendix 5 for a full list of outcome measures. When multiple publications
for the same study exist, data are indexed against the most recent and complete publication.
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TABLE 10 Parents with severe depression: RCT quality overview

Criterion Characteristic n (%) RCTs Study number(s)a

Allocation procedure Random number
generator/computer

8 (31) (63) (138) (143) (146) (150)
(151) (153) (156)

Random number table 2 (7) (141) (158)

Random coloured balls 1 (4) (152)

Random method
not stated

11 (42) (64) (65) (140) (142) (145)
(147)–(149) (154) (155) (159)

Quasi-randomised,
sequential

3 (12) (66) (67) (157)

Quasi-randomised,
matched

1 (4) (144)

Allocation concealment Not reported/unclear 16 (62) (64) (65) (140)–(142) (145)–(148)
(150)–(153) (155) (156) (159)

Not applicable
(quasi-randomised)

4 (15) (66) (67) (144) (157)

Sealed envelopes 4 (15) (63) (138) (143) (154)

Independently hosted 2 (7) (149) (158)

Unit of allocation Parent/parent blocks 15 (58) (67) (138) (145)–(153) (155)–(157) (159)

Child 1 (4) (140)

Mixed/family/family blocks 9 (35) (63)–(66) (141)–(144) (154)

Health service clusters 1 (4) (158)

Blinded participants/personnel No/unclear 26 (100) (63)–(67) (138) (140)–(159)

Blinded outcome assessment Yes 5 (19) (66) (143) (144) (151) (153)

No/unclear 21 (81) (63)–(65) (67) (138) (140)–(142)
(145)–(150) (152) (154)–(159)

Selective outcome reporting No 13 (50) (64) (65) (142) (144)–(146) (150)
(152) (154)–(158)

Yes/unclear 13 (50) (63) (66) (67) (138) (140) (141) (143)
(147)–(149) (151) (153) (159)

Sample size at baseline < 50 9 (35) (63) (65)–(67) (140) (148) (155) (156) (159)

50–100 8 (31) (142) (144) (145) (147) (149)–(151) (153)

100 + 6 (23) (64) (141)b (143) (146) (152) (154)

200 + 3 (12) (138) (157)b (158)

Attrition rate post intervention 0–10% 10 (38) (66) (67) (138) (140)–(143) (146) (152)
(153) (155) (156) (158) (159)

11–20% 4 (15) (65) (147) (154)

> 20% 12 (46) (63)–(65) (144) (145) (147)–(151)
(154) (157)

Method of analysis ITT/complete data set 5 (19) (66) (140) (151) (155) (159)

Incomplete data set 21 (81) (63)–(65) (67) (138) (141)–(150)
(152) (153) (154) (156)–(158)

continued
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TABLE 10 Parents with severe depression: RCT quality overview (continued )

Criterion Characteristic n (%) RCTs Study number(s)a

Overall risk of bias High risk 4 (15) (66) (67) (144) (157)

Unclear risk 21 (81) (63)–(65) (138) (141)–(143)
(145)–(156) (159)

Low risk 1 (4) (158)

ITT, intention to treat.
a See Appendix 4 for study citations.
b Some ESs were derived from smaller subsamples, n = 37141 and n = 60,157 respectively.
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precise proportions of parental diagnoses but did nonetheless report pooled mean baseline symptoms
commensurate with a severely depressed population [mean baseline Beck Depression Inventory (BDI) > 30,
Edinburgh Postnatal Depression Scale (EPDS) > 20,148 mean BDI-II > 29].149 Owing to the small number of
studies involved, potential differences in the effects reported by these trials could not be explored.

Only one trial included in the synthesis reported recruiting parents with SMI alongside severe depression.141

Thirteen of the 26 trials (50%) explicitly excluded parents with psychosis, schizophrenia, personality
disorders and/or bipolar disorders.63,138,141–143,145–150,154,156 Three other trials excluded participants with
substance abuse141,151 and/or a severe illness not specified as either mental or physical health.158 Our a
priori distinction between SMI and severe unipolar depression was thus reflected in the existing literature.
The trials that focused on severe depression predominantly targeted female participants, with 21 out of
the 26 trials (81%) recruiting only mothers (see Table 7). The ethnic status of participants was fully or
partially reported in 16 trials (62%) and heavily focused on parents of European, Caucasian descent
(see Table 7).

The vast majority of included trials aimed to ameliorate the effects of severe parental depression in early
childhood. Eighteen of the 26 trials (69%) targeted mothers of infants aged < 2.5 years, 15 of which
(58%) targeted mothers of children in the first year of life. Two studies recruited women diagnosed with
MDD in the antenatal period.145,158 Two studies evaluated interventions aimed at preschool or primary
school-aged children (aged 2.5–9 years)65,154 and six studies evaluated interventions relevant to both
primary school-aged children and beyond (6–18 years).63,140,141–143,147 Two trials required children to have a
clinically diagnosed conduct disorder65 or mental health difficulty,147 while six trials excluded children with
developmental or congenital disabilities,65,152,154 behavioural disorders143 or serious mental health
difficulties.142,164 Only three trials reported on children’s residential status,143,147,154 although the implicit
assumption in all trials was that children were co-residing with their parents.

Participants were recruited via a number of different pathways including newspaper
advertising,63,64,66,143–145,148 hospital or health professional referrals63–67,138,140–145,147,149–151,155–159 and
community health registers or birth records.146,152–154 Clinical recruitment spanned both primary and
secondary mental health and non-mental health services, including maternity, psychiatric and general
hospitals, obstetrics and gynaecology clinics, postnatal or maternal and child health centres, adult
community and outpatient mental health services, paediatric mental health clinics and non-specified health
and welfare agencies (see Appendix 9). In one trial, child participants were also recruited directly from
educational settings65 and two studies, both conducted by the same author, recruited parents from a
specialist reproductive mental health programme.155,156
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Interventions and comparators

The 26 RCTs provided a total of 37 comparisons, of which 26 (70%) incorporated a waiting list (n = 7) or
‘treatment as usual’ control (n = 19).

Altogether, 38 active interventions were identified and classified as one of four main intervention models:
psychotherapeutic (n = 30, 79%), psychoeducational (n = 6, 16%), psychosocial (n = 1, 3%) or extended
care (n = 1, 3%). Some trials evaluated more than one intervention and, therefore, number in the tables
may not always total 100%. Full definitions of the scope and nature of these different intervention models
are provided in Box 3, Chapter 4. Both within and across model groupings, marked heterogeneity in
intervention content, objectives, target populations and/or delivery formats was observed (see Table 8).

The vast majority of psychotherapeutic interventions (21 out of 30, 70%) were aimed primarily at reducing
the severity of parents’ depressive symptoms. The nature of these interventions varied widely but most
frequently spanned cognitive–behavioural138,148,149,151,152,156–158 and interpersonal approaches.66,145–147,150

Psychodynamic152,157 and non-directive supportive therapies152,153,159 were reported less frequently. Four out
of the 30 psychotherapeutic interventions (13%) targeted parenting skills or family function64,65,141,154

and four targeted parenting skills in combination with parental65–67 or child well-being.143 Only one
psychotherapeutic intervention (3%) was aimed solely at improving child well-being.140 This intervention is
described in further detail below.

Overall, 14 interventions (37%) sought to enhance some aspect of parenting or family function. These
interventions included both psychotherapeutic models (n = 8) and other psychoeducational63,141–143

psychosocial154 or extended care approaches.144 Eight were explicit in their theoretical underpinnings, with
interventions variously incorporating principles of behavioural theory,65,143,154 attachment theory,64,66,67

social learning theory,63,66,67 psychodynamic theory,66,67 Soviet cognitive–linguistic theory,66,67 family systems
theory63,66,67 and Sanders and Dadds’165 model of parent training.65 Five interventions (including one
extended care model) augmented parenting with other care components.65–67,143,144 These included, but
were not limited to, a CBT intervention aimed at ameliorating mothers’ depressive symptoms65 and
cognitive–behavioural143 or developmental therapies66,67 aimed specifically at the child.

Overall, the vast majority of interventions (n = 31, 82%) were aimed predominantly, or solely, at
the depressed parent. Comparatively fewer interventions identified children as potential agents of
change. Fourteen interventions reported family participation or the participation of the parent–child
dyad.63–67,141–144,154 However, only six of these delivered an active and structured intervention directly to the
child.66,67,141–143 One trial intervened solely with children.140 This trial evaluated a psychotherapeutic
intervention based on CBT problem-solving techniques for children aged 8–13 years. In total, only 13 out
of 38 interventions involved partners.63,65–67,142,143,148,150,155

Delivery models were most frequently individual, face-to-face interventions (see Table 8). Commensurate
with the heterogeneity that was observed in recruitment pathways, the interventions were delivered by a
broad range of health- and social-care professionals including general practitioners (GPs), clinicians, social
workers, clinical psychologists, psychiatrists, psychotherapists, midwives and community health
workers (see Table 8). All but nine interventions took place either partially or fully outside the
home.64,142,144,152,153,157,158 When reported, intervention duration ranged from 50 minutes to 1 year, with a
modal duration of 8 weeks. The total amount of guidance ranged from 50 minutes to 24 hours with a
mean of 11.5 hours. Ten trials failed to provide sufficient information regarding the intensity and/or
duration of their interventions.64,141,143–145,147,149,152,158,166
Outcomes

Substantial heterogeneity in outcome measures was observed (see Appendix 9, Table 39). Primary
outcomes for the purposes of this evidence synthesis comprised validated measures of children’s QoL and
emotional well-being. No trials reported validated QoL measures. Measures of emotional well-being were
reported by seven trials, although the precise nature of these outcomes varied according to the ages of the
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children involved. Trials conducted with school-age children were able to report validated measures of
anxiety and depression.63,140,147 In contrast, studies with infants remained dependant on observer or
parent-rated measures of infant affect.66,67,144,160 These latter outcomes were assessed via referenced or
standardised methods with established psychometric properties and were therefore retained for
subsequent synthesis.

Secondary outcomes were reported by all of the included trials (see Appendix 9). Commensurate with the
predisposition towards parent-centred interventions, the most frequently assessed secondary outcome
domains related to parents’ mental health symptoms (see Table 9) and notably fewer trials reported
child-based outcomes. When these were reported, they focused most frequently on observer ratings of
children’s behaviour and social function. Subjective, self-reported outcomes relating to children’s social
relationship quality, recreational engagement or self-actualisation were rarely collected. Most trials
reported more than one secondary outcome domain and thus percentages in the tables may not
total 100%.

Marked heterogeneity in the measurement instruments used to quantify secondary outcomes was
observed. Parental mental health symptoms were measured by a total of 16 different validated and
referenced methods across the included trials, while parenting outcomes were assessed by 11 different
specified and standardised means (see Appendix 9). Child behaviour and social functioning was assessed
by eight different referenced and standardised means. Three trials provided conceptually relevant data
measured on non-validated or non-specified scales.141,142,158 Most trials used more than one outcome
measure and, therefore, percentages in the table do not total 100%.

Extracted outcomes were presented as both continuous and dichotomous outcomes (see Table 9).
Twenty-three trials provided short-term follow-up defined as up to 6 months post randomisation. In
comparison, medium-term follow-ups of between 6 and 12 months’ duration were reported by only
six trials,141,143,147,152,154,158 and longer-term follow-ups of > 12 months by five trials.64,141,144,152,167 Two of the
trials presenting long-term follow-ups remained clinically and methodologically distinct from those
providing shorter-term outcomes.64,144 One64 used a randomised design to evaluate a unique year-long
psychotherapeutic intervention aimed at enhancing the mother–child relationship in families of children
aged < 2 years and the other144 used a quasi-randomised design to compare an extended home care
intervention with a treatment as usual control. This latter trial constituted the only study that contributed
higher-level evidence relevant to this type of intervention model. Shorter-term outcomes were not reported
by these trials.
Methodological quality ratings

The Cochrane Risk of Bias Assessment tool was used to quality appraise all RCTs.82 Overall quality ratings
were applied to the trials on the basis of their risk of selection bias and any additional biases arising from
selective outcome reporting and/or sample attrition. Overall risk of bias was judged to be high in four
trials66,67,144,157 and unclear in another 21 (see Table 10). Only one trial, conducted in a developing country,
was judged to have a low risk of bias.158 An overview of key study quality indicators is presented in
Table 10 and full quality appraisal tables in Appendix 9.

Most variation occurred in terms of the trials’ randomisation and allocation procedures. Eleven out
of the 26 trials (42%) reported adequate randomisation procedures, including random number or
computer-generated sequences,63,138,141,143,146,150,151,153,156,158 or randomisation via the selection of concealed
coloured balls.152 Eleven trials did not provide any details of their randomisation methods and thus it was
difficult to judge whether or not the methods used to allocate participants or conceal the allocation
sequence were adequate (see Table 10). Three trials reported inadequate methods based on sequential
approaches to group allocation66,67 or the matching of participants between groups.144 A fourth trial
reported alternate allocation to a preventative intervention or control group, with subsequent treatment
comparisons only involving those who went on the develop depression.157 In total, only six trials reported
adequate allocation concealment.63,138,143,149,154,158
NIHR Journals Library www.journalslibrary.nihr.ac.uk
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Risks of performance and detection biases were also high. As with many trials of psychosocial
interventions, the nature of the intervention prevented participant and personnel blinding. The majority of
trials reported outcomes measured by parental, and to a lesser extent, observer report. Assessor blinding
was only reported in five trials for a minority of outcomes related to parent mental health, parenting
practices or infant affect.67,143,144,151,153

Baseline sample sizes were typically small and ranged from 20148 to 903,158 with a median of 53
(see Table 10). Twenty-three trials (88%) reported sample attrition, with attrition rates for short-term
outcomes (highest rate quoted when attrition varied by outcome) ranging from 0% to 81% with a median
of 19%. The study reporting 81% attrition157 randomly allocated ‘at-risk’ participants to a preventative
intervention prior to delivering treatment to a clinically depressed subsample. Post-intervention attrition for
the remaining studies ranged from 0% to 48%. Reasons for attrition were inconsistently reported and bias
from non-random dropouts was possible in 14 of the 26 trials (54%) (see Appendix 9, Table 35). One
study that reported high levels of attrition at follow-up (43%) acknowledged this risk of bias and chose
not to present their data.63 In total, 21 of the trials (81%) analysed an incomplete data set post
intervention and at follow-up.
Unpublished data from included trials
Effect sizes could not be calculated for eight studies across six outcome domains owing to insufficient data
(see Appendix 9, Table 40). Study authors were contacted by email to request unreported information but
no data could be obtained.
Evidence of clinical effect from randomised controlled trials
Meta-analysis was undertaken for two parent-centred outcomes (parental mental health symptoms and
parenting behaviours) and two child-centred outcomes (child mental health and child behaviour and social
function) for which sufficient data were available. With the exception of parental mental health symptoms,
all meta-analyses were limited to short-term outcomes. A paucity of data prevented pooling of
medium- and longer-term outcomes. These results are instead presented in a narrative format, grouped by
QoL outcome domains.

Only one outcome (parental mental health symptoms) provided sufficient data to enable an exploration of
heterogeneity. Our protocol identified a priori the characteristics that would be explored. These
characteristics included the therapeutic target (i.e. parent, child, parent–child dyad or family based),
the intervention content (i.e. psychoeducational/psychosocial, psychotherapeutic) and objectives
(i.e. parenting, non-parenting perspectives), child age group (i.e. < 5 years, 5–11 years, 12–17 years),
and parental mental health condition and child residency (i.e. colocated, forced or volitional separation,
separation in crisis). However, the nature and availability of the data available meant that some of these
characteristics were not applicable. Parental disorder was not relevant to this synthesis owing to its sole
focus on severe unipolar depression and child residency was not reported in the majority of studies. In
addition, child age ranges were found to span broad age bands that could not be easily divided according
to those specified in our original protocol. Child age range was thus collapsed into two categories
according to the distribution of the available data. Ultimately, formal examinations of heterogeneity were
conducted on the following variables:

l Child age, collapsed post hoc into infants (0–4 years) and children/adolescents (6–18 years). No studies
included children aged between 4 and 6 years.

l Intervention content, divided a priori into psychotherapeutic or non-psychotherapeutic
(psychoeducational/psychosocial) approaches.
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l Intervention objectives divided a priori into parenting, non-parenting or combined perspectives.
l Intervention target, collapsed into predominantly parent-orientated, child-orientated or dyadic/family

approaches. Interventions were only classified as involving both parties if an active and structured
child-centred intervention was reported. Informal play sessions facilitated by non-health professionals
were not included.

Planned sensitivity analyses on trial quality were retained.
Comparisons of an active intervention versus a treatment as usual/waiting
list control

Primary Outcomes

Children’s Quality of Life

Twenty-one trials compared an active intervention with a waiting list or treatment as usual control.
No randomised trials measured validated QoL outcomes.
Children’s emotional well-being

Seven trials measured outcomes relevant to children’s emotional well-being.63,66,67,140,144,147,160

Short-term outcomes Short-terms outcomes of up to 6 months post randomisation were measured by
six trials63,66,67,140,144,160 but only reported by five.63,66,67,140,160 These five trials provided a total of six
comparisons and three comparisons were from quasi-randomised trials presenting a high risk of bias.66,67

In total, the six comparisons reported on 213 participants using three different outcome measures. Four
comparisons evaluated interventions for the mothers of children aged ≤ 2 years and reported observer
ratings of infant affect.66,67,160 Some trials report more than one comparison and, therefore, the number of
references may be fewer than the number of comparisons being discussed. The remaining two
comparisons evaluated interventions for children aged 6–18 years and measured symptoms of depression
via validated self-report scales.63,140 In total, five comparisons evaluated a therapeutic intervention;66,67,140,160

two of these targeted parents,66,160 two targeted parents and children66,67 and one targeted children.140

One comparison evaluated parent-focused psychoeducation,63 three comparisons evaluated interventions
with a parenting or family functioning component,63,66,67 two evaluated an intervention aimed at parental
well-being66,160 and one evaluated an intervention aimed at child well-being.140

Three comparisons reported standardised effects of at least small magnitude (standardised ES > 0.2), none
of the standardised effects were statistically significant.66,67,140 Two were from quasi-randomised trials
presenting a high risk of bias.66,67 A random-effects model was used to pool the data and the I2 index
showed no more statistical heterogeneity than would be expected by chance (I2 = 0.0%, p = 0.842). The
pooled ES was 0.06 (95% CI –0.20 to 0.33), suggesting no significant effect of intervention on children’s
short-term mental health (Figure 6).

Dividing the trials according to their overall quality ratings suggested a trend in which the pooling of
poorer quality trials66,67 demonstrated a small but non-significant effect (standardised ES 0.26, 95%
CI –0.19 to 0.72). Pooling higher-quality trials 63,140,160 resulted in a non-significant effect (standardised
ES –0.03, 95% CI –0.25 to 0.30). The limited number of comparisons contributing to this analysis, in
conjunction with the heterogeneous mix of interventions, populations and outcomes included within it,
means that these results should be interpreted with caution.
NIHR Journals Library www.journalslibrary.nihr.ac.uk



Study ES (95% CI)
%
weight

NOTE: weights are from random-effects analysis

Overall (I 2 = 0.0%, p =0.842)

Forman (2007)160 IPT (P) (n = 90)

Bennett (1991)140 CBT (C) (n = 28)

aClark (2003) 66 M-ITG (PC) (n = 24)

aClark (2008) 67 M-ITG (PC) (n = 18)

Sanford (2003)63 Ed. (P) (n = 32)

aClark (2003)66 IPT (P) (n = 20)

0.06 (–0.20 to 0.33)

0.08 (–0.33 to 0.49)

–0.29 (–1.04 to 0.45)

0.15 (–0.66 to 0.95)

0.35 (–0.44 to 1.15)

–0.13 (–0.82 to 0.57)

0.29 (–0.49 to 1.07)

100.00

40.40

12.44

10.68

10.90

14.29

11.29

0–1 –0.5 0.5 1 1.5 2 2.5
Standardised mean difference

FIGURE 6 Children’s short-term emotional well-being outcomes for all variants of community-based interventions vs.
treatment as usual/waiting list control: evidence from RCTs. (C), child target; Ed., psychoeducation; IPT, interpersonal
therapy; M-ITG, mother–infant therapy; (P), parent target; (PC), parent and child target. a, Quasi-randomised.
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Medium-term outcomes Medium-term child mental health outcomes were reported by one trial
(n = 28).147 A randomised design was used to compare treatment as usual to brief interpersonal
psychotherapy aimed at the parents of children aged 6–18 years. The outcome was children’s self-reported
depressive symptoms at 9 months. A large positive and significant effect was observed (standardised ES
1.62, 95% CI 0.75 to 2.49). No other evidence was available.

Long-term outcomes Long-term outcomes of > 12 months were reported by one trial (n = 98).144

A quasi-randomised design was used to compare treatment as usual with an extended-care model
incorporating home visitation, parenting education and care management for the parents of children aged
0–1 years. The outcome was observer ratings of infant emotion at approximately 16 months post
randomisation. A small to medium negative and non-significant effect was observed (standardised
ES –0.35, 95% CI –0.75 to 0.05). No other evidence was available.
Secondary outcomes

Children’s physical well-being
Physical health Only one trial measured outcomes relevant to children’s physical health.158 This cluster
randomised trial was conducted in a developing country and, therefore, caution must be taken in
extrapolating findings to the UK context. For data completeness, ESs are reported here. The trial used a
high-quality randomised design to compare treatment as usual with a CBT intervention for the parents of
children aged up to 1 year. Outcomes were infant height (% stunted) and weight (% underweight)
reported for 745 infants at 6- and 12-months follow-up. The study reported non-significant effects at
6-months for height (standardised ES 0.02, 95% CI –0.31 to 0.34) and weight (standardised ES 0.02,
95% CI –0.27 to 0.30). The 12-month effects were also non-significant for height (standardised ES 0.17,
95% CI –0.06 to 0.40) and weight (standardised ES 0.11, 95% CI –0.08 to 0.31). No other evidence
was available.

Safety No randomised trials measured outcomes relevant to child safety.
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Children’s social well-being
Behaviour and social function Twelve trials measured outcomes relevant to children’s behaviour and
social function.65–67,140,142,144,147,148,152,154,160,161

Short-term outcomes Short-terms outcomes were measured by 10 trials,65–67,140,142,147,148,154,160,161 although
only eight65–67,140,142,147,154,160 provided sufficient data to enable the calculation of a standardised effect.
The authors’ narratives for the other two studies are provided in Appendix 9, Table 40. These eight trials
provided a total of 10 comparisons. Three comparisons were from two quasi-randomised studies
presenting a high risk of bias.66,67

The 10 comparisons measured children’s functioning on a total of 397 participants, using five different
outcome measures. Six comparisons evaluated interventions for the mothers of children aged between 0
and 4 years and reported observer ratings of infant behaviour.66,67,154,160 Four comparisons evaluated
interventions for children aged between 6 and 18 years and reported both observer and self-reported
measures of behaviour or social function.63,140,142,147 Seven comparisons evaluated a therapeutic
intervention; four of these targeted parents,66,142,147,160 two targeted parents and children66,67 and one
targeted children only.140 Two comparisons evaluated psychoeducational interventions; one comparison
targeted parents63 and the other involved both parents and children.142 The final comparison comprised a
predominantly parent-based psychosocial intervention.154 Six comparisons evaluated interventions with a
parenting or family functioning component,66,67,142,154 three evaluated an intervention aimed at parental
well-being66,147,160 and one evaluated an intervention aimed at child well-being.140

Five comparisons suggested efficacy in favour of intervention (standardised ES > 0.2),66,67,154,160 although
only one was statistically significant.160 Three were from quasi-randomised trials presenting a high risk of
bias.66,67 A random-effects model was used to pool the data and the I2 index showed no more statistical
heterogeneity than would be expected by chance (I2 = 0.0%, p =0.609). The standardised ES was 0.23
(95% CI 0.00 to 0.46), suggesting a small but non-significant effect of community intervention on
children’s short-term social and behavioural function (Figure 7).

Dividing the trials according to their overall quality ratings suggested a trend in which the pooling of
higher-quality trials resulted in a small, positive and significant effect (standardised ES 0.28, 95% CI 0.03
to 0.53). Pooling trials of poorer quality demonstrated no significant effect (standardised ES –0.02, 95% CI
–0.62 to 0.57). The limited number of comparisons contributing to this analysis, in conjunction with the
heterogeneous mix of interventions, populations and outcomes included, means that these results should
be interpreted with caution. The small number of trials providing data for this outcome prevented any
examination of clinical heterogeneity.

Medium-term outcomes Medium-term outcomes of between 6 and 12 months post randomisation were
measured by two trials.147,154 These two trials provided a total of three comparisons. Owing to the small
number of studies available, and heterogeneity within their interventions and populations, these results
were not pooled.

One comparison147 used a randomised design to compare treatment as usual with brief interpersonal
psychotherapy in 28 parents of children aged 6–18 years. The outcome was children’s self-reported
socioemotional function at 9 months post randomisation. A large positive and significant effect was observed
(standardised ES 1.06, 95% CI 0.25 to 1.86). The remaining two comparisons154 used a randomised design
to compare treatment as usual with (1) CBT parenting-based therapy and (2) a psychosocial mother and
toddler group in 86 mothers of children aged 0–2.5 years. The outcome was maternal reports of children’s
behaviour at 12 months post randomisation. Small to medium negative and non-significant effects were
observed for both the mother–toddler group (standardised ES –0.41, 95% CI –1.38 to 0.56) and the
cognitive–behavioural parenting-based intervention (standardised ES –0.44, 95% CI –1.44 to 0.56).
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Study ES (95% CI)
%
weight

NOTE: weights are from random-effects analysis

Overall (I 2 = 0.0%, p = 0.609)

Swartz (2008)147 IPT (P) (n = 34)

Bennett (1991)140 CBT (C) (n = 27)

aClark (2008)67 M-ITG (PC) (n = 23)

Verduyn (2003)154 CBT (P) (n = 53)

Sanford (2003)63 Ed. (P) (n =19)

Forman (2007)160 IPT (P) (n = 90)

aClark (2003)66 IPT (P) (n = 20)

Verduyn (2003)154 Social (P) (n = 48)

Butler (2000)142 Ed. (PC) (n = 65)

aClark (2003)66 M-ITG (PC) (n =18)

0.23 (0.00 to 0.46)

0.15 (–0.52 to 0.82)

–0.01 (–0.77 to 0.75)

–0.53 (–1.37 to 0.31)

–0.03 (–1.02 to 0.96)

–0.05 (–0.95 to 0.85)

0.60 (0.17 to 1.03)

0.33 (–0.69 to 1.35)

0.42 (–0.55 to 1.39)

0.19 (–0.36 to 0.74)

0.34 (–0.70 to 1.38)

100.00

11.68

8.88

7.31

5.29

6.38

27.91

5.00

5.52

17.23

4.81
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Standardised mean difference

FIGURE 7 Children’s behaviour and social function outcomes for all variants of community-based interventions vs.
treatment as usual/waiting list control: evidence from RCTs. (C), child target; Ed., psychoeducation; IPT, interpersonal
therapy; M-ITG, mother–infant therapy; (P), parent target; (PC), parent and child target; Social, psychosocial.
a, Quasi-randomised.
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Long-term outcomes Long-term outcomes of between 6 and 12 months post randomisation were
measured by two trials,144,152 although only one144 presented sufficient data to enable the calculation of a
standardised effect. The authors’ narrative pertaining to this study is provided in Appendix 9, Table 40.
This comparison (n = 98) used a quasi-randomised design to compare treatment as usual with an extended
care model incorporating home visitation, parenting education and care management for the parents of
children aged 0–1 years. The outcome was observer ratings of infant behaviour at approximately
16 months post randomisation. A small positive, non-significant effect was observed (standardised ES 0.17,
95% CI –0.22 to 0.56). No other evidence was available.

Social relationship quality One trial measured short-term outcomes relevant to children’s social
relationship quality.63 This comparison (n = 19) used a randomised design to compare treatment as usual
with parent education aimed at the parents of children aged 6–13 years. The outcome was partner reports
of children’s peer relationship quality at approximately 12 weeks post randomisation. A non-significant
effect was observed (standardised ES 0.05, 95% CI –1.44 to 1.54). No other evidence was available.

Recreational engagement The same trial reported above also measured short-term outcomes relevant to
children’s recreational engagement.63 The outcome was partner reports of children’s participation in
recreational activities at approximately 12 weeks post randomisation. A small non-significant effect was
observed (standardised ES 0.30, 95% CI –0.60 to 1.21). No other evidence was available.
Children’s family-based experiences
Family function Two trials measured short-term outcomes relevant to family function,63,146 although only
one63 provided sufficient data to enable a calculation of standardised effect. This comparison (n = 19) used
a randomised study to compare treatment as usual with parent-education in the parents of children aged
6–13 years. The outcome was partner reports of family function at approximately 12 weeks post
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randomisation. A medium negative and non-significant effect was observed (standardised ES –0.47,
95% CI –1.55 to 0.68). No other evidence was available.

Parental mental health Parental mental health outcomes were the most common outcome measure,
reported by a total of 19 trials.63,64,66,67,138,144–150,152–154,156–159

Short-term outcomes Short-term outcomes of fewer than 6 months post randomisation were measured
by 17 trials.63,66,67,138,145–150,152–154,156–159 These trials provided a total of 22 comparisons. Four comparisons
were from three quasi-randomised trials presenting a high risk of bias.66,67,157

In total, the 22 comparisons reported on a total of 1855 patients using six different outcome measures. All
but two trials63,147 evaluated interventions for the parents of infants aged 0–4 years. Twenty comparisons
evaluated a therapeutic intervention, 18 of which targeted parents66,138,145–150,152–154,156–159 and two66,67

targeted parents and children. The remaining two comparisons comprised parent-orientated
psychoeducation63 and a predominantly parent-based psychosocial intervention.154 Five comparisons
evaluated interventions aimed at enhancing parenting or family functioning, either alone63,154 or in
combination with parent well-being.66,67

All but one of the comparisons149 suggested efficacy in favour of intervention (standardised ES > 0.2) and
nine were statistically significant.67,145–148,150,153,157,158 Two extreme outcomes were observed,145,157 one of
which was from a quasi-randomised study.157 A random-effects model was used to pool the data and the
I2 index showed marked levels of statistical heterogeneity according to standardised criteria (I2 = 67.8%,
p = 0.000). The pooled ES was 0.73 (95% CI 0.51 to 0.94), suggesting a medium to large significant effect
of community-based interventions on short-term parental mental health (Figure 8).

Dividing the trials according to their overall quality ratings (Figure 9) suggested a trend in which the
pooling of poorer-quality trials produced a more pronounced effect (standardised ES 1.21, 95% CI 0.18 to
2.23). The pooling of higher-quality trials demonstrated a smaller but nonetheless medium to large
significant effect (standardised ES 0.63, 95% CI 0.44 to 0.83).

Examinations of heterogeneity were undertaken for this outcome. Figures 10–13 present pooled ESs
for the comparisons divided by child age, intervention model, intervention objectives and target
participants. However, it should be acknowledged that the meaningful interpretation of these data is
limited by the small number of comparisons contributing data to some groups and by confounding
variation in trial quality and the characteristics of the populations and interventions being compared.
The results of these analyses are presented here but should be treated with the utmost caution.

Dividing the trials according to intervention type resulted in a smaller effect for psychoeducational and
psychosocial models (standardised ES 0.47, 95% CI –0.08 to 1.08) compared with psychotherapeutic
interventions (standardised ES 0.75, 0.52 to 0.98 respectively). The pooled result for psychoeducational
and psychosocial models was derived from a notably small number of comparisons (n = 2) and thus
displayed substantially less precision in its estimate of effect.

Dividing the trials according to child age ranges revealed medium to large effects for both children aged
0–4 years (standardised ES 0.73, 95% CI 0.49 to 0.96) and children aged 6–18 years (standardised ES
0.73, 95% CI 0.27 to 1.20). Only two trials contributed data to the older age band and, therefore, the
derived ES was an imprecise estimate.

Grouping the trials by intervention target resulted in a medium to large effect for parent-based
interventions (standardised ES 0.72, 95% CI 0.49 to 0.94) and a large effect for dyadic interventions
(standardised ES 0.92, 95% CI 0.24 to 1.59). This latter effect was derived from two quasi-randomised
studies66,67 and was less precise in its estimate. A lack of data for child-based interventions prevented any
direct comparisons with this group.
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Study ES (95% CI)
%
weight

NOTE: weights are from random-effects analysis

Overall (I 2 = 67.8%, p = 0.000)

Rahman (2008)158 CBT (P) (n = 818)

Milgrom (2011)149 CBT-psyc.  (P) (n = 24)

Misri (2004)156 CBT (P) (n = 32)

aClark (2003)66 M-ITG (PC) (n = 14)

Milgrom (2011)149 CBT-nurs.  (P) (n = 24)

aClark (2008)67 M-ITG (PC) (n = 25)

Wickberg (1996)159 ST (P) (n = 41)

Meager (1996)148 CBT (P) (n = 12)

Cooper (2003)152 CBT (P) (n = 64)

Mulcahy (2010)150 IPT (P) (n = 45)

Grote (2009)145 IPT (P) (n=46)

Holden (1989)153 ST (P) (n = 52)

aClark (2003)66 IPT (P) (n = 20)

Swartz (2008)147 IPT (P) (n = 42)

Verduyn (2003)154 CBT (P) (n = 44)

Cooper (2003)152 PDT (P) (n = 62)

Cooper (2003)152 ST (P) (n = 64)

O'Hara (2000)146 IPT (P) (n = 99)

Sanford (2003)63 Ed. (P) (n = 32)

Verduyn (2003)154 Social (P) (n = 39)

Rojas (2007)138 CBT (P) (n = 208)

aChabrol (2002)157 CBT-PDT (P) (n = 48)

0.73 (0.51 to 0.94)

0.62 (0.48 to 0.76)

0.08 (–0.80 to 0.96)

0.25 (–0.46 to 0.96)

0.54 (–0.58 to 1.66)

0.87 (–0.05 to 1.79)

1.13 (0.29 to 1.97)

0.16 (–0.53 to 0.85)

1.40 (0.15 to 2.65)

0.44 (–0.13 to 1.01)

0.93 (0.32 to 1.54)

2.07 (1.34 to 2.80)

0.73 (0.08 to 1.38)

0.42 (–0.60 to 1.44)

0.84 (0.21 to 1.47)

0.40 (–0.48 to 1.27)

0.55 (–0.02 to 1.12)

0.25 (–0.30 to 0.80)

1.20 (0.77 to 1.63)

0.60 (–0.11 to 1.31)

0.27 (–0.61 to 1.16)

0.24 (–0.03 to 0.51)

2.56 (1.78 to 3.34)

100.00

8.11

3.52

4.45

2.61

3.35

3.71

4.57

2.21

5.33

5.07

4.34

4.81

2.95

4.94

3.55

5.33

5.47

6.31

4.45

3.51

7.40

4.01

0–1 –0.5 0.5 1 1.5 2 2.5
Standardised mean difference

IGURE 8 Parents’ depressive symptom outcomes for all variants of community-based interventions vs. treatment
s usual/waiting list control: evidence from RCTs. CBT-nurs., nurse delivered; CBT-PDT, mixed CBT/psychodynamic
herapy; CBT psyc., psychologist delivered; Ed., psychoeducation; IPT, interpersonal therapy; M-ITG, mother–infant
herapy; (P), parent target; (PC), parent and child target; PDT, psychodynamic therapy; Social, psychosocial;
T, supportive therapy. a, Quasi-randomised.
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Pooling trials by intervention objectives revealed a medium to large effect for interventions targeting
parental well-being (standardised ES 0.76, 95% CI 0.51 to 1.01) and a small to medium, non-significant
effect for a small number of comparisons (n = 3) targeting the parent–child relationship (standardised
ES 0.45, 95% CI –0.02 to 0.92). A pooled effect for dual focus interventions was obtained from
two quasi-randomised comparisons.66 This effect was large and significant but ultimately less precise in its
estimate (standardised ES 0.92, 95% CI 0.24 to 1.59).

Medium-term outcomes Medium-term parental mental health outcomes of 6–12 months post
randomisation were measured by four trials.147,152,154,158 These four trials provided a total of
seven comparisons.

The seven comparisons reported parental mental health symptoms for a total of 1098 parents, using two
different outcome measures. Six comparisons evaluated a therapeutic intervention,147,152,154,158 all of which
targeted parents. One comparison evaluated a predominantly parent-based psychosocial intervention.154

Two comparisons evaluated interventions aimed at enhancing parenting or family function.154

Two comparisons suggested efficacy in favour of intervention (standardised ES > 0.2), both of which were
statistically significant.147,158 A random-effects model was used to pool the data and the I2 index showed
marked levels of statistical heterogeneity according to standard criteria (I2 = 64.9%, p = 0.009). The overall
effect was 0.34 (95% CI 0.00 to 0.68), suggesting a small to medium positive but non-significant effect of
69
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Study ES (95% CI)
%
weight

NOTE: weights are from random-effects analysis

Overall (I 2 = 67.8%, p = 0.000)

Milgrom (2011)149 CBT-nurs. (P) (n = 24)

aClark (2008)67 M-ITG (PC) (n = 25)

Milgrom (2011)149 CBT-psyc. (P) (n = 24)

Swartz (2008)147 IPT (P) (n  = 42)

Verduyn (2003)154 Social (P) (n = 39)

Holden (1989)153 ST (P) (n  = 52)

Rahman (2008)158 CBT (P) (n  = 818)

Sanford (2003)63 Ed. (P) (n  = 32)

Cooper (2003)152 ST (P) (n = 64)

Subtotal (I 2 = 79.5%, p = 0.002)

Grote (2009)145 IPT (P) (n = 46)

Mulcahy (2010)150 IPT (P) (n  = 45)

Subtotal (I 2 = 57.7%, p = 0.001)

Rojas (2007)138 CBT (P) (n  = 208)

Cooper (2003)152 PDT (P) (n = 62)

Wickberg (1996)159 ST (P) (n = 41)

Verduyn (2003)154 CBT (P) (n  = 44)

Meager (1996)148 CBT (P) (n =12)

Cooper (2003)152 CBT (P) (n = 64)

aClark (2003) 66 IPT (P) (n = 20)

aChabrol (2002)157 CBT-PDT (P) (n  = 48)

O'Hara (2000)146 IPT (P) (n  = 99)

Misri (2004)156 CBT (P) (n = 32)

Randomised

aClark (2003)66 M-ITG (PC) (n =14)

Quasi-randomised

0.73 (0.51 to 0.94)

0.87 (–0.05 to 1.79)

1.13 (0.29 to 1.97)

0.08 (–0.80 to 0.96)

0.84 (0.21 to 1.47)

0.27 (–0.61 to 1.16)

0.73 (0.08 to 1.38)

0.62 (0.48 to 0.76)

0.60 (–0.11 to 1.31)

0.25 (–0.30 to 0.80)

1.21 (0.18 to 2.23)

2.07 (1.34 to 2.80)

0.93 (0.32 to 1.54)

0.63 (0.44 to 0.83)

0.24 (–0.03 to 0.51)

0.55 (–0.02 to 1.12)

0.16 (–0.53 to 0.85)

0.40 (–0.48 to 1.27)

1.40 (0.15 to 2.65)

0.44 (–0.13 to 1.01)

0.42 (–0.60 to 1.44)

2.56 (1.78 to 3.34)

1.20 (0.77 to 1.63)

0.25 (–0.46 to 0.96)

0.54 (–0.58 to 1.66)

100.00

3.35

3.71

3.52

4.94

3.51

4.81

8.11

4.45

5.47

13.28

4.34

5.07

86.72

7.40

5.33

4.57

3.55

2.21

5.33

2.95

4.01

6.31

4.45

2.61

0–1 –0.5 0.5 1 1.5 2 2.5
Standardised mean difference

IGURE 9 Parents’ depressive symptom outcomes for all variants of community-based interventions vs. treatment
s usual/waiting list control: sensitivity analysis. CBT-nurs., nurse delivered; CBT-PDT, mixed CBT/psychodynamic
herapy; CBT psyc., psychologist delivered; Ed., psychoeducation; IPT, interpersonal therapy; M-ITG, mother–infant
herapy; (P), parent target; (PC), parent and child target; PDT, psychodynamic therapy; Social, psychosocial;
T, supportive therapy. a, Quasi-randomised.
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community intervention on parental depressive symptoms over the medium term. No quasi-randomised
trials contributed data to this analysis and, therefore, sensitivity analyses were not warranted. Further
explorations of heterogeneity were not conducted owing to the limited number of comparisons providing
data for this outcome (Figure 14).

Long-term outcomes Long-term parental mental health outcomes of more than 12 months post
randomisation were reported by three trials.64,144,152 These three trials provided a total of five comparisons.
One comparison was from a quasi-randomised trial presenting a high risk of bias144 and two comparisons
were from trials not included in the meta-analyses for short- and medium-term outcomes;64,144 one of
these comparisons targeted parental well-being.144

The five comparisons reported parental mental health symptoms for a total of 373 parents, using two
different outcome measures. All comparisons evaluated a therapeutic intervention, targeted at parents.
Two comparisons evaluated interventions aimed at enhancing parenting or family functioning.64,144

One of the five mean differences from individual trials suggested efficacy in favour of intervention
(standardised ES > 0.2). This result was from a quasi-randomised trial presenting a high risk of bias.144

A random-effects model was used to pool the data and the I2 index showed low levels of statistical
NIHR Journals Library www.journalslibrary.nihr.ac.uk



Study ES (95% CI)
%
weight

NOTE: weights are from random-effects analysis

Overall (I 2 = 67.8%, p = 0.000)

Subtotal (I 2 = 0.0%, p = 0.571)

O'Hara (2000)146 IPT (P) (n = 99)
Mulcahy (2010)150 IPT (P) (n = 45)

Sanford (2003)63 Ed. (P) (n = 32)

Swartz (2008)147 IPT (P) (n = 42)

aClark (2008)67 M-ITG (PC) (n  = 25)

Milgrom (2011)149 CBT-psyc. (P) (n = 24)

aChabrol (2002)157 CBT-PDT (P) (n  = 48)

Verduyn (2003)154 Social (P) (n = 39)

Rojas (2007)138 CBT (P) (n = 208)

Grote (2009)145 IPT (P) (n = 46)

Rahman (2008)158 CBT (P) (n = 818)

Misri (2004)156 CBT (P) (n = 32)

Wickberg (1996)159 ST (P) (n = 41)

Cooper (2003)152 PDT (P) (n = 62)

Psychotherapy

Psychoeducation/psychosocial

aClark (2003)66 IPT (P) (n = 20)

Holden (1989)153 ST (P) (n = 52)

Verduyn (2003)154 CBT (P) (n = 44)

Cooper (2003)152 ST (P) (n = 64)
Cooper (2003)152 CBT (P) (n = 64)

Meager (1996)148 CBT (P) (n =12)

aClark (2003)66 M-ITG (PC) (n  =14)

Subtotal (I 2 = 70.6%, p = 0.000)

Milgrom (2011)149 CBT-nurs. (P) (n = 24)

0.73 (0.51 to 0.94)

0.47 (–0.08 to 1.02)

1.20 (0.77 to 1.63)
0.93 (0.32 to 1.54)

0.60 (–0.11 to 1.31)

0.84 (0.21 to 1.47)

1.13 (0.29 to 1.97)

0.08 (–0.80 to 0.96)

2.56 (1.78 to 3.34)

0.27 (–0.61 to 1.16)

0.24 (–0.03 to 0.51)

2.07 (1.34 to 2.80)

0.62 (0.48 to 0.76)

0.25 (–0.46 to 0.96)

0.16 (–0.53 to 0.85)

0.55 (–0.02 to 1.12)

0.42 (–0.60 to 1.44)

0.73 (0.08 to 1.38)

0.40 (–0.48 to 1.27)

0.25 (–0.30 to 0.80)
0.44 (–0.13 to 1.01)

1.40 (0.15 to 2.65)

0.54 (–0.58 to 1.66)

0.75 (0.52 to 0.98)

0.87 (–0.05 to 1.79)

100.00

7.97

6.31
5.07

4.45

4.94

3.71

3.52

4.01

3.51

7.40

4.34

8.11

4.45

4.57

5.33

2.95

4.81

3.55

5.47
5.33

2.21

2.61

92.03

3.35

0–1 –0.5 0.5 1 1.5 2 2.5

Standardised mean difference

FIGURE 10 Parents’ depressive symptom outcomes for all variants of community-based interventions vs. treatment
as usual/waiting list control: subgroup comparison on intervention model. CBT-nurs., nurse delivered; CBT-PDT, mixed
CBT/psychodynamic therapy; CBT psyc., psychologist delivered; Ed., psychoeducation; IPT, interpersonal therapy;
M-ITG, mother–infant therapy; (P), parent target; (PC), parent and child target; PDT, psychodynamic therapy;
Social, psychosocial; ST, supportive therapy. a, Quasi-randomised.
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heterogeneity according to standard criteria (I2 = 0.0%, p = 0.519). The overall effect was 0.17
(95% CI –0.04 to 0.39), suggesting a small positive but non-significant effect of community intervention
on parental mental health symptoms (Figure 15). Sensitivity analyses that removed the poorer quality
quasi-randomised trial144 reduced the pooled ES to 0.06 (95% CI –0.20 to 0.31). Further explorations of
heterogeneity were not conducted owing to the small number of trials providing data for this outcome.

Quality of parent–child interactions
Eight trials measured outcomes relevant to the quality of parent–child interactions.63,66,67,144,150,152,158,160

Short-term outcomes Short-term outcomes at less than 6 months post randomisation were reported by
six trials.63,66,67,150,152,160 These six trials provide a total of nine comparisons. Three comparisons were from
two quasi-randomised trials presenting a high risk of bias.66,67

In total, the nine comparisons reported on a total of 378 participants using four different outcome
measures. Eight comparisons evaluated a therapeutic intervention; six of these comparisons targeted
parents66,150,152,160 and two targeted parents and children only.66,67 The remaining comparison comprised
71
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Study ES (95% CI)
%
weight

NOTE: weights are from random-effects analysis

Overall (I 2 = 67.8%, p = 0.000)

aClark (2003)66 M-ITG (PC) (n = 14)

Rahman (2008)158 CBT (P) (n = 818)

Swartz (2008)147 IPT (P) (n = 42)

Grote (2009)145 IPT (P) (n = 46)

Verduyn (2003)154 Social (P) (n = 39)

0–4 years

Subtotal (I 2 = 70.7%, p = 0.000)

Cooper (2003)152 CBT (P) (n = 64)

Misri (2004)156 CBT (P) (n = 32)

6–18 years
Sanford (2003)63 Ed. (P) (n = 32)

aChabrol (2002)157 CBT-PDT (P) (n = 48)

O'Hara (2000)146 IPT (P) (n = 99)

Holden (1989)153 ST (P) (n = 52)

Cooper (2003)152 ST (P) (n = 64)

Verduyn (2003)154 CBT (P) (n = 44)

Milgrom (2011)149 CBT-nurs. (P) (n = 24)
Meager (1996)148 CBT (P) (n =12)

Rojas (2007)138 CBT (P) (n = 208)

Milgrom (2011)149 CBT-psyc. (P) (n = 24)

Mulcahy (2010)150 IPT (P) (n = 45)

aClark (2008)67 M-ITG (PC) (n = 25)

Wickberg (1996)159 ST (P) (n = 41)

Cooper (2003)152 PDT (P) (n = 62)

Subtotal (I 2 = 0.0%, p = 0.618)

aClark (2003)66 IPT (P) (n = 20)

0.73 (0.51 to 0.94)

0.54 (–0.58 to 1.66)

0.62 (0.48 to 0.76)

0.84 (0.21 to 1.47)

2.07 (1.34 to 2.80)

0.27 (–0.61 to 1.16)

0.73 (0.49 to 0.96)

0.44 (–0.13 to 1.01)

0.25 (–0.46 to 0.96)

0.60 (–0.11 to 1.31)

2.56 (1.78 to 3.34)

1.20 (0.77 to 1.63)

0.73 (0.08 to 1.38)

0.25 (–0.30 to 0.80)

0.40 (–0.48 to 1.27)

0.87 (–0.05 to 1.79)
1.40 (0.15 to 2.65)

0.24 (–0.03 to 0.51)

0.08 (–0.80 to 0.96)

0.93 (0.32 to 1.54)

1.13 (0.29 to 1.97)

0.16 (–0.53 to 0.85)

0.55 (–0.02 to 1.12)

0.73 (0.27 to 1.20)

0.42 (–0.60 to 1.44)

100.00

2.61

8.11

4.94

4.34

3.51

90.61

5.33

4.45

4.45

4.01

6.31

4.81

5.47

3.55

3.35
2.21

7.40

3.52

5.07

3.71

4.57

5.33

9.39

2.95

0–1 –0.5 0.5 1 1.5 2 2.5
Standardised mean difference

FIGURE 11 Parents’ depressive symptom outcomes for all variants of community-based interventions vs. treatment
as usual/waiting list control: subgroup analysis on child age. CBT-nurs., nurse delivered; CBT-PDT, mixed
CBT/psychodynamic therapy; CBT psyc., psychologist delivered; Ed., psychoeducation; IPT, interpersonal therapy;
M-ITG, mother–infant therapy; (P), parent target; (PC), parent and child target; PDT, psychodynamic therapy;
Social, psychosocial; ST, supportive therapy. a, Quasi-randomised. Note: no studies were identified for children
aged 5 years.
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parent psychoeducation.63 Three comparisons evaluated interventions aimed at enhancing parenting or
family functioning.63,66,67

All but one of the comparisons160 suggested efficacy in favour of intervention (standardised ES > 0.2) and
four were statistically significant.66,67,152 Three were from a quasi-randomised study presenting a high risk
of bias.66,67 A random-effects model was used to pool the data and the I2 index showed marked levels of
heterogeneity according to standardised criteria (I2 = 50.8%, p = 0.039). The pooled ES was 0.67 (95% CI
0.32 to 1.02), suggesting a significant benefit of intervention on parenting behaviours (Figure 16). Dividing
the trials according to their overall quality ratings suggested a trend in which the pooling of poorer quality
trials revealed a more pronounced effect (standardised ES 1.26, 95% CI 0.77 to 1.79). Pooling trials of
higher quality revealed a smaller but also significant effect (standardised ES 0.35, 95% CI 0.09 to 0.61).
The small number of trials contributing data to this analysis combined with differences in intervention
content, objective and target participants mean that these pooled results should be interpreted with
caution. Further explorations of heterogeneity were not conducted because of the small number of trials
providing data for this outcome.
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Study ES (95% CI)
%
weight

NOTE: weights are from random-effects analysis

Overall (I 2 = 67.8%, p = 0.000)

Parenting relationship

aClark (2003)66 IPT (P) (n =20)

Subtotal (I 2 = 0.0%, p = 0.409)

Dual focus

Subtotal (I 2 = 74.6%, p =0.000)

aClark (2003)66 M-ITG (PC) (n = 14)

Grote (2009)145 IPT (P) (n = 46)

Subtotal (I 2 = 0.0%, p = 0.843)

Milgrom (2011)149 CBT-psyc. (P) (n =24)

Sanford (2003)63 Ed. (P) (n = 32)

Meager (1996)148 CBT (P) (n =12)

Parent well-being

aClark (2008) 67 M-ITG (PC) (n = 25)

Mulcahy (2010)150 IPT (P) (n =45)

Rojas (2007)138 CBT (P) (n =208)

Verduyn (2003)154 CBT (P) (n = 44)

Rahman (2008)158 CBT (P) (n =818)

Wickberg (1996)159 ST (P) (n =41)

Milgrom (2011)149 CBT-nurs. (P) (n =24)

Cooper (2003)152 CBT (P) (n =64)

Holden (1989)153 ST (P) (n =52)

Cooper (2003)152 PDT (P) (n =62)
Cooper (2003)152 ST (P) (n =64)

Swartz (2008)147 IPT (P) (n =42)

O'Hara (2000)146 IPT (P) (n =99)

Verduyn (2003)154 Social (P) (n = 39)

aChabrol (2002)157 CBT-PDT (P) (n = 48)

Misri (2004)156 CBT (P) (n =32)

0.73 (0.51 to 0.94)

0.42 (–0.60 to 1.44)

0.92 (0.24 to 1.59)

0.76 (0.51 to 1.01)

0.54 (–0.58 to 1.66)

2.07 (1.34 to 2.80)

0.45 (–0.02 to 0.92)

0.08 (–0.80 to 0.96)

0.60 (–0.11 to 1.31)

1.40 (0.15 to 2.65)

1.13 (0.29 to 1.97)

0.93 (0.32 to 1.54)

0.24 (–0.03 to 0.51)

0.40 (–0.48 to 1.27)

0.62 (0.48 to 0.76)

0.16 (–0.53 to 0.85)

0.87 (–0.05 to 1.79)

0.44 (–0.13 to 1.01)

0.73 (0.08 to 1.38)

0.55 (–0.02 to 1.12)
0.25 (–0.30 to 0.80)

0.84 (0.21 to 1.47)

1.20 (0.77 to 1.63)

0.27 (–0.61 to 1.16)

2.56 (1.78 to 3.34)

0.25 (–0.46 to 0.96)

100.00

2.95

6.32

82.17

2.61

4.34

11.51

3.52

4.45

2.21

3.71

5.07

7.40

3.55

8.11

4.57

3.35

5.33

4.81

5.33
5.47

4.94

6.31

3.51

4.01

4.45

–1 –0.5 0 0.5 1 1.5 2 2.5

Standardised mean difference

IGURE 12 Parents’ depressive symptom outcomes for all variants of community-based interventions vs. treatment
s usual/waiting list control: subgroup analysis on intervention objective. CBT-nurs., nurse delivered; CBT-PDT, mixed
BT/psychodynamic therapy; CBT psyc., psychologist delivered; Ed., psychoeducation; IPT, interpersonal therapy;
-ITG, mother–infant therapy; (P), parent target; (PC), parent and child target; PDT, psychodynamic therapy;
ocial, psychosocial; ST, supportive therapy. a, Quasi-randomised.
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Medium-term outcomes One comparison reported medium-term outcomes.158 The comparison used a
high-quality randomised design to compare treatment as usual with a CBT intervention in 705 parents of
children aged up to 1 year. The outcome was parent reports of play frequency with their child. A medium
positive and significant effect in favour of the intervention was observed (standardised ES 0.58, 95% CI
0.38 to 0.77). However, this comparison was conducted in a developing country and additional caution
may be required when extrapolating outcomes to alternative contexts. No other evidence was available.

Long-term outcomes Long-term outcomes of more than 12 months were reported for one comparison
(n = 98).144 A quasi-randomised design was used to compare treatment as usual with an extended care
model incorporating home visitation, parenting education and care management for the parents of
children aged 0–1 year. The outcome was observer ratings of maternal responsiveness at approximately
16 months post randomisation. A small positive and non-significant effect was observed (standardised
ES 0.27, 95% CI –0.13 to 0.67). No other evidence was available.
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Study ES (95% CI)
%
weight

NOTE: weights are from random-effects analysis

Overall  (I 2 =67.8%, p =0.000)

Rojas (2007)138 CBT (P) (n =208)

Swartz (2008)147 IPT (P) (n =42)

aClark (2008) 67 M-ITG (PC) (n =25)
Subtotal (I 2 =0.0%, p =0.409)

Misri (2004)156 CBT (P) (n =32)

Cooper (2003)152 PDT (P) (n =62)

Verduyn (2003)154 Social (P) (n =39)

Cooper (2003)152 CBT (P) (n =64)

Holden (1989)153 ST (P) (n =52)

Verduyn (2003)154 CBT (P) (n =44)

aClark (2003)66 IPT (P) (n =20)

O'Hara (2000)146 IPT (P) (n =99)
Mulcahy (2010)150 IPT (P) (n =45)

Wickberg (1996)159 ST (P) (n =41)

Parent and child

Milgrom (2011)149 CBT-psyc. (P) (n =24)
Milgrom (2011)149 CBT-nurs. (P) (n =24)
Meager (1996)148 CBT (P) (n =12)

aClark (2003) 66 M-ITG (PC) (n =14)

Sanford (2003)63 Ed. (P) (n =32)

Cooper (2003)152 ST (P) (n =64)

Subtotal (I 2 = 70.3%, p =0.000)

Rahman (2008)158 CBT (P) (n =818)

aChabrol (2002)157 CBT-PDT (P) (n =48)
Parent

Grote (2009)145 IPT (P) (n =46)

0.73 (0.51 to 0.94)

0.24 (–0.03 to 0.51)

0.84 (0.21 to 1.47)

1.13 (0.29 to 1.97)
0.92 (0.24 to 1.59)

0.25 (–0.46 to 0.96)

0.55 (–0.02 to 1.12)

0.27 (–0.61 to 1.16)

0.44 (–0.13 to 1.01)

0.73 (0.08 to 1.38)

0.40 (–0.48 to 1.27)

0.42 (–0.60 to 1.44)

1.20 (0.77 to 1.63)
0.93 (0.32 to 1.54)

0.16 (–0.53 to 0.85)

0.08 (–0.80 to 0.96)
0.87 (–0.05 to 1.79)
1.40 (0.15 to 2.65)

0.54 (–0.58 to 1.66)

0.60 (–0.11 to 1.31)

0.25 (–0.30 to 0.80)

0.72 (0.49 to 0.94)

0.62 (0.48 to 0.76)

2.56 (1.78 to 3.34)

2.07 (1.34 to 2.80)

100.00

7.40

4.94

3.71
6.32

4.45

5.33

3.51

5.33

4.81

3.55

2.95

6.31
5.07

4.57

3.52
3.35
2.21

2.61

4.45

5.47

93.68

8.11

4.01

4.34

–1 –0.5 0 0.5 1 1.5 2 2.5
Standardised mean difference

IGURE 13 Parents’ depressive symptom outcomes for all variants of community-based interventions vs. treatment
s usual/waiting list control: subgroup analysis on intervention target. CBT-nurs., nurse delivered; CBT-PDT, mixed
BT/psychodynamic therapy; CBT psyc., psychologist delivered; Ed., psychoeducation; IPT, interpersonal therapy;
-ITG, mother–infant therapy; (P), parent target; (PC), parent and child target; PDT, psychodynamic therapy;
ocial, psychosocial; ST, supportive therapy. a, Quasi-randomised.
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Children’s self-esteem and -actualisation
Cognitive function Five trials measured outcomes relevant to child development,64,66,67,144,152 although
only three64,67,144 presented sufficient data to enable standardised ESs to be calculated. The authors’
narrative pertaining to the remaining two studies are provided in Appendix 9, Table 40. These three trials
provided a total of three comparisons.

Short-term outcomes Short-term outcomes at up to 6 months post randomisation were reported for one
comparison (n = 24).67 This comparison used a quasi-randomised design to compare treatment as usual
with a mother–infant therapy programme aimed at enhancing parental interaction between parents and
children aged 0–2 years. The outcome was ratings of infant mental development at 12 weeks post
randomisation. A non-significant effect was observed (standardised ES 0.08, 95% CI –0.45 to 0.6). No
other evidence was available.

Medium-term outcomes No trials provided medium-term outcomes relevant to children’s
cognitive development.
NIHR Journals Library www.journalslibrary.nihr.ac.uk



Study ES (95% CI)
%
weight

NOTE: weights are from random-effects analysis

Overall (I 2 = 0.0%, p = 0.519)

aGelfand (1996)144 EC (PC) (n = 98)

Cooper (2003)152 PDT (P) (n = 57)

Cooper (2003)152 CBT (P) (n = 58)

Cicchetti (1999)64 M-TT (PC) (n = 100)

Cooper (2003)152 ST (P) (n = 60)

0.17 (–0.04 to 0.39)

0.49 (0.08 to 0.90)

0.04 (–0.53 to 0.61)

0.00 (–0.57 to 0.57)

0.05 (–0.34 to 0.44)

0.14 (–0.43 to 0.71)

100.00

27.21

14.27

14.27

29.99

14.27

–1 –0.5 0 0.5 1 1.5 2 2.5

Standardised mean difference

FIGURE 15 Longer-term parents’ depressive symptom outcomes for all variants of community-based interventions
vs. treatment as usual/waiting list control: evidence from RCTs. EC, extended care; M-TT, mother–toddler therapy;
(P), parent target; (PC), parent and child target; PDT, psychodynamic therapy; ST, supportive therapy.
a, Quasi-randomised.

Study ES (95% CI)
%
weight

NOTE: weights are from random-effects analysis

Overall (I 2 = 64.9%, p = 0.009)

Verduyn (2003)154 CBT (P) (n = 47)

Cooper (2003)152 PDT (P) (n = 59)

Swartz (2008)147 IPT (P) (n = 38)

Cooper (2003)152 ST (P) (n = 62)

Rahman (2008)158 CBT (P) (n = 798)

Cooper (2003)152 CBT (P) (n = 56)

Verduyn (2003)154 Social (P) (n = 38)

0.34 (0.00 to 0.68)

0.05 (–0.82 to 0.92)

0.05 (–0.52 to 0.62)

1.02 (0.33 to 1.71)

0.07 (–0.50 to 0.64)

0.72 (0.58 to 0.86)

0.10 (–0.49 to 0.69)

0.04 (–0.84 to 0.92)

100.00

9.53

14.87

12.51

14.87

24.38

14.45

9.40

–1 –0.5 0 0.5 1 1.5 2 2.5

Standardised mean difference

FIGURE 14 Medium-term parents’ depressive symptom outcomes for all variants of community-based interventions
vs. treatment as usual/waiting list control: evidence from RCTs. IPT, interpersonal therapy; (P), parent target;
PDT, psychodynamic therapy; Social, psychosocial; ST, supportive therapy.
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Study ES (95% CI)
%
weight

NOTE: weights are from random-effects analysis

Overall (I 2 = 50.8%, p = 0.039)

Cooper (2003)152 PDT (P) (n = 55)

aClark (2003) 66 IPT (P) (n = 20)

Cooper (2003)152 ST (P) (n = 55)

Mulcahy (2010)150 IPT (P) (n = 45)

Cooper (2003)152 CBT (P) (n = 53)

Sanford (2003)63 Ed. (P) (n = 19)

Forman (2007)160 IPT (P) (n = 90)

aClark (2003) 66 M-ITG (PC) (n = 18)

aClark (2008)67 M-ITG (PC) (n = 23)

0.67 (0.32 to 1.02)

0.68 (–0.10 to 1.46)

1.83 (0.91 to 2.75)

0.53 (–0.25 to 1.31)

0.32 (–0.27 to 0.91)

0.85 (0.05 to 1.65)

0.39 (–0.51 to 1.29)

0.08 (–0.33 to 0.49)

1.00 (0.16 to 1.84)

1.08 (0.20 to 1.96)

100.00

10.64

8.83

10.64

13.91

10.36

9.07

17.43

9.82

9.31

–1 –0.5 0 0.5

Standardised mean difference
1 1.5 2 2.5

FIGURE 16 Short-term parenting behaviour for all variants of community-based interventions vs. treatment as usual/
waiting list control: evidence from RCTs. Ed., psychoeducation; IPT, interpersonal therapy; M-ITG, mother–infant
therapy; (P), parent target; (PC), parent and child target; PDT, psychodynamic therapy; ST, supportive therapy.
a, Quasi-randomised.
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THE EFFECTIVENESS OF INTERVENTIONS FOR CHILDREN OF PARENTS WITH SEVERE DEPRESSION
Long-term outcomes Two trials reported long-term outcomes of more than 12 months post
randomisation.64,144 Owing to the small number of studies available and heterogeneity within their
interventions and populations these results were not pooled.

The first comparison (n = 98) used a quasi-randomised design144 to compare treatment as usual with
an extended care model incorporating home visitation, parenting education and care management
for the parents of children aged < 1 year. The outcome was ratings of infant mental development at
approximately 16 months post randomisation. A non-significant effect was observed (standardised ES
0.05, 95% CI –0.58 to 0.67). The second comparison (n = 97) used a randomised design64 to compare
treatment as usual to a parent–child-focused parenting therapy programme for mothers and children aged
0–2 years. The outcome was ratings of infant mental development at approximately 16 months post
randomisation. A non-significant effect was observed (standardised ES 0.03, 95% CI –0.63 to 0.69).

Problem-based coping skills No randomised trials measured outcomes relevant to children’s coping skills.

Levels of mental health literacy One comparison reported short-term outcomes relating to children’s
mental health literacy.142 This comparison (n = 65) used a randomised trial to compare treatment as usual
with psychoeducation for parents and children aged 7–12 years. The outcome was parental reports of
child-centred discussions about depression at 6 weeks post randomisation. This study reported large
significant effect (standardised ES 0.90, 95% CI 0.32, 1.48). No other evidence was available.

Self-esteem One comparison reported short-term outcomes relevant to children’s self-esteem.140

This comparison (n = 37) used a randomised design to compare treatment as usual to a child-focused
CBT problem-solving programme aimed at children aged 8–13 years. The outcome was validated
child self-reports at 6 weeks post randomisation. A non-significant and negative effect was observed
(standardised ES –0.14, 95% CI –1.43 to 1.18). No other evidence was available.
NIHR Journals Library www.journalslibrary.nihr.ac.uk
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Consideration of other sources of bias
Funnel plots were conducted for one outcome (parental mental health symptoms) for which sufficient data
were available. The purpose of a funnel plot is to map standardised ESs from individual studies against
standard error, i.e. the underlying precision of the observed effect. A funnel plot is based on the premise
that precision in the estimation of an ES will increase as sample size increases. Effect estimates from
smaller studies with larger standard error should, therefore, scatter more widely at the bottom of the plot.
Larger studies with smaller standard error should display a narrower spread. Bias is suggested by the
emergence of a non-symmetrical plot.

A funnel plot was created for all trials that contributed outcome data to our comparison of all variants of
community-based interventions versus a treatment as usual/waiting list control for short-term parental
depressive symptoms (Figure 17). No evidence of additional bias was observed (Egger’s regression intercept
0.60, 95% CI –0.71 to 0.92, p = 0.35), although the low power of this test means that bias cannot
definitively be ruled out.

Tests for funnel plot asymmetry are only recommended for meta-analyses of ESs obtained from more than
10 studies. Insufficient data therefore prohibited any statistical exploration of bias for other outcomes
reported in this synthesis.
Comparisons of two active interventions

Ten studies reported 37 comparisons between two active treatments.65,66,143,149,152,154,155,162,168,169

Five studies reported within-model comparisons (e.g. psychotherapy model A vs. psychotherapy
model B)65,66,149,152,155 and five reported across model comparisons (e.g. psychotherapy model A vs.
psychoeducation model B).143,154,162,168,169 Within-model comparisons comprised comparisons of two
interventions differing in theoretical orientation,65,66,152 delivery mechanism149 or content.155 Clinical and
methodological heterogeneity across the comparisons prevented any meaningful pooling of these data. For
data completion, details of each trial comparison, relevant QoL outcomes measured and corresponding
standardised ESs are presented in Table 11. ESs could not be calculated for three trials66,152,169 across
five outcomes owing to insufficient reporting of data. The authors’ narratives for these studies are
presented in Appendix 9, Table 40.

Evidence from non-randomised controlled trials

Four non-randomised trials were identified as eligible for inclusion in the present synthesis.139,166,170,171 Trial
participants were allocated to an intervention or treatment as usual control group on the basis of service
availability139,166,171 or patient preference170 thereby introducing a non-random component into group
–3 –2 –1 0 1 2 3
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IGURE 17 Funnel plot of standard error by standard difference in means for all variants of community-based
F

interventions vs. a treatment as usual/waiting list control for short-term parental depressive symptoms.
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assignment and a greater risk of bias in the observed effects. Full methodological quality ratings for the
trials are provided in Appendix 9, Table 36.

As per our protocol, the context and methods of the included trials were summarised for the purposes of
future research priority setting. The specific characteristics relevant to each trial are presented alongside
their quality ratings in Appendix 9. These characteristics are presented within the context of the data
extraction sheet that was used to record individual study information.

Publication dates for the four trials ranged from 1996 to 2010, with two trials being conducted outside
the UK.166,170 Commensurate with the inclusion criteria for this review, all non-randomised trials had
samples in which the majority of trial participants met criteria for severe unipolar depression. All four trials
reported 100% of their samples as having a primary diagnosis of MDD according to standard research or
clinical diagnostic criteria. Only one trial, however, reported severe symptoms at baseline.166 Two of
the four trials were explicit in excluding parents with SMI, specifically psychosis, schizophrenia and
bipolar disorder.139,170

All identified non-randomised trials focused on severe depression in mothers of children aged < 2 years.
Child residency was not explicitly reported by any of the trials, although the nature of the recruitment
strategies and intervention procedures that were followed suggested that the majority of parents and
children were colocated. Participants were predominantly recruited via adult community and outpatient
mental health services139,166,170 maternity hospitals171 and community screening.139 Two trials recruited
mothers directly from services aimed specifically at depressed postpartum mothers.139,170

Interventions were heavily orientated towards psychotherapy aimed directly at the depressed parent.
The nature of these interventions varied and encompassed cognitive–behavioural,166,171 interpersonal170 and
non-directive approaches.139,171 One study evaluated therapy within the context of a broader, extended
care intervention.139 Commensurate with the nature of the populations sampled, none of the trials actively
intervened directly with child participants.

Delivery models were most frequently face-to-face interventions139,166,170,171 delivered in an individual
format;139,166,170,171 one intervention, however, also included group sessions.139 Interventions were delivered
by a broad range of health- and social-care professionals including psychotherapists,170 social workers,166

health visitors171 and multidisciplinary teams.139 Two of the interventions took place inside the home.166,171

When reported, intervention duration ranged from 8 to 45 sessions, with three166,170,171 of the
four139,166,170,171 interventions reporting < 20 hours of total guidance. One trial failed to provide complete
information regarding the intensity and/or duration of its intervention.139

None of identified non-randomised trials provided validated measures of children’s QoL or emotional
well-being. In accordance with the observed predominance of parent-centred interventions, the most
frequently assessed secondary outcome domains were parental mental health symptoms (n = 4)139,166,170,171

and parent–child interactions (n = 3).139,166,171 Only one trial reported child outcomes, in this case maternal
reports of infant behaviour.171 All four trials reported short-term outcomes and one trial also presented
longer-term follow-up data collected 7 years post intervention.139,172
Evidence from uncontrolled studies
Eleven uncontrolled studies were identified as eligible for inclusion in this synthesis.173–183 As for the
non-randomised trials, the context and methods of these studies were summarised for the purposes of
future research priority setting. As before, the specific characteristics relevant to these studies are
presented in Appendix 9 within the context of the data extraction sheet used to record individual
study information.
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Publication dates for the eligible uncontrolled studies ranged from 1988 to 2008, with eight being
published within the last 10 years (i.e. post 2002).173–180 All but two studies174,181 were conducted outside
the UK, the majority originating from the USA and Australia. Commensurate with the inclusion criteria
for this review, all uncontrolled studies had samples in which the majority of trial participants suffered
from severe unipolar depression. Trials reported between 60% and 100% of their samples to have a
primary diagnosis of MDD as confirmed according to standard research or clinical diagnostic criteria.
Two studies175,180 also included a minority of participants (11–40%) with SMIs, in this case bipolar disorder,
personality disorder or schizophrenia. However, the majority of studies (n = 6) explicitly excluded these
diagnoses.173,175–178,181,182 Other primary diagnoses present within the study samples included a minority of
patients with dysthymia.179,182

All but one180 of the identified uncontrolled studies focused on severe depression in women and all but
four studies178–181 recruited mothers with MDD within the first 2 years of their child’s life. One study
recruited children aged between 2 and 7 years181 and three studies recruited older children and
adolescents aged between 6 and 18 years.178–180 Child residency was inconsistently reported by the
included studies, although one study was explicit in including a minority of children (12%) living separately
from their depressed parent.180

Consistent with the tendency towards parents of infants and younger children, study participants were
most commonly recruited via obstetrics and gynaecology services,176,183 maternal and child health
services,173,177 maternal mental health services175,181,182 and postnatal174 or community screening.183 Two of
the 11 studies recruited parent participants via child and adolescent mental health initiatives, and both
studies intervened with the depressed mothers of depressed or suicidal children.178,179 The final study
recruited children directly from a psychoeducational programme specifically designed for the children of
parents with mental illness.180 These children were referred to the programme as a result of their parents’
engagement with adult mental health services.

With the exception of this final study, all included studies intervened at the level of the parent and all
evaluated psychotherapeutic interventions aimed primarily at reducing mothers’ depressive symptoms. Six
of these studies evaluated interpersonal therapy (IPT)176–179,182,183 and four evaluated CBT.173–175,181 Maternal
psychotherapy was delivered face-to-face in both individual176,178,179,181,183 and group formats.173–175,177,182

Psychotherapy was delivered by a mix of health- and social-care professionals including social workers173,176

health visitors,174 psychiatric nurses,175 clinical psychologists,175 psychiatrists177 and psychotherapists.179,182,183

Only two of the 11 interventions took place within the home.173,181 When reported, therapy duration
ranged from 4175 to 17173 weeks (median 11 weeks), with total scheduled guidance ranging from 7178 to
22177 hours (median 16 hours). Three studies failed to provide sufficient information regarding the intensity
and/or duration of their intervention.176,181,183 The only study to evaluate a psychoeducational intervention
delivered a counsellor-facilitated group programme over a period of 3 consecutive days.180

One study, conducted on children aged 6–18 years, reported validated outcomes relevant to children’s
emotional health.179 Commensurate with the observed predominance of parent-centred interventions, the
most frequently assessed outcomes were secondary parent-based outcomes, in this case parental mental
health symptoms (n = 10)173–179,181–183 and the quality of parent–child interactions (n = 3).173,175,181 Three
out of the 11 studies reported other secondary outcomes, specifically parent-rated child behaviour,181

self-reported social-function179 and self-reported mental health literacy and coping.180 All 11 studies
provided short-term follow-up data only.
Economic evidence
One economic study was located for our synthesis focused on severe parental depression.116 This study
was a cost-effectiveness analysis of a specialist psychiatric parent and baby day unit compared with routine
primary care in the treatment of postnatal depression. The clinical study139 was included in this review as
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non-randomised evidence and summarised for the purposes of future research priority setting in
Chapter 5, Evidence from non-randomised controlled trials and in Appendix 9. None of the other studies
included in the clinical review were associated with economic evaluations.
Parent and child population

Participants (n = 60) were mothers of children aged between 6 weeks and 1 year with a diagnosis of major
(93% of the sample) or minor depressive disorder according to the Research Diagnostic Criteria and a
score above the threshold of 12 on the Edinburgh Postnatal Depression Scale (mean baseline score 19.24).
Women were excluded if they had a puerperal psychosis, schizophrenia or a history of drug or alcohol
abuse, or if they could not speak English.
Interventions and comparator

Thirty participants received routine primary care and 30 participants received the experimental intervention,
a specialist psychiatric mother and baby day unit. The specialist day unit took a multidisciplinary approach
to the treatment of postnatal depression and offered individual, high intensity, customised treatment,
including individual, couple and family counselling, group therapy, creative therapy, hobbies and activities,
stress management, assertiveness training, yoga and relaxation, and pharmacotherapy.
Outcomes

For the economic evaluation, effectiveness was measured in terms of illness recovery, defined as the failure
to meet Research Diagnostic Criteria for major or minor depressive disorder. No generic, preference-based
measure of QoL, the recommended approach to outcome measurement in health economic evaluations
(as described in Chapter 2), was included in the study.
Methodological quality ratings

The economic evaluation was carried out as part of a naturalistic, prospective cohort study classified as
non-randomised evidence.139 Overall risk of bias was high owing to inadequate sequence generation
(no random allocation), lack of allocation concealment and no blinding of participants. Lower risks of bias
were observed for assessor blinding (assessors blind), attrition (no attrition) and outcome reporting
(all outcomes reported).

Critical appraisal of the economic evaluation suggested moderate to low quality in terms of economic
methods. While a well-defined question was posed comparing the specialist day unit to the next best
alternative (routine primary care) in terms of both cost and consequences, no viewpoint was stated and
effectiveness was established through a prospective cohort study with moderate risk of bias. Included costs
were limited to health service costs and costs to the women (e.g. productivity, transport and child care
costs) and effectiveness were measured in terms of recovery from depression. Social-care services were
excluded, as were child-focused costs and effects. An incremental analysis was reported, in the form of an
incremental cost-effectiveness ratio (ICER). However, interpretation was inappropriate, with the ICER being
compared with the average cost-effectiveness ratio generated by routine primary care. Mean differences in
costs and outcomes were not tested and univariate sensitivity analyses were not clearly justified. More
sophisticated approaches to uncertainty were not taken (for example, probabilistic sensitivity analysis,
cost-effectiveness acceptability curves) and the authors failed to compare their results with other studies.
Results were not discussed with respect to generalisability, equity, affordability or implementation.
Results

Costs were significantly higher in the specialist day unit group compared with routine primary care
(median £1351 vs. £231, p < 0.001). Recovery from depression at 6 months’ follow-up was evident for
21 of the 30 women in the specialist day unit and 7 of the 30 women receiving routine primary care.
Outcomes were not tested for differences in the economic paper, but the data were available from the
clinical paper139 that reported evidence of a significant difference between the two groups in favour
of the specialist day unit at 3 months (χ2 = 11.34, p = 0.003) and at 6 months (χ2 = 17.89, p < 0.001).
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However, longer-term follow-up suggests these differences were not sustained, although only 23 of the
original cohort of 60 women agreed to participate.172

The economic data suggest that short-term improvements in outcome can be generated by the specialist
day unit, but at a higher cost. The study offers no evidence to suggest that this additional cost may be
considered worthwhile by society, so it is not possible to conclude that the specialist day unit is more
cost-effective than routine primary care.
Decision modelling and value of information analysis

Despite some promising evidence of intervention effectiveness for selected secondary QoL outcomes in the
main review (specifically parent mental health symptoms and positive parenting behaviour), a lack of
economic data, a lack of high-quality studies and a substantial level of heterogeneity in the studies
reviewed made decision modelling inappropriate. The ability to select studies suitable for synthesis using
decision modelling techniques was particularly hindered by marked variation in the interventions reviewed,
including heterogeneity in intervention content, objectives, target population, recruitment pathways,
delivery format, intensity and duration (see Tables 6–9). Even in the largest intervention category
(psychotherapeutic interventions, n = 30), the nature, content, intensity and duration of the interventions
varied widely and spanned cognitive–behavioural, interpersonal, psychodynamic and non-directive
(supportive) approaches. Clinical effectiveness also varied widely and no clear pattern favouring one
particular psychotherapeutic intervention over another emerged. This heterogeneity in interventions,
combined with an almost complete lack of any economic cost or resource-use data and a substantial lack
of child focused measures of effect made meaningful decision modelling infeasible. Planned VOI analysis
was, by implication, also prohibited by the quality of the existing data.
Discussion: implications for practice
This evidence synthesis focused on establishing the clinical effectiveness and cost-effectiveness of
community-based interventions for improving or maintaining QoL in the children of parents with severe
depression. Our searches revealed a much larger and more contemporary evidence base for this population
than for children of parents with other SMIs (see Chapter 4). Nevertheless, evidence of the effect of
interventions on children’s QoL remains sparse. This finding is in line with a previous review of economic
evaluations in the field of child and adolescent mental health, which has suggested that economic
evidence remains scarce and of poor quality.184

The majority of trials included in our synthesis recruited and intervened directly with the mothers of infants
in the first 2.5 years of life (69%). While the specific content of these interventions varied, the most
common approaches comprised the higher intensity cognitive–behavioural and interpersonal therapies
recommended by UK NICE guidelines for severe depression.128 Comparatively fewer parenting- or
child-orientated interventions were found.

Evidence of effect, therefore, remained heavily focused towards secondary parent-based outcomes,
particularly self-reported maternal depressive symptoms and parent or observer reports of parental
responsiveness. Pooling of short-term data suggested that severely depressed mothers who receive
community-based intervention may exhibit significantly fewer depressive symptoms than mothers who
receive treatment as usual. Provisional evidence also suggested that these positive effects may not be
sustained over time. In order to confirm these findings, a greater number of methodologically rigorous
trials with longer-term follow-up assessments are required.

Subgroup analyses suggested that psychoeducational and psychosocial interventions may ultimately have
less effect on parents’ depressive symptoms than psychological interventions. Interventions focused on the
parent–child relationship may also have less effect on mothers’ mental health than interventions aimed
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specifically at ameliorating depressive symptoms. However, caution should be expressed in overinterpreting
these data owing to substantial limitations in the size and quality of the existing evidence.

Evidence-based UK recommendations for the treatment of severe depression in adults already exist.128

However, evidence was only included in the current synthesis if trial participants were reported to be the
parents of children aged < 18 years. The routine reporting of participants’ family circumstances and a
greater integration of child-centred outcomes into intervention trials may be a useful first step in increasing
the evidence base for the development of new community-based interventions capable of meeting both
parents’ and children’s needs.

The primary focus of the current review is less about whether or not these interventions are effective in
ameliorating parental mental health symptoms as whether or not they have a beneficial impact on
child-centred outcomes, including parent–child interactional quality, family functioning and children’s
subjective QoL. Pooling of data suggested that severely depressed mothers who receive any variant of
community-based intervention may, in the short term, display significantly greater responsiveness to their
children than parents who receive routine care. Insufficient data currently prevents any meaningful
exploration of the association between intervention effect and intervention type. Longer-term follow-ups
and rigorous head-to-head comparisons of different parent and family-based interventions are lacking.
Further high-quality research is therefore needed to definitively assess the effects of different approaches,
both on parenting-centred outcomes and more pertinently on children’s overall QoL.

Notably, no eligible studies identified in the current synthesis reported validated child-centred measures of
QoL. Limited data permitted pooled analyses of the short-term effects of community-based intervention on
children’s emotional well-being and social function. Tentative findings from these analyses suggested small
or non-significant effects. However, an absence of evidence, a lack of high-quality trials, marked variation
in the interventions evaluated and a notable paucity of child-centred outcome measures mean that these
results must be treated judiciously. The generation of a much larger and more rigorous evidence base,
with a greater focus on older children and adolescents, is urgently required.

Deficiencies in the existing evidence for clinical effect were further reflected in an overwhelming lack of
meaningful opportunities for economic analysis. Only one economic evaluation was eligible for inclusion in
the current synthesis and this was judged to be of moderate to low quality. Therefore, in summary, it is
not yet possible to draw any firm conclusions regarding the clinical effectiveness and cost-effectiveness of
community-based interventions aimed at improving or maintaining QoL in the children of parents with
severe unipolar depression.
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Chapter 6 The acceptability of community-based
interventions to improve or maintain quality of life in
the children of parents with serious mental illness

In phase 3 of the review, we systematically synthesised all quantitative and qualitative evidence relating
to the acceptability of community-based interventions aimed at improving QoL for children of parents

with SMI.
Methods of review
Studies were identified according to the search and review strategies outlined in Chapter 3.
Inclusion criteria

We included studies that adhered to our population and intervention inclusion criteria set out in
Chapter 3. As per protocol, acceptability was defined in terms of participant uptake of, adherence to and
satisfaction with community-based interventions aimed at improving or maintaining QoL in the children of
parents with SMI. We included child-orientated, family-orientated and parent-orientated interventions in
this synthesis. Studies examining the accessibility or acceptability of mental health services in general were
excluded from the review. An existing review addresses barriers and facilitators to service use in families
living with parental mental illness.57

Primary research studies typically obtain data on intervention acceptability in one of four main ways:

l by recording rates of intervention uptake (i.e. the number of participants receiving an
allocated intervention)

l by recording rates of intervention withdrawals (i.e. the number of participants discontinuing the
allocated intervention)

l by monitoring overall intervention adherence levels (i.e. the total or mean number of
sessions attended)

l by asking participants for their views on the interventions they have received.

For the purposes of our synthesis, we extracted data obtained by all four methods. Potential differences in
the validity of these data are discussed at the end of this chapter.

In line with CONSORT principles,185 we distinguished between intervention withdrawals (i.e. those
participants who discontinued treatment) and loss to follow-up (i.e. those participants not included in
follow-up assessments), with only the former being extracted for this synthesis. Participant views included
both quantitative and qualitative data. Quantitative data were defined to include data obtained directly
from study participants via survey methods or satisfaction rating scales. Qualitative data were defined as
data collected from participants’ semistructured or less structured methods, e.g. face-to-face or telephone
interviews, open-ended questionnaires and focus groups.

Hierarchies of evidence for acceptability data are not well developed.82,115,186 In the absence of any formal
consensus, we extracted data from all eligible randomised trials, non-randomised studies, uncontrolled and
qualitative designs. Case studies, opinion papers, descriptive studies, editorials and non-English-language
publications were excluded from this synthesis.
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Data management and extraction procedures

Data extraction and validity assessment were performed by one reviewer (KB) and independently verified
by a second (SP). Discrepancies were resolved by referral to the original studies and if necessary via
arbitration from a third reviewer (PBe).

Data extraction was guided by a data extraction sheet that detailed the study author, year of publication,
key features of study design and quality, sample characteristics, and intervention settings and descriptions.
When there were multiple publications for the same study, data were extracted from the most recent
and/or complete publication. In cases in which duplicate publications reported additional data, these were
also extracted.
Appraising the quality of acceptability data

There are various strategies and checklists available by which to appraise the quality of qualitative
research.186–190 In this review, qualitative evidence was assessed against the CASP tool for qualitative
research105 and, when appropriate, the principles of good practice for conducting social research with
children.106 This included consideration of the study design, clarity of its sampling methods, the mode and
timing of data collection, the age-appropriateness of the data collection methods (e.g. whether data
collection methods were appropriate for helping children to express their views) and the type and rigour of
the analysis.

For studies reporting quantitative satisfaction data, we chose to extract data that complemented the data
extracted from our qualitative studies. We, therefore, considered the nature of the study design, the clarity
of the sampling methods, the mode and timing of data collection, the age-appropriateness of the data
collection methods and the type of data analysis conducted. Although all studies were assessed for quality,
no study was excluded on the basis of this appraisal. This inclusive approach remained concordant with
approaches taken by other acceptability syntheses115,186,191,192 and was driven by a lack of empirically tested
methods for excluding qualitative studies on the basis of standardised quality criteria.
Approach to evidence synthesis

There is a growing recognition of the value of synthesising qualitative evidence to develop effective and
acceptable interventions. However, methods for reviewing qualitative research are less well developed than
they are for quantitative designs and remain the subject of methodological debate.193–195 Criticism has
previously been levelled at systematic reviews that seek to ‘decontextualise’ findings by integrating data
obtained by markedly different methods or from different times or participant groups.193,195 More recently,
however, a case has emerged to support the role of qualitative syntheses in informing evidence-based
health-care policy and practice115 and such data may ultimately be synthesised in a variety of ways.

For the purposes of this review, we adopted a ‘textual narrative’ approach.196 This approach is a
theory-driven approach that is particularly suited to the synthesis of mixed-method data. A textual
narrative approach necessitates grouping studies together under prespecified areas of interest. From the
outset, and before commencing data extraction, the research team developed a topic list to identify key
areas of interest for this acceptability review. The list was developed from existing knowledge of the area
and from previous work conducted in this field. Consultation with our review advisory panel determined
our final scope and content of our topic list.

A recent SCIE review57 of the acceptability of services to support parents and the families of parents with
mental health problems has delineated a typology of user and service variables most likely to impact on
service and intervention acceptability. These topics formed the starting point for the list developed for this
review. Broad topics that were identified by the research team as possible factors influencing parents’ or
children’s views were:

l user characteristics, e.g. sociodemographic factors, cultural or ethnic differences, mental
health symptoms
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l attitudinal and social factors, e.g. custody fears, stigma, perceived need for support
l family and life circumstance factors, e.g. conflicting demands or time pressures
l delivery factors, e.g. intervention content, characteristics, delivery format or setting
l personnel factors, e.g. staff expertise, staff accessibility and therapeutic alliance
l access factors, e.g. transport, child care
l outcome factors, e.g. lack of improvement
l other factors.

Studies belonging to each of the subgroups delineated above were identified and synthesised narratively.
Once we had extracted and synthesised all available quantitative and qualitative data, we sought,
whenever possible, to integrate our findings. This was achieved by exploring the extent to which our
identified qualitative themes mapped onto the quantitative satisfaction or adherence ratings reported by
our included studies.

For the purposes of our synthesis, we estimated intervention adherence rates by aggregating data on
intervention uptake and withdrawals as reported by the primary studies. Differences in reporting standards
combined with a lack of data from high-quality randomised controlled designs made the pooling of these
adherence rates infeasible. These data are instead presented in a narrative format, grouped by study
population. Commensurate with the approach taken in previous chapters, studies pertaining to SMI were
synthesised separately to data pertaining to severe depression. Within each of these syntheses, quantitative
data relating to intervention uptake and adherence are summarised prior to presenting an in-depth
synthesis of participant views. Study characteristics, quality ratings and findings are presented separately
for parent and child participants.
Synthesis one: the acceptability of community-based
interventions to improve or maintain quality of life in the
children of parents with serious mental illness
In total, 10 studies were eligible for this synthesis. These studies are presented in Tables 12–15, which
include information on study sample characteristics, intervention models and acceptability results. Five
studies reported rates of intervention uptake60,118,197–199 and/or adherence and six studies contributed data
to our synthesis of participant satisfaction.58,62,117,118,120,121 One study provided both types of outcome and
is therefore included in both sections.118

Intervention uptake and adherence
Five studies were identified that explicitly reported data on intervention uptake, withdrawals or adherence,
as set out in our inclusion criteria. These studies are summarised in Table 12. Only two of the five studies
that were identified were included within our clinical effectiveness and cost-effectiveness review.60,118 The
remaining three studies met the inclusion criteria for our acceptability synthesis but did not report clinical
or economic data and, therefore, were excluded from our earlier syntheses.197–199

Consistent with our eligibility criteria, all included studies had samples in which > 50% of parents met the
criteria for a SMI. Four of the five studies evaluated interventions for parental psychosis or
schizophrenia.60,118,197,198 The fifth reported on a mix of parental diagnoses primarily comprising
schizophrenia and bipolar disorder alongside a smaller minority of parents with MDD.199 Two studies
evaluated interventions for children or the parents of children aged < 5 years,118,198 two studies evaluated
interventions for children or the parents of children aged between 5 and 12 years60,197 and one study
evaluated interventions for children aged 4–18 years.199 Heterogeneity in intervention models and content
was observed (see Table 12). Of the five studies reporting relevant data, one was a randomised trial,60 one
was a non-randomised trial118 and three were uncontrolled designs.197–199 Only the non-randomised trial
reported rates of intervention uptake and withdrawal by intervention group and, therefore, rigorous
comparative data remain sparse.
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Overall adherence rates estimated from these studies ranged from 49%118 to 87%,60 with a median of
81%; however, marked differences in the nature of the available data make the meaningful aggregation
of these figures difficult. Studies reported different combinations of intervention uptake and withdrawal
and used variable criteria against which intervention drop-outs were defined (see Table 12). One
randomised trial aggregated data across three different intervention groups,60 thereby limiting the utility of
the information provided.

When reported, intervention uptake rates ranged from 76%118 to 87%,60 with a median of 83%, and
subsequent treatment withdrawals from 19%199 to 38%,118 with a median of 26%. One trial, conducted
by Stott et al.,118 was notable in reporting a relatively lower rate of intervention adherence compared with
other studies. This trial used a non-randomised design to compare a 12-month home nurse visitation
programme for mothers with psychosis with a 12-month multiagency programme aimed at both mothers
and their children. Participants were recruited from adult inpatient mental health services and the private
practices of mental health professionals. Twenty-four per cent of mothers in the home-care intervention
and 20% of families in the multiagency programme did not commence the intervention and an additional
third in each group left prematurely (31% and 38%, respectively). The authors attributed this lack of
adherence to the chaotic lifestyles exhibited by their participants and to a high rate of child custody losses.
No reasons for study withdrawals were obtained directly from trial participants and, therefore, this finding
must be treated judiciously. Only two other studies that evaluated parenting or family-based
interventions198,199 provided full explanations for participant non-adherence. Compared with Stott et al.,118

both of these studies reported a lower rate of intervention withdrawal (19–20%) and attributed their
losses either to parents’ lack of readiness for participation,199 or to child custody losses and participant
discharges on the basis of minimal symptoms.198 The duration of these interventions was substantially
shorter (≤ 6 months) than the intervention evaluated by Stott et al.118

Only one study reported intervention uptake for a child-centred intervention. Finzi and Strange197

conducted a small-scale feasibility study of 12 sessions of group-based psychoeducational programme for
children aged between 9 and 12 years. All had a parent with schizophrenia and were referred to the
programme by GPs. Two out of 13 families (15%) refused to participate in the intervention project but
reasons were not provided. It is thus difficult to ascertain whether these refusals were owing to the
characteristics of the intervention itself or owing to broader issues related to research participation.
Children’s views of community-based interventions

Qualitative data

Two studies directly explored children’s views, both of which provided qualitative data.58,121 Details of these
studies are provided in Table 13. Both recruited the children of parents with a mix of mental health
diagnoses, predominantly psychosis and bipolar disorder, and both evaluated a time-limited (maximum
18 hours) group-based psychoeducational intervention.

In both cases, convenience sampling was used to recruit the children who chose to participate in the
intervention only. Sample size was reported by one study only and was small (n = 9, response rate
100%).121 Both studies used open-ended written questionnaires although neither reported making
age-specific modifications to their measures. The age of the children involved (7–18 years) potentially
renders any such adaptation unnecessary. Qualitative data obtained from both studies suggested that the
most popular aspects of the interventions related to children being able to learn and to have fun in a
group setting. Peer–based interactions and opportunities to make friends were explicitly valued.58,121

No in-depth qualitative studies of children’s views were found.
Parents’ views of community-based interventions

Five studies explored parents’ views of community-based intervention strategies aimed at improving
or maintaining the QoL of children of parents with SMI and these studies are summarised in
Tables 14 and 15. Two studies recruited mothers with psychosis or schizophrenia117,118 and the remaining
NIHR Journals Library www.journalslibrary.nihr.ac.uk



DOI: 10.3310/hta18080 HEALTH TECHNOLOGY ASSESSMENT 2014 VOL. 18 NO. 8
three studies recruited parents, or the children of parents, with a mix of diagnoses, primarily schizophrenia
and bipolar disorder.62,120,121 Three studies evaluated an extended care intervention;117,118,120 two of these
studies intervened with mothers of children aged < 6 years117,118 and the third targeted the mothers of
children described as being of ‘nursery to school age’.120 The extended care interventions that were
evaluated included one home-nurse visitation programme for mothers117 delivered over 1–2 years and two
multiagency programmes118,120 with a minimum duration of 1 year. The remaining studies evaluated a
parent–child-based psychotherapeutic intervention62 delivered over 8–10 sessions and a 3-day group-based
psychoeducation programme developed solely for use in children.121

As before, sampling strategies were predominantly convenient, recruiting only those participants who
completed the intervention. Sample sizes and response rates were inconsistently reported. Methods
of collecting parents’ views were unclear in two studies.117,120 The remaining three studies all used
open-ended questionnaires. All data were collected from participants post intervention but one study also
included data from former participants.118 The delay in obtaining views from these individuals was not
reported. No in-depth qualitative studies exploring parents’ views of community-based interventions were
eligible for inclusion in this synthesis.
Qualitative data

Two of the five studies that were identified provided nested qualitative data; both studies explored the
potential relationship between intervention acceptability and intervention personnel (see Table 14).
Stott et al.118 explored the views of an unspecified number of current and former participants in a
long-term (1-year) multiagency programme of care and found that the nature and quality of mothers’
relationships with staff were a key ingredient in their satisfaction. Alder120 similarly explored the views of
women participating in an unlimited multiagency intervention and reported mothers to attribute high
value to the accessibility and perceived approachability of staff. In both instances, however, the number
of women providing data and the method and timing of data collection were not clearly reported.
The credibility of these findings thus remains unclear.

The study by Alder120 additionally examined the potential relationship between intervention acceptability
and intervention delivery. Opportunities to meet in a small group were perceived favourably by the
mothers in this study who felt that this delivery format was particularly advantageous in overcoming
parents’ perceptions of social isolation and stigma. A non-mental health setting for group meetings was
also perceived to be appropriate for interventions involving children. However, no data were collected from
intervention drop-outs and, therefore, bias cannot be ruled out.

No qualitative data were identified that explored the potential influences of user characteristics, attitudinal
factors, family circumstances, access factors or outcome factors on intervention acceptability for parents.
Quantitative data

Four of the five studies that explored parents’ views provided quantitative data relating to parents’
views.62,117,118,121 Two of these studies assessed parents’ overall satisfaction with an intervention (see Table 15).
Beardslee et al.62 used a seven-point Likert scale to assess satisfaction with a brief (< 10 sessions)
family-based psychotherapeutic intervention. Data were collected post intervention from seven parents,
representing a 100% response rate. Moderate to high levels of satisfaction were reported for the overall
intervention, as well as for the written materials used and the quality of the therapeutic alliance achieved. In a
similarly small-scale study, Pitman and Matthey121 used a non-specified rating scale to survey four parents of
children attending a 3-day group-based psychoeducation programme. Three parents responded, all of whom
indicated that they were satisfied with the information they had received and all reported that they would
recommend the intervention to others.

In contrast, Stott et al.118 did not report overall satisfaction but instead rated parents’ satisfaction with
different components of a 12-month multiagency intervention. An unspecified number of current and
former participants were surveyed on a three-point Likert scale, for which response rates were reported to
93
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be approximately 50%. Moderate to high levels of satisfaction were observed for all components of the
intervention, although relationships with staff and social group-based activities were valued the most.
Notably, lower satisfaction ratings were observed for a video intervention aimed at enhancing
parenting behaviours.

The fourth and final study providing quantitative data was unique in addressing the potential association
between parents’ satisfaction and intervention outcome.117 This study used a randomised controlled design
to compare a 1- to 2-year high-intensity home-nurse visitation programme to minimal-intensity standard
care in 50 mothers with psychosis, all with children aged < 6 years. The study reported that greater clinical
change was associated with greater satisfaction with the home programme post intervention. However,
the method by which satisfaction was measured remained unclear and descriptive data from the
satisfaction measure were not presented. The validity of this finding is, therefore, difficult to establish.
Integrating quantitative and qualitative data

All five studies that provided data on parents’ views were limited in the scope of their discussion and in
their consideration of the topics identified as potentially important by a previous review.57 No in-depth
qualitative studies exploring parents’ perspectives were found. The small amount of qualitative data that
was available appeared to highlight a need for staff to establish open relationships with parents and for
interventions to be designed in such a way that potential barriers arising from stigma and social isolation
can be overcome. Only two of the four studies that collected quantitative data partially addressed these
themes.62,118 These studies similarly emphasised the importance of the staff–parent relationship despite the
interventions under study being notably different to those evaluated by the qualitative studies. The
available quantitative data, like the qualitative data, were limited in both size and quality. Further study in
this area is required.
Synthesis two: the acceptability of community-based
interventions to improve or maintain quality of life in the
children of parents with severe depression
Thirty-seven studies were eligible for a synthesis of evidence relating to the acceptability of
community-based interventions to improve or maintain QoL in children of parents with severe depression.
Thirty-three studies reported rates of intervention uptake or adherence (see Appendix 9, Table 41) and
18 studies contributed to our synthesis of intervention satisfaction (Tables 16 and 17). Thirteen studies
provided both types of outcome and are therefore included in both sections.148,149,153,159,162,173–178,180,181

Intervention uptake and adherence
Thirty-three studies were identified that explicitly reported data on intervention uptake or adherence; these
studies are summarised in Appendix 9. All of the studies that were identified were included within our
clinical effectiveness review.

Heterogeneity in study populations, intervention models and content was observed. Twenty-seven studies
evaluated psychotherapies aimed predominantly at parent well-being or parenting behaviours (see
Appendix 9, Table 41), three evaluated parent-based psychoeducation,63,141,155 two evaluated
psychotherapies aimed at both parents and children141,143 and one evaluated parent–child
psychoeducation.143 Only one evaluated an extended 12-month model of care involving both parents and
children.144 Some studies evaluated more than one intervention and, therefore, numbers may not total
100%. Only one study of a child-centred intervention was eligible for inclusion in this synthesis.180 Of the
33 studies that reported relevant data, 20 were RCTs,63–65,138,141,143–146,148–153,155,157–159,176 another two were
non-randomised trials allocated on service availability171 or patient preference170 and the remainder were all
uncontrolled designs.173–183
NIHR Journals Library www.journalslibrary.nihr.ac.uk
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THE ACCEPTABILITY OF INTERVENTIONS FOR CHILDREN OF PARENTS WITH SERIOUS MENTAL ILLNESS
Overall adherence rates estimated from treatment uptake and withdrawal rates ranged from 50%182 to
100%,155 with a median of 81%, across all variants of community-based intervention. When reported,
adherence rates for parent-based psychotherapies ranged from 50%182 to 98%,158 with a median of
80% (n = 29), and for parent-based psychoeducation ranged from 66%63 to 100%,155 with a median of
95% (n = 4). These rates compared favourably with adherence rates reported across treatment as usual
conditions (range 7145–98%,158 median 85%, n = 7). As before, however, marked differences in the
availability and the nature of the data reported make the meaningful interpretation of these figures
difficult. Rates of intervention uptake, withdrawal and adherence were inconsistently reported and defined
by according to different criteria by the authors of the primary studies. The authors’ definitions of
intervention adherence were most often the number of participants completing the intervention, but also
included the number attending one session,158,168 two or more sessions,63 attendance at all
sessions,173,177,178,182 ‘regular’attendance64 or attendance at four or more sessions out of 10.152 Five RCTs
did not report intervention uptake or withdrawals, choosing instead to present the mean number of
sessions attended.138,143,149,153,157 A further two trials reported rates of treatment completion but failed to
break these figures down across different intervention groups.144,159

Three studies were notable in reporting estimated adherence rates of≤ 60%. Two of these evaluated a
12-week parent-based IPT programme182,183 and one evaluated a 10 week parent-based CBT
programme.148 Meager and Milgrom148 recruited 20 depressed postpartum women via advertising in local
hospitals and maternity and child health centres. Women were allocated by random assignment to
10 weekly, 1.5-hour sessions of group CBT or a waiting list control. Of the 10 women assigned to the
intervention, one woman did not complete any sessions and a further three completed three sessions or
fewer. Reasons for not completing the treatment programme were varied and included user factors
(e.g. physical illness), family and life circumstance factors (e.g. family commitments) and access barriers
(e.g. transport problems). The 10 mothers who were allocated to the waiting list control were also
subsequently offered the intervention. Only three (30%) completed the programme. Two did not
commence the intervention because they were no longer interested, one was in alternative therapy and
one had been hospitalised in the intervening period. Three women withdrew from therapy because of
work commitments or because of difficulties in organising attendance.

The two studies that evaluated 12-week IPT182,183 were both uncontrolled studies reporting adherence
rates of between 50 and 58%. One failed to provide any reasons for the rate of adherence that was
observed183 and in the second study, Klier et al.182 recruited 34 postpartum women from a maternal
mental health service, 22 of whom met study eligibility criteria. Seventeen Caucasian women aged
between 27 and 41 years commenced the intervention. Five women (23%) did not attend owing to
transportation difficulties, child care issues or a reluctance to be treated within the context of a research
trial. A further six women terminated therapy early, two of whom were diagnosed with personality
disorders and left after the first group session. The remainder withdrew because of work or
school commitments.
Children’s views of community-based interventions

Qualitative data

Only one study included in our depression synthesis reported children’s views of intervention
acceptability180 (see Table 16). Twenty-five children aged between 7 and 12 years participating in a 3-day
group-based psychoeducational programme were asked to complete open-ended questionnaires both
during and following the intervention. The response rate was 100%. The authors did not report making
any age-specific modifications to their questionnaires and no formal qualitative analysis was undertaken.
In line with our previous synthesis, responses suggested that the most popular aspects of the intervention
related to children having fun with their peers. When asked what they would most like to change about
the programme, an unspecified number of children expressed a preference for a longer intervention. No
other data on children’s views were found.
NIHR Journals Library www.journalslibrary.nihr.ac.uk
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Parents’ views of community-based interventions

In total, 18 studies explored parents’ views. Eleven of these evaluated parent-based
psychotherapies,148,149,153,159,173–178,181 two evaluated parent–child psychotherapy,67,202 two evaluated parent
or parent–child-based psychoeducation142,202 and two evaluated more complex, extended care
interventions.200,201 One study obtained parents’ views of a 3-day psychoeducational programme aimed
predominantly at children.180 Eleven of the 18 studies evaluated interventions aimed either directly or
indirectly at children aged < 2.5 years.67,148,149,153,159,173–177,200 A full summary of the characteristics of all of
the included studies is provided in Table 17.

Once again, sampling strategies were predominantly convenience-based with all studies recruiting only
those participants who remained in the interventions. Sample sizes and/or response rates were not
provided by four studies.67,142,153,175 When reported, sample sizes ranged from 7180 to 60200 participants,
with a median of 19, and response rates from 28%177 to 100%.148,159,173,174,176–178,181,200–202 Parents’ views
were most commonly collected by binary or Likert-style rating scales, or open-ended questionnaires. Only
six studies collected data by interview.153,148,159,178,181,201 Qualitative data were analysed largely by thematic
analysis and only one study reported taking steps to confirm the trustworthiness of their data.201 Timing of
data collection varied from intervention entry178 to 3 months post intervention.153 Two studies collected
satisfaction data during the intervention period,176,201 with one obtaining repeated ratings over multiple
treatment sessions.176 The potential for response bias in these studies is high.
Qualitative data

Eleven of the 18 studies included in this synthesis provided qualitative data pertaining to parents’
views.67,148,153,159,174,175,178,180,181,200,201 These studies primarily focused on the potential relationship between
intervention acceptability and intervention personnel. Nonetheless, many of the topics that parents
discussed in relation to this topic were closely intertwined with attitudinal or social factors. Difficulties were
encountered in separating the two for synthesis and, therefore, these data are presented together.

Seven of the studies emphasised the importance of establishing an emotionally supportive alliance
between parents and staff, such that parents were afforded the necessary freedom to discuss their
concerns.153,159,174,178,181,200,201 Five of the seven studies focused on short-term psychotherapeutic
interventions of up to 12 sessions,153,159,174,178,181 of which four highlighted the need for staff to facilitate
the provision of a safe and non-judgemental environment in which mothers could share their
feelings.153,159,174,178 In two of these studies, discussion explicitly highlighted a perceived sense of culpability
among mothers and a fear of how other people may react to their experiences.153,159 Wickberg and
Hwang159 interviewed 41 Swedish mothers at the end of a 6-week course of nurse-facilitated counselling.
Respondents reported feeling free to talk about everything with their nurse, without any sense of blame or
censure. Similarly, Holden et al.153 examined the views of an unspecified number of women completing an
8-week programme of supportive therapy. Respondents reported feeling shame and guilt about the way
they were feeling and highlighted specifically the value they placed on being given ‘permission’ to talk.

Two studies were notable in obtaining the views of women experiencing extended care interventions.
Boath et al.200 used a non-randomised design to compare a multicomponent programme, delivered over
45 sessions in a mother and baby day unit, with routine primary care. Open-ended questionnaire
responses obtained from the 30 women who were allocated to the intervention once again identified the
importance of approachable and communicative staff. Unbiased and affirming professionals who
proactively and routinely enquired about mothers’ feelings were considered to be particularly valuable in
overcoming the stigma experienced by these participants. Similarly, Hinden et al.201 interviewed nine
parents from eight families who had engaged in at least 12-months of an intensive case management
service. Parents once again emphasised the saliency of accessible and collaborative staff, describing their
appreciation of case managers who treated them ‘as people rather than patients.’ Trust and mutual
respect between parents and staff was reported to be a cornerstone of this intervention and a mediating
process from which all other positive outcomes emanated. However, in this instance, no data from parents
were presented and, therefore, the credibility of these findings remains difficult to establish.
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THE ACCEPTABILITY OF INTERVENTIONS FOR CHILDREN OF PARENTS WITH SERIOUS MENTAL ILLNESS
Ten of the 11 studies providing qualitative data separately focused on the potential relationship between
intervention acceptability and intervention delivery.67,148,159,174,175,178,180,181,200,201 Four of these studies
addressed issues relating to short-term67,174,175 and longer-term200 group therapy, all of which were largely
supportive of this delivery format. Parents were relatively consistent in perceiving group interventions to
provide a route for much needed peer support and positive interpersonal relationships. In addition,
four studies discussed the benefits of sharing parenting or illness concerns, particularly the role that group
membership had played in overcoming stigma and normalising parents’ experiences.67,159,174,175

However, two small-scale studies reported that a minority of parents were resistive to group-based
interventions. Davies174 used open-ended questionnaires to collect the views of eight postpartum women
at the end of a 12-week CBT programme. Although all participants reported finding small group work
helpful, one woman who dropped out of treatment early expressed some discomfort in talking openly in a
group forum, attributing her difficulties directly to the chronicity of her depressive symptoms. Griffiths and
Barker-Collo175 also collected data from an unspecified number of women at the end of an 8-week CBT
programme for postnatal depression for postnatal depression. A partners evening was included in the
interventions and feedback suggested that this was an invaluable component of the group for the majority
of women questioned. It was, however, recommended that partners be better prepared for this session,
as some couples expressed dissatisfaction with the open format of the meeting.

Five studies also highlighted parents’ views of the availability of community-based support.148,159,178,181,201

In four of these studies, discussion centred on a desire for a longer or more accessible models of
care.148,159,178,181 Meager and Milgrom148 interviewed 20 women at the start of a 10-session CBT
programme and found that many expressed a preference for support services that extended beyond their
previous hospital admissions. Similarly, Edwards181 interviewed 10 women completing a comparable
programme and found the most critical and negative comments to be related to the time-limited nature of
the intervention. Swartz et al.178 interviewed 11 mothers of children aged 12–18 years at the end of nine
sessions of IPT and found that the majority of women thought the duration of treatment was acceptable.
However, some participants expressed a wish to continue working with their therapist beyond the end of
the programme.

Only one study discussed parents’ views of a longer-term intervention. Hinden et al.201 interviewed nine
parents from eight families who had engaged in at least 12 months of an intensive case management
service. Parents were positive in their appraisal of this intervention and identified the 24-hour,
7-days-a-week service model to be an advantageous and essential feature of the intervention.
However, as discussed previously, a lack of supporting data serves to limit the credibility of this finding.

Five studies focused on the relationship between intervention acceptability and the scope of the support
that was received.175,178,180,181,201 Four of these studies evaluated short-term parent- or child-based
interventions and all highlighted a preference among parents for greater couple- or family-focused
participation.175,178,180,181 Only one study, conducted by Hinden et al.,201 evaluated an longer-term
(12-month) intervention specifically designed to meet the needs of multiple family members. In line with
the views obtained from other studies, parents were who had participated in this intervention expressed
their appreciation for a service that was family centred and suggested that this comprehensive approach
may have been instrumental in achieving positive parenting and child custody outcomes. Methodological
weaknesses in this study have already been acknowledged.

The study by Hinden et al.201 was one of only two studies174,201 that provided qualitative data relating to
intervention content. The nine parents’ interviewed in this study were reported to value several unique
aspects of the case management model. Particular appreciation was expressed for the greater consistency
that case managers introduced into parents’ care and for the advocacy that occurred between parents and
other service providers. Other aspects of the programme that were valued include the provision of financial
and material support and the adoption of a strengths-based approach that increased self-esteem and
self-efficacy among parents. In a similarly small-scale study, Davies174 interviewed eight parents who had
NIHR Journals Library www.journalslibrary.nihr.ac.uk



DOI: 10.3310/hta18080 HEALTH TECHNOLOGY ASSESSMENT 2014 VOL. 18 NO. 8
completed a 12-week CBT programme. All eight respondents found at least one session helpful, with
sessions on ‘crooked thinking’ and self-esteem being the most highly valued.

No qualitative data were identified that explored the potential influence of user characteristics, family
circumstances, access factors or outcome factors on intervention acceptability.
Quantitative data

Eight of the 18 studies that explored parents’ views provided quantitative data, all of which reported
parents’ levels of overall satisfaction with an intervention, or with particular components incorporated
within it.142,149,173,176–178,200,202 The majority of these studies evaluated psychotherapeutic interventions aimed
primarily at reducing parental mental health symptoms (see Table 17).

Three studies sought to compare parents’ overall levels of satisfaction across two or more treatment
conditions.149,200,202 All of these studies were judged to be at risk of bias. Milgrom et al.149 used a
randomised design to allocate 68 depressed postnatal women to usual care or six sessions of CBT
delivered either by a nurse or a psychologist. Forty-six women (68%) responded to a binary question
regarding treatment sufficiency. The majority of women in all groups indicated that treatment was
sufficient (64%, 88% and 86% for the TAU, nurse-delivered and psychologist-delivered trial intervention
arms, respectively), with a trend towards higher satisfaction in the intervention groups. Failure to provide
reasons for sample attrition and an incomplete response to the satisfaction questionnaires raises doubt as
to the validity of these findings.

Beardslee et al.202 used a seven-point Likert scale to assess parents’ satisfaction with a brief, time-limited
family-based psychotherapy programme compared with parent-based psychoeducation. Compared with
32 parents randomised to the educational intervention, the 34 parents receiving psychotherapy reported a
significantly higher level of overall satisfaction and a significantly higher level of satisfaction with the
written materials that were presented. Once again, data were only reported for those families who had
participated in the intervention and provided data at both baseline and follow-up assessment. The
potential for attrition bias thus remains high.

In a non-randomised design, Boath et al.200 asked 60 depressed postnatal women to complete a users’
view questionnaire and found that 28 out of 30 women receiving a prolonged 45-session multicomponent
intervention felt satisfied with their care. Twenty-seven also indicated that they would like the same
treatment again. This compared with only 13 out of 30 women who felt satisfied with routine care
(p = 0.04) and 12 who would want the same treatment again (p < 0.001). Participants in this study were
allocated on the basis of service availability, which raises the potential for selection bias. Satisfaction
ratings may also have been influenced by differences in participants’ knowledge of alternative treatments
at each site.

Four uncontrolled studies also reported relevant quantitative data,159,176–178 across which parents’
satisfaction ratings remained consistently high. Grote et al.176 asked 12 women, mostly African-Americans,
to complete a four-item treatment satisfaction survey at the end of each therapy and maintenance session
in an 8-week IPT programme. Average treatment satisfaction across all sessions was reported to be high
(mean 4.8, SD 1.8, maximum possible score was 5). Similarly Swartz et al.178 collected satisfaction data
from 11 depressed mothers seeking treatment for mental health problems in their children. Satisfaction
was measured for all treatment attendees on the client satisfaction questionnaire (CSQ) both after the first
IPT engagement session and post intervention. The mean CSQ score was 27.2 (SD 4.0) following
engagement and 29.6 (SD 3.7) post intervention, indicating a high degree of overall satisfaction.
Reay et al.177 surveyed 17 women completing 10 sessions of IPT and found that all participants reported
therapy to be an acceptable way to address their problems. Likewise, Wickberg and Hwang159 interviewed
all 41 women who had participated in their 6-week supportive therapy programme post intervention. All
women responded and indicated that they would recommend the group to a friend.
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THE ACCEPTABILITY OF INTERVENTIONS FOR CHILDREN OF PARENTS WITH SERIOUS MENTAL ILLNESS
Only one study considered the impact of mental health on parents’ satisfaction with an intervention. Butler
et al.142 surveyed parents at the end of a brief parent–child-based psychoeducational intervention. The
overall proportion of parents responding remained unclear, although 95% reported that provision of the
intervention would improve satisfaction with their health plan and the majority (84–86%) were at least
somewhat satisfied with the materials presented. The authors reported that the presence of acute
depressive symptoms in parents was associated with a lower rate of satisfaction.

A final study conducted by Ammerman et al.173 provided the only quantitative data regarding professional
relationships. Twenty-six women participated in a 17-week home-based CBT programme and all
responded on a five-point Likert scale post intervention. Mothers reported that there was excellent
collaboration between therapists and routine home visitors and that an appropriate level of confidentiality
had been maintained. The quality of the alliance between mothers and the therapists was not assessed.
Integrating qualitative and quantitative data

Overall, a notable number of studies provided data for the synthesis of parents’ views, although very few
high-quality in-depth studies were found. Key topics emerging from the available qualitative data
highlighted the significance of establishing high-quality relationships between staff and parents, and the
importance of delivering interventions in such a way that stigma and social isolation could be reduced.

Quantitative studies rarely sought to examine parents’ views on these potentially more nebulous issues.
Only one quantitative study asked parents to rate their satisfaction with intervention personnel, quantified
in terms of their satisfaction with the therapeutic alliance.173 The vast majority of quantitative studies
remained focused on overall satisfaction or on satisfaction with particular aspects of an intervention
programme. No large-scale satisfaction surveys were found. The available quantitative data, like the
qualitative data, thus remain limited in both number and quality. Further study is needed to address these
important evidence gaps.
Discussion: implications for practice
This third evidence synthesis focused on establishing the acceptability of community-based interventions
for improving or maintaining QoL in the children of parents with SMI. We identified studies via a
systematic and comprehensive literature search, independently selected those that were eligible and
extracted synthesised all relevant data using a textual narrative approach. Commensurate with the findings
of our clinical effectiveness and cost-effectiveness reviews, a paucity of high-quality evidence was found.
The majority of data that currently exist are quantitative in nature and pertain primarily to parents with
severe depression. In-depth qualitative studies of the views of parents with SMIs, and more pertinently the
views of their children, are strikingly sparse.

Despite the paucity of research, some conclusions with potentially important clinical implications can be
drawn from the findings of this review. Preliminary data suggest that families adherence to
community-based interventions may be relatively high. Adherence rates estimated across the different
populations and intervention models remained reasonably consistent, with median rates of 80–95%
(i.e. non-adherence rates of 5–20%). These rates compare favourably with those reported for other
community-based services for adults with SMI. A meta-analysis of non-adherence to medication and
scheduled appointments in community psychiatric services among people with psychosis has reported a
mean rate of 25.78%, i.e. an adherence rate of approximately 74%.203 This may imply that families would
be keen to engage in interventions were they to be offered. Nonetheless, there exist a number of
limitations that serve to temper the validity of these findings and the generalisability of this review.
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First, rates of intervention uptake and adherence were inconsistently reported across the studies included
in our syntheses and a lack of data from high-quality RCTs made meta-analysis inappropriate. The
difficulties that were encountered in aggregating and interpreting these data highlight a need for a more
consistent approach to the definition and presentation of these issues. Greater adoption of reporting
standards, including those advocated by the CONSORT group,185 is required if such data are to play a
meaningful role in rigorous evidence syntheses and in the development of future evidence-based services.

Second, measures of intervention uptake and adherence are in themselves insufficient measures of
intervention acceptability. This is because participation in an intervention may remain somewhat
independent from participant satisfaction, particularly when the availability of alternative services or
treatment options is limited. Much more emphasis needs to be placed on data collected directly from
intervention participants. As evidenced by the current synthesis, such data may be either quantitative
or qualitative.

The overall pattern of findings from the quantitative satisfaction data included in this synthesis is that
parents generally hold community-based interventions in high regard. However, additional limitations in
the nature of these data limit the utility of these results. These limitations include the recruitment of small
study samples, inconsistent reporting of response rates and likely attrition biases arising from samples that
include only intervention completers. Moreover, satisfaction as a service outcome is notoriously difficult to
measure. Patient satisfaction surveys have long been acknowledged to generate high levels of satisfaction
with low response variability.204 Greater emphasis should thus be placed on acceptability data obtained via
more qualitative approaches.

Qualitative data identified for the current syntheses were consistent in highlighting the importance of
developing intervention models and delivery mechanisms that are capable of transcending the potentially
high levels of social isolation and stigma faced by families living with SMI. Both children and parents
placed considerable value on peer support and normalising activities, with relationships between parents
and staff appearing particularly influential in determining intervention acceptability. The omission of
these factors from the majority of surveys further emphasises the inherent limitations in the existing
quantitative data.

Our qualitative findings should also be treated with caution. Although preliminary findings have identified
specific areas with high face validity for the development of intervention programmes, no rigorous
qualitative studies were found. Therefore, further research in this area is required. These studies should
seek to verify the credibility of their findings by paying adequate attention to the sampling and data
collection methods that are used and by employing formal and methodologically appropriate qualitative
analytical strategies. On the basis of current evidence, it is not yet possible to draw any firm conclusions
regarding the acceptability of community-based interventions aimed at improving or maintaining QoL in
the children of parents with SMI.
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Chapter 7 Discussion

Improving the lives of children born to a parent with SMI is an increasingly urgent political and public
health concern.2 The key challenge for services is in knowing when, and how best, to intervene. With an

emphasis on evidence-based NHS practice, there is a pressing need to demonstrate the clinical
effectiveness and cost-effectiveness of interventions for these populations. This HTA sought to identify
how future UK resources might best be distributed to improve the QoL of children through evidence-based
health- and social-care development. Its primary aim was to conduct a comprehensive and rigorous
synthesis of all available evidence to establish the clinical effectiveness, cost-effectiveness and acceptability
of community-based interventions aimed at improving or maintaining the QoL of children of parents with
SMI. Findings from this research are discussed below within the context of the objectives outlined
in Chapter 1.
Objective 1: overview of the evidence
We conducted two parallel syntheses. These were constructed to accommodate two distinct definitions of
SMI. First, we identified and synthesised all randomised trials in which serious parental mental illness
encompassed schizophrenia or related disorders, puerperal or non-puerperal psychosis, bipolar disorder
and personality and borderline personality disorders. In this synthesis, we excluded studies in which < 50%
of participants experienced these illnesses as a primary diagnosis on the basis that any observed effects
would be difficult to generalise to our population of interest. A second synthesis was undertaken on
studies in which the majority of the population (≥ 50%) had a primary diagnosis of major unipolar
depressive disorder.

The a priori distinction between SMIs and more severe unipolar depressions was reflected in much of the
identified research literature. Only one trial that recruited parents with MDD also recruited participants
with bipolar or schizoaffective disorder.141 Half of all trials that recruited depressed parents explicitly
excluded schizophrenia, psychosis, bipolar and borderline personality disorders. No randomised trials were
identified that could only meet our 50% sample criterion by mixing the two populations.

Across both our primary (SMI) synthesis and our secondary (depression) synthesis, 57 studies fulfilled our
eligibility criteria58–67,117–122,138–159,166,170,171,173–183,197–201 (see Figure 2). A substantial proportion of these
(n = 28) were classified as non-randomised or uncontrolled studies.58,59,62,118–122,139,166,170,171,173–183,197–201

In total, 29 RCTs60,61,63–67,117,138,140–159 were included; 26 (90%)63–67,138,140–159 intervened exclusively or
predominantly with families living with parental severe unipolar depression. Only three randomised
trials60,61,117 provided evidence of effects in families experiencing other SMIs and all were published over
25 years ago, between 1982 and 1984, in the USA.

More contemporary literature published in the last 10 years (i.e. post 2002) showed a striking
predominance of trials of interventions for parents with severe unipolar depression. Eighteen64,66,67,138,

144–146,148–153,155–159 of the 2663–67,138,140–159 (69%) RCTs included in the depression synthesis were for
maternal depression occurring in the first 2.5 years of a child’s life. Two key factors may help to explain
this focus. First, early interventions aimed at enhancing parenting and/or child development have the
potential to confer significant long-term personal, societal and economic benefits.205,206 Second, depression
is far more common over a woman’s lifetime than other serious maternal mental illness and especially
around childbirth;207 however, perinatal depression is more likely to be time limited and to resolve with
short-term intervention.208 It is unclear how generalisable the findings from this synthesis are to other
populations and a clear need remains for research aimed at children of parents with other serious and
enduring mental illnesses. In summary, there is a striking lack of high-quality evidence for the clinical
effectiveness and cost-effectiveness and acceptability of community-based interventions to improve or
maintain QoL in children with parents suffering from SMI.
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User characteristics

Out of the 29 trials included across our two syntheses (SMI = 3, severe depression = 26), the vast majority
(n = 24,60,61,64–67,117,138,142,144–146,148–159 83%) evaluated interventions for children, or the parents of children,
aged ≤ 12 years. Eighteen64,66,67,138,144–146,148–153,155–159 out of 2960,61,63–67,117,138,140–159 (62%) targeted parents
of children in the first 2.5 years of life. Only five trials were identified that evaluated interventions relevant
to adolescents aged ≥ 13 years,63,140,141,143,147 none of which recruited parents or the children of parents
meeting our definition for SMI. All were included in our secondary synthesis for severe parental depression.

We had originally intended to stratify children by age into infants (aged 0–2 years), preschool children
(aged 3 to < 5 years), primary school children (aged 5–11 years) and adolescents (aged 12 to < 18 years);
such an age-focused stratagem was rarely adopted by the trials published in the literature. All five
randomised trials that recruited adolescents also recruited younger children aged ≥ 6 years to the same
intervention.63,140,141,143,147 We included only two trials that recruited the parents of preschool children
(aged 3 to < 5 years);65,154 one of which also included parents of primary school children aged up to 9
years.65 Therefore, further consideration should be given to development of evidence-based interventions
which establish the most feasible interventions and outcome measures for children of different ages and
developmental stages.

The relevance of fathers and partners in children’s outcomes is increasingly being recognised.209 All but
six61,63,65,141–143 of the 29 trials in the current syntheses (79%) focused solely on maternal mental illness,
with the proportion of women in the remaining trials ranging from 70% to 91%. Two trials61,65 (7%)
failed to report these data. Relatively few interventions (13 out of 43, 30%) explicitly included
partners.63,65–67,142,143,148,150,155 Evidence suggests that successful parenting outcomes for mothers with SMI
may be likely when mothers have adequate support from their partners, especially if these partners are
mentally well.210 Future studies thus need to consider the potential importance of fathers’ and partners’
roles in the lives of children with mentally ill parents and to take account of this factor when designing
interventions and measuring outcomes.

Many of the studies included in this evidence synthesis failed to report whether or not children were living
with their parents at the time of the intervention, or provide any details of the child’s family context. This is
such a fundamental issue that further consideration needs to be given to the possible influence of
different residency arrangements on intervention content and outcomes, and to the potential differences
between children’s and parents’ needs. Information on household composition and the parenting and care
context, including the presence of extended family support and close social networks, is essential in
understanding the experience and outcomes for family members living with serious parental mental illness.

Poor reporting of sociodemographic characteristics, coupled with differences in the context and
setting of the included trials, challenges any clear assertions about participants’ educational or
socioeconomic status. All three trials with SMI parents recruited participants of low to moderate
socioeconomic status, while best estimates suggest a greater mix of household incomes among the trials
for severe parental depression. The ethnic status of parents was either fully or partially reported in
1760,64,66,67,142–151,155–157 of the 2960,61,63–67,117,138,140–159 trials (59%) and heavily focused on parents of
European, Caucasian descent. In the UK, BME adults tend to have a greater number of children211 and
BME communities show higher incidence of SMI.212 Furthermore, BME families, especially those of
Caribbean origin, tend to encounter greater barriers to service use.213–216 More recent NICE guidance for
the treatment of schizophrenia and related psychoses recognises the need for further research to
determine risk and solutions for minority populations.217 Our acceptability synthesis failed to identify any
studies addressing ethnicity or cultural factors.
Intervention models

Four key intervention models were identified in both our syntheses (SMI and major unipolar depression)
and comprised (1) psychotherapy, (2) psychoeducation, (3) psychosocial and (4) more complex, extended
models of care (see Chapter 4 for model definitions). Psychotherapy was by far the most frequently
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adopted model, trialled in 33 out of a total of 43 (77%) interventions;60,61,64–67,138,140,141,143,145–154,156–159

fewer psychoeducational (n = 7),60,63,141–143,155 psychosocial (n = 1)154 and extended care interventions
(n = 2)117,144 were identified. Considerable heterogeneity was observed in intervention content, objectives,
delivery formats and target populations.

In our primary SMI synthesis, one trial evaluated a 2-year extended-care home nurse visitation programme
in formerly hospitalised mothers with psychosis.117 A second study evaluated 16 weeks of parenting
therapy based on a social learning model and a parenting-based psychoeducation programme for mothers
with psychotic symptoms.60 Two trials evaluated a child-centred CBT programme.60,61

Our primary synthesis also considered non-randomised and uncontrolled designs. These poorer-quality
studies suggest a more recent and tentative shift away from parent-orientated models to direct
intervention strategies specifically aimed at improving children’s QoL. Key examples include two recent,
non-randomised trials of innovative child-orientated interventions published under the auspices of the
Australian COPMI (Children of Parents with Mental Illness) initiative.58,59 Although small in number, these
trials represent a notable proportion of the existing evidence base for older children and adolescents.
Ultimately, the utility of their findings is constrained by participant allocation methods based on service
availability or attendance preference. The potential for bias in the selection of these groups is significant,
and further high-quality studies are required.

In our second depression-focused synthesis, the majority of interventions were psychotherapeutic
interventions (n = 30,64–67,138,140,141,143,145–154,156–159 79%). Almost all (n = 21)64–66,138,141,145–154,156–159 were
parent-orientated therapies aimed directly at alleviating parents’ depressive symptoms, most commonly
using the cognitive–behavioural (n = 12)65,138,140,143,148,149,151,152,154,156–158 and interpersonal approaches
(n = 5)66,145–147,150 recommended by NICE.207 Psychodynamic and non-directive, supportive therapies
were evaluated less frequently (n = 2152,157 and n = 3,152,153,159 respectively). One trial included in these
numbers evaluated a parent-oriented psychotherapeutic intervention combining both CBT and
psychodynamic perspectives.157

Parent-orientated psychotherapies were most frequently delivered as individualised, face-to-face
interventions (n = 17,64,65,145–147,149,151–153,156–159 81%), although a small number of group-based therapies
(n = 4,66,138,148,150 19%) were also observed. Limited data and additional heterogeneity between the
model groupings prevented a direct comparison of this delivery effect. All but nine interventions took
place either fully or partially outside the home.64,142,144,152,153,157,158 Thirteen65,66,138,146,148,151,153,156,157,159 out of
the 2164–66,138,141,145–154,156–159 parent-based psychotherapies provided full details of their session length,
frequency and overall duration. In five instances, CBT or IPT was delivered via ≥ 12 hours of scheduled
contact, commensurate with NICE guidance that recommends higher intensity psychological interventions
for severe depression.66,146,148,150,156 Briefer interventions, demanding < 6.5 hours of therapist time, were
reported in eight instances.138,151,153,157,159 Parent-orientated psychotherapies were delivered by a broad
range of health- and social-care professionals including GPs, social workers, clinical or counselling
psychologists, masters and doctoral-level psychotherapists, midwives, health visitors and community health
workers. Five non-UK trials also reported interventions facilitated by PhD or masters-level psychology
students or trainees.65–67,143,147 Previous reviews have questioned the extent to which these may generalise
to UK health services and settings.218

Across both our primary SMI synthesis and our secondary depression synthesis, only 1760,63–67,117,141–144,154

interventions (40%) were identified that sought to enhance parenting or family function and few
(n = 8)63–67,143,154,164 were explicit in their theoretical underpinnings. Marked heterogeneity in parenting
models was once again observed. When reported, parenting interventions incorporated principles drawn
from behavioural theory, attachment theory, social learning theory, psychodynamic theory, Soviet
cognitive–linguistic theory, family systems theory and Sanders and Dadds (1993)165 model of parent
training. Six studies augmented a parenting intervention with additional care components.65–67,117,143,144
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Five of these studies also focused on the mother’s symptoms and illness experiences65–67,117,144 and one
actively and simultaneously intervened with the child.143
Child-centred interventions

One of the most striking findings of this review is the overwhelming absence of child-centred interventions.
In total, across both our SMI- and depression-focused syntheses, only 9 of the 43 interventions (21%)
evaluated delivered an active and structured intervention directly to children. Of the nine interventions, only
three (7%) intervened solely with the child,60,61,140 and two of these stemmed from the same
research team.60,61
Measured quality-of-life outcomes

Unlike previous reviews, this evidence synthesis aimed not only to provide a descriptive overview of
community-based interventions for families affected by SMI, but also to do so with specific reference to
child-centred QoL outcomes. Our primary outcomes for this evidence synthesis were established a priori
and comprised validated measures of children’s QoL and emotional well-being. A key finding of this review
is that very few trials have measured children’s QoL. If we consider evidence from trials recruiting parents,
or the children of parents with SMI, only one small, non-randomised trial reported these outcomes.58

Broadening our focus to interventions for severely depressed parents or their children located seven
randomised trials that reported outcomes relevant to children’s emotional well-being.63,66,67,140,144,147,160 Four
of these were confined to observer ratings of infant affect,66,67,144,160 leaving only three trials that reported
validated mental health outcomes in older children and adolescents.63,140,147

Key QoL outcomes are difficult to define.74 Our secondary outcomes were derived from existing literature
and UK child-centred policy and the syntheses considered a broad spectrum of child-centred outcomes as
suggested by the England and Wales multidimensional ECM agenda.86 This agenda highlights specific QoL
domains relevant to child health (e.g. physical and emotional health), safety (e.g. accidents, injury and
maltreatment, stability of care), enjoyment and achievement (e.g. cognitive development, school and
recreational engagement), making a positive societal contribution (e.g. social behaviour, self-esteem and
coping) and economic well-being (e.g. access to material resources or income).

Through stakeholder consultation, we adapted and refined these five QoL domains to reflect better the
needs and life priorities of children of parents with SMI. This innovative conceptual QoL model, grounded
in lived experience, is illustrated in and summarised in terms of the available evidence in Table 18. The trials in
our primary SMI synthesis most frequently measured children’s behaviour and cognitive function (n = 3,
100%).60,61,117 The trials in our secondary SMI synthesis (which was focused on severe parental depression)
most frequently assessed maternal mental health symptoms (n = 19,63,64,66,67,138,144–150,152–154,156–159 88%).
Only one randomised trial for parental depression reported outcomes quantifying children’s social
relationship quality and recreational engagement levels,63 and mental health literacy.142 Two trials for parental
depression measured children’s self-esteem,140,141 although only one reported data140 and one randomised
trial for serious parental mental illness reported on children’s problem-based coping skills.61

Outcomes pertaining to child safety were absent from the included literature and only one randomised
trial conducted in a developing country considered the impact of community-based interventions on
children’s physical health status.158 It may be that a relatively low incidence of reported child maltreatment
cases and a comparatively higher level of physical health within developed countries make these measures
potentially less accessible and less sensitive as short-term outcome data.

The emphasis on research- and parent-centred outcomes in part reflects the predisposition of evidence
towards the effects of early interventions on parental depressive symptoms and parenting in the first
2 years of life. Measurable and subjective QoL constructs may not emerge until school age and few HRQoL
measures are available for children under the age of 4 years.89 In preschool and infant children, family
context, parenting and parent–child relationship qualities arguably remain the only indicators of children’s
NIHR Journals Library www.journalslibrary.nihr.ac.uk



TABLE 18 Quality-of-life outcomes identified by stakeholder consultation, with total number of trials
providing data

Outcome level Outcome variable SMI Severe depression Total RCTs % RCTs

Primary outcomes QoL – – – –

Emotional well-being 1 7 8 28

Secondary outcomes Physical health – 1 1 3

Safety – – – –

Social function/behaviour 3 12 15 52

Social relationship quality – 1 1 3

Recreational engagement – 1 1 3

Family function 1 2 3 10

Parent–child relationship 2 8 10 34

Parent mental health symptoms 2 19 21 72

Cognitive function 3 5 8 28

Problem-based coping 1 – 1 3

Mental health literacy – 1 1 3

Self-esteem – 2 2 7
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QoL currently available. Our stakeholder consultation highlighted the potential importance of these
outcomes to children of all ages.

Family and parental experiences are generally accepted to remain an important component of children’s
life experiences and a key contributor to children’s QoL judgements, particularly when parents suffer from
SMI.7,100 Interventions that target maternal mental health or family function and monitor treatment effects
in terms of parental mental health symptoms, parenting behaviours or child-centred psychopathological
outcomes are thus likely to be relevant to children’s QoL, particularly when mentally ill parents and
children live together. The challenge that remains is in establishing how, and to what extent, these
outcomes translate into children’s own self-appraised QoL. Only one non-randomised trial included in our
syntheses sought to measure family functioning from the child’s perspective.

Quality of life is a multidimensional construct, and no single secondary outcome is likely to represent it
completely. However, our stakeholder panels suggested the importance of using measures of children’s
coping skills, mental health literacy and self-esteem; such measures were more commonly reported in
non-randomised and uncontrolled studies than in RCTs and, therefore, risk of bias was high. Our review
found that studies using group psychoeducation programmes or group psychotherapy models in primary
school-aged children and adolescents appeared to fit well with these more child-centred objectives and
specifically with the goals identified by our stakeholder participants. Therefore, these interventions may
exist as potential areas for further research and service development aimed at this population.

Child-centred QoL data have previously been collected in studies of vulnerable children from multiple
high-risk families. Approximately 2% of UK families are reported to suffer the combined effect of parental
illness, low income, lower educational attainment and poor housing, and this group is one of the most
vulnerable in society.14,18 However, many multirisk families are characterised and defined by social
deprivation indices rather than by mental illness; therefore, substantial numbers of children experiencing
parental ill health are missed. Although valuable lessons may be learned from the child-centred QoL data
collected from these samples, the specific needs of the two groups are likely to differ. Children living in
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economically deprived families will not necessarily be acting as informal carers and will not routinely
experience chaotic behaviour or repeated hospitals admissions of their parents.
Lack of follow-up data

The current synthesis has identified a lack of follow-up in existing RCTs. Across both our primary SMI and
secondary depression syntheses, almost all included trials (n = 26, 90%)60,61,63,65–67,138,140–143,145–159 conducted
outcome assessments post intervention or within 6 months of participant randomisation. Overall, only six
trials (21%) reported medium-term follow-up data of up to 1 year post randomisation141,143,147,152,154,158 and
six trials (21%) collected longer-term data after 1 year.64,117,141,144,152,167 The longest follow-up reported
5 years post randomisation and this was for a trial included in our depression synthesis.152 A lack of
long-term follow-up is not unusual in trials of psychological or behavioural interventions. For families living
with SMI, such data may have particular implications, not least because of the potential long-term effects of
enduring parental mental illness on children and the associated economic impact that these may have.2,219
Study validity

All but one of the trials included across our syntheses were judged to have unclear or high risk of bias
(i.e. they were poorer quality trials). The one exception was a trial of a community-based intervention for
severely depressed mothers in Pakistan.158 The generalisability of these findings to UK families and the UK
health context is not clear.

The very nature of non-pharmacological interventions poses some specific challenges to their evaluation.
Gold standard RCTs seek to eliminate bias through the random allocation of participants and the blinding
of intervention facilitators, participants and outcome assessors. However, while allocation concealment is
feasible in trials of behavioural interventions, blinding of intervention personnel and participants is difficult.
Independent and blinded outcome assessments are possible, but when the primary outcome is inherently
subjective (as is the case in QoL) the most valid measures may ultimately be those that rely on self-report.
In such situations, the difficulties in obtaining blinded outcome assessments from trial participants remain.
These challenges had to be taken into account when judging trial quality in the current review.

Despite the difficulties highlighted above, it is always possible to conduct well-designed trials using
random-sequence generation with adequate allocation concealment. Empirical evidence suggests that
differences in the methods of randomisation and allocation concealment can influence the ESs reported by
different trials.82 Allocation concealment is potentially more important than the method by which
allocation sequences are generated, since any effort to allocate participants randomly will be undermined
if trial recruitment and assignment methods remain open to manipulation.

In our primary SMI synthesis, risks of selection bias from inadequate randomisation and concealment were
high. Randomisation methods were not reported by two of the three trials included in this synthesis61,117

and the third used a sequential approach that could not be considered truly random.60 Allocation
concealment was not reported by any of the three trials. In our secondary depression synthesis, four out
of the 26 trials reported inadequate randomisation,66,67,144,157 and another 11 failed to report this
information (see Appendix 9, Table 37). Only six trials reported adequate methods of allocation
concealment.63,138,143,149,154,158 The potential for investigator bias in the allocation of trial participants
cannot, therefore, be ruled out.

In total, seven comparisons from six randomised trials employed a waiting list comparator
arm.66,67,140,142,146,148 While often used in trials of behavioural interventions, the validity of this approach is
difficult to establish. The primary purpose of a non-active comparison condition (i.e. a waiting list control)
is to enable the calculation of intervention effect, independently of any effect arising from natural
recovery. However, when clinical patients are allocated to a waiting list control, this can in itself influence
the size of the observed effect simply by implying that some form of treatment is required. Consequently,
waiting list controls may display more negative outcomes than would have occurred naturally and bias may
be observed in favour of the intervention. Conversely, waiting list controls may display more positive
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outcomes than would naturally occur in instances when participants view trial participation as finite and
therapeutic intervention impending. Therefore, the true effect of the waiting list comparator is difficult to
establish in our identified trials.

A further 19 comparisons were included which used routine care or ‘treatment as usual’ as the
comparator. Naturalistic treatments that occur simultaneously with either the comparator or intervention
arm of a trial may also introduce bias into observed effects, particularly if these treatments differ
substantially between the two groups. Such comparisons are not uncommon in health-care trials for which
ethical and practical constraints may limit the withdrawal of routine care.

The majority of studies were underpowered to test reported differences. In our primary SMI synthesis,
sample sizes ranged between 4161 and 51,60 with a median of 27. In our depression synthesis, sample size
ranged from 20148 to 903158 with a median of 53. Other risks of bias were also identified. No trials in our
primary synthesis specified their primary outcomes a priori and two out of three failed to present complete
outcome data raising the possibility of reporting bias. Risk of attrition bias was judged to be low in one of
the trials61 but unclear in the other two owing to inadequate reporting of the level or reasons for
participant withdrawal.60,117

Similar limitations were identified in the trials focused on severe depression. Attrition rates for these trials
ranged from 0%140 to 81%.157 Poor or absent reporting of the reasons for participant attrition means that
the possibility of systematic differences between those providing and not providing data cannot be ruled
out. Furthermore, a notable number of trials included within our syntheses exacerbated these constraints
by inadequately reporting their outcome data. Out of a total of 2960,61,63–67,117,138,140–159 trials eligible for
inclusion in one or other of our syntheses, 10 (34%)60,66,117,141,146–148,151,152,156 provided insufficient data for
one or more outcomes to enable the calculation of a standardised effect.
Objectives 2 and 3: evidence of effect and associations with
intervention characteristics
Current evidence is limited in both size and quality. Our findings are in line with older and non-systematic
reviews52,57 that noted a striking absence of high-quality evidence relating to the clinical effectiveness of
interventions and services for families of parents with SMI. Only three randomised or quasi-randomised
trials were identified that met the criteria for inclusion in our primary synthesis and none of these
presented validated measures of children’s QoL.60,61,117 We also considered poorer-quality evidence from
non-randomised trials, although we did not pool data across the different study designs. Only four
heterogeneous non-randomised trials were found.58,59,118,119 On the basis of this evidence, it not possible to
draw any meaningful conclusions of clinical effect.

There were sufficient data from the depression trials for four secondary outcomes to be combined to
produce pooled summary estimates of effect, although differences between populations, interventions and
outcome measures mean these results must remain preliminary. Substantial variation existed between trials
in terms of intervention models that were assessed. This heterogeneity limits the value of subgroup
analyses by making it difficult to distinguish between effects stemming from the content of the
intervention, the target of the intervention (i.e. parent, family or child) or the format in which the
intervention was delivered.

Owing to limitations in the available data, potential associations between user characteristics and effect,
and intervention characteristics and effect, could not be fully explored. Evidence comparing two active
intervention models was also limited by marked variation in the comparisons reported and the small
number of trials that were identified. No trials compared group to individual delivery formats for the
same intervention.
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Child-centred outcomes

Data pooling was not possible in our primary SMI synthesis. In our secondary depression synthesis, five
trials contributed data to a meta-analysis comparing the effect of any variant of community-based
psychosocial intervention to a waiting list/treatment as usual control on children’s short-term emotional
health.63,66,67,140,160 Pooled ESs suggested no significant short-term improvement in children’s emotional
health. A trend towards larger effects in poorer quality trials was observed. The small number of trials
contributing to this analysis prevented any further subgroup analysis, which, in turn, limits the meaningful
interpretation of the findings. Follow-up data for longer-term outcomes (> 6 months) were sparse
and the pooling of medium- and long-term follow-up data did not occur. In the absence of
high-quality research evidence, it is difficult to recommend any specific community-based interventions for
improving the mental health of children born to parents with SMI.

Eight depression trials contributed data to a meta-analysis comparing the effect of any variant of
community-based intervention to a waiting list/treatment as usual control on children’s social function
and behaviour.63,66,67,140,142,147,154,160 Pooling these data produced non-significant results. Sensitivity
analysis suggested that higher-quality trials may be associated with statistically significant effects,
although overall ESs remained small. Once again, insufficient evidence is available on which to base
firm conclusions.

Outcomes relevant to children’s physical health, safety, social relationship quality, recreational
engagement, self-esteem, cognitive functioning, problem-based coping and mental health literacy were
too limited to draw conclusions. The absence of these specific data from the existing evidence base and
the overall dearth of evidence examining QoL in the children of parents with SMI suggests highlights an
urgent need for services and research to include a wider range of child-centred QoL outcomes in the
development, evaluation and implementation of new interventions and care pathways.
Parent-centred outcomes

The pooling of parent-centred outcome data was not possible in our primary SMI synthesis, owing to an
overwhelming lack of data, exacerbated by the selective reporting of some outcomes. A lack of rigorous
evidence severely limits the capacity to draw conclusions and indicates a pressing need for further work.

Parental mental health symptoms were the most commonly reported secondary outcome in our depression
synthesis. Meta-analysis of these data suggested a significant medium to large effect of community-based
interventions, and particularly psychotherapeutic interventions, on parents’ short-term mental health.
Preliminary evidence suggests however that these effects may diminish over time. In order to confirm these
findings, a greater number of trials with longer-term follow-up are required.

Six trials contributed data to a meta-analysis comparing the effect of any variant of community-based
psychosocial intervention to a waiting list/treatment as usual control on parents’ responsiveness to their
children.63,66,67,150,152,160 Pooling these data produced a medium to large result, suggesting a significant
short-term improvement in parenting behaviours post intervention. Confirmation of these findings once
again demands a greater number of high-quality trials.

In summary, our synthesis suggests that there is insufficient evidence of an effect of community-based
interventions on children’s QoL. Although positive effects were observed for short-term, parent-centred
outcomes, there is currently no evidence that these effects are maintained long term. Evidence that
community-based interventions improve relevant child-centred outcomes is particularly sparse. An
overwhelming lack of interventions aimed directly at older children and adolescents, who are best able to
provide reliable and direct reports of their experience, has limited the number of studies providing
subjective, child-centred measures.
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Objectives 4 and 5: intervention acceptability and facilitators
and barriers to implementation
Commensurate with the findings of our clinical effectiveness and cost-effectiveness reviews, a paucity of
high-quality acceptability data were found. The majority of data that exist are quantitative in nature and
pertain primarily to parents with severe depression. Quantitative data show low response variability,
measure participant satisfaction only with those aspects of an intervention deemed to be of interest a
priori and may be influenced by a lack of knowledge of, or access to, alternative treatments. In-depth
qualitative studies of the views of parents with SMI, and, more importantly, of the views of their children,
are lacking.

The overall pattern of findings from the quantitative data included in this synthesis is that parents with SMI
generally hold community-based interventions in high regard. Whole-family assessments delivered via adult
mental health services may thus hold promise as a potentially viable means of accessing and engaging
these vulnerable families and children. Estimates of rates of intervention uptake and adherence compare
favourably to those of other community-based services aimed at adults with SMI, although the inconsistent
reporting of these data highlights a need for more rigorous evaluation. Satisfaction data also demonstrate
positive results, although common weaknesses in these data include a predominance of small study
samples, a poor reporting of participant response rates, a risk of social desirability bias and likely attrition
biases emanating from a focus on intervention completers.

Limited qualitative data suggest that the acceptability of community-based interventions for parents with
severe depression may be enhanced by including group-based activities and/or normalising components
aimed at reducing parents’ sense of social isolation and stigma. The generalisability of these findings to
parents with SMI is as yet unclear. In our primary synthesis, for which rates of attrition were high and
reasons for attrition identified, chaotic family life and loss of children to custody were identified as
prominent causes. In such instances, intervention may be of even greater importance to support a
continuing parent–child relationship. Assumptions should not be made about the relevance or outcome of
interventions when children are not living with their parents.

Current UK policy continues to advocate greater support for families and children affected by mental
illness, including working directly with children. As it is recognised that different families will have different
and multifaceted needs, then it is likely that a multiagency approach will be required. This necessitates
child and adult mental health services being able to work seamlessly together with other agencies,
specifically statutory education and social-care services and a growing number of third-sector services
working in this area. Extended services in the NHS context, outreach services linking the NHS to the
community and community-based services involving other agency organisations may all have a role.
However, the fear of child custody losses as a barrier to accessing support is an important finding and
those working with such families need to remain sensitive to this concern. Our synthesis has suggested
that the establishment of a trusting and non-judgemental relationship, in which intervention providers
view participants as parents rather than patients, may be a key contributor to adult-orientated
interventions. It is important, therefore, that this finding is given adequate priority in future service
planning and staff training initiatives. Ultimately, those contexts that are most embedded within family
routines, such as schools, community centres and patients’ own homes, may offer the most viable
locations in which to deliver interventions to children and families affected by SMI. At present, however,
rigorous research evidence on this issue is lacking and qualitative assessments of child-focused
interventions are particularly sparse. In summary, there currently exists insufficient evidence on which to
base any firm conclusions regarding the acceptability of community-based interventions aimed at
improving or maintaining QoL in the children of parents with SMI.
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Objectives 6, 7 and 8: cost-effectiveness of community-based
interventions and value of future research
To date, studies have failed to consider the economic implications or cost-effectiveness of
community-based interventions for improving or maintaining QoL in the parents of children with SMI. With
respect to our primary SMI synthesis, no studies were identified that included a consideration of the costs
or the consequences of the interventions under evaluation. In our secondary depression synthesis, only one
non-randomised evaluation was located. While this economic evaluation was clearly unique, it was not
without limitations, including a high risk of bias and a narrow assessment of costs and effects.
Furthermore, the study focused on the costs and benefits from the perspective of the mother, so cannot
be used to directly support resource allocation decisions to improve the QoL of children.

As a result of the absence of economic resource use and cost data, it is not possible to estimate the cost
burden associated with children and adolescents of parents with SMI or severe unipolar depression. In
addition, the absence of clear evidence to support the clinical effectiveness of specific interventions,
combined with an absence of economic data, rendered economic modelling of cost-effectiveness
(and any subsequent VOI) impossible. Therefore, it is not possible to come to any conclusions regarding
the cost-effectiveness of alternative interventions to support these young people.

The lack of a cost-effectiveness model meant that it was not possible to quantify the value of collecting
further information formally. However, conservative estimates suggest that between approximately 50%
and 66% of people with SMI will be living with children under the age of 18 years11 and that around
175,000 children provide informal care for a parent or sibling,5 almost one-third (29%) of whom will care
for a relative with a mental health difficulty.6 It is likely then that there is potential value in developing
interventions for this population and in the collection of good-quality evidence on their costs and effects.
A cost-effectiveness model requires long-term outcomes, which, in this context, may include time in social
care, mental health problems and other morbidity in childhood and adulthood. Therefore, as well as
undertaking short-term trials to quantify the effect of interventions on child-centred QoL, cohort studies
would likely also be of value to help map between these shorter-term measures and longer-term health
and social-care outcomes.
Strengths and limitations in evidence synthesis

This is the largest and most comprehensive review of evidence for the clinical effectiveness,
cost-effectiveness and acceptability of interventions for parents with mental illness. It is the first and only
review focused on children and children’s QoL in families with SMI. It is strengthened by a number of
methodological features.

First, stakeholders, including service users, contributed to the development of a QoL framework for the
population under review, from which we identified our primary and secondary outcomes. We also gained
stakeholder comment on the draft report and include their conclusions and recommendations in our
final report.

Second, systematic searches were undertaken using 19 electronic health, allied health and educational
databases from database inception to May 2012. These searches were supplemented with reference
checking, hand searching, targeted author searches, forward citation searching, grey literature searches
and searches on theses and ongoing research. All databases were searched from their inception until
November–January 2011. Search terms were deliberately kept broad and a substantial number of
potentially relevant articles were located. A total of 34,659 articles were initially identified, of which 51
were selected for full assessment following a rigorous, gold standard systematic review approach.82 It is
possible that some articles of relevance were not found or were mistakenly excluded but the breadth of
these searches and the fact that two reviewers independently judged study inclusion substantially lessens
this possibility.
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It is possible that new literature will have emerged while preparing this HTA report for publication. To
assess the likely magnitude of literature published during this time, we undertook an updating search on
the MEDLINE database in May 2012, using identical search terms to those used in the original searches.
After deduplicating and excluding studies included in the previous searches, 124 studies were retrieved.
After screening titles and abstracts, five new studies appeared to be potentially eligible for inclusion. On
closer inspection, two of the five studies had already been included in our synthesis and two did not meet
our inclusion criteria. Hence, only one additional study would have been eligible for inclusion.220 This study
reported longer-term follow-up outcomes for an RCT already included in our secondary depression
synthesis.143 The effect of a family group cognitive–behavioural intervention was compared with a
parenting-based psychoeducational intervention on mental health outcomes in children aged 9–15 years
with parents with a history of MDD. Children in the intervention group reported significantly lower levels
of anxiety and depression and internalising symptoms at 18 months and significantly lower self-reports
of externalising symptoms at 18 and 24 months (odds ratio = 2.91). Given the small number of
studies reporting this type of comparison, it would not have been possible to include these data in a
meta-analysis.

Nonetheless, there exist a number of limitations in the validity of our findings and in the generalisability of
this review. The lack of high-quality, randomised evidence and the very small number of studies meeting
our inclusion criteria meant it was not possible to undertake meta-analysis for any outcomes in our primary
synthesis. A narrative synthesis was instead presented. In our secondary depression focused synthesis,
sufficient data were available to meta-analyse two child-centred and two parent-centred secondary
outcomes identified by our stakeholder panel. Too few studies were available to report medium- and
long-term follow-up effect or to fully consider the associations between different intervention
characteristics and intervention effect.

Inclusion of poorer-quality trials increased the risk of confounding. We used the Cochrane checklist for
non-randomised studies and only included randomised or quasi-randomised trials potentially capable of
creating similar groups. Four trials in our primary synthesis and four trials in our depression review were
quasi-randomised studies. Sensitivity analyses suggested these trials demonstrated systematic differences in
their effects. Possible bias from selective outcome reporting must also be acknowledged. Ten trials
provided insufficient data to contribute to one or more of the meta-analyses undertaken. It is unclear how
inclusion of these trials may have influenced the pooled-effects since many provided little or no narrative
of their findings. The possibility of publication bias could only be formally explored for one secondary
outcome, which, in this case, was parents’ depressive symptoms. Funnel plots drawn from the data
showed no evidence of bias, although the relatively low power of the associated regression test suggests
that such bias cannot be definitively ruled out.

We adopted a systematic and rigorous approach to study eligibility judgements. A number of UK studies
have reported child-specific QoL outcomes within the last decade. These data typically apply to
interventions delivered in the social-care sector, such as Homestart or Surestart.221,222 Such studies target
high-risk or multirisk families, in which risk is defined predominantly in terms of broad social deprivation
indicators rather than parental mental illness. The needs of children within such families may be
qualitatively very different from those in our syntheses since the majority of participants within such studies
are not seriously mentally ill. However, we acknowledge that some evidence relevant to our target
population will have been excluded through these studies failing to meet our inclusion criteria.

In the absence of an internationally agreed standard for SMI, irregularities in its scope and classification
invariably exist. The current synthesis operationalised a working definition of SMI that prioritised those
disorders most commonly indexed. For the purpose of our primary synthesis, trial eligibility criteria required
> 50% of parent participants (or the parents of child participants) to have a primary diagnosis of
schizophrenia or related disorder, puerperal or non-puerperal psychosis, personality or borderline
personality disorder and/or bipolar disorder, either alone or alongside with secondary mental health
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diagnoses. The 50% cut-off was an arbitrary but necessary criteria but consensus on how to deal with
mixed populations in evidence syntheses is lacking.

Our second synthesis targeted populations in which≥ 50% of parents experienced severe unipolar
depression. This synthesis was undertaken in response to broader definitions of SMI that encompass this
disorder and guidance received from our advisory panel. However, within this synthesis, some unique
challenges were presented. Diagnostic measures of MDD such as the DSM, ICD and RDC were
considered the gold standard for the classification of severe mood disorders and all but two trials met
these criteria at the time of recruitment.148,149 The remaining two studies did not confirm diagnoses but
were included on the basis that they met our criteria for substantially elevated symptoms at baseline.

Prior evidence syntheses have acknowledged that studies rarely employ diagnostic specifiers beyond those
distinguishing between major and minor depressive disorders and that as such, greater specificity of target
populations is not normally possible. Nonetheless, the extent to which MDD acts as a SMI in this context
is debatable.

The parents recruited to the trials included in our syntheses showed considerable variation in baseline
symptoms, ranging from mild to severe on validated self-reported depression scales. Many patients with
chronic and severe depression experienced fluctuations in symptom severity and this range of symptoms
may ultimately reflect the variation that health-care professionals are likely to encounter clinically in service
users. Service users may choose to access services for themselves and their children both during, and
outside, severe symptomatic episodes. A clinical diagnosis of severe unipolar depression may not equate to
the severity of symptoms and functional impairment experienced in serious illnesses such as psychosis or
bipolar disorder. Further consideration should be given to the optimal method of identifying families and
children affected by serious parental mental illness and to the possibility that functional outcomes, rather
than diagnostic indicators, may be more appropriate markers of illness presence and severity.

Finally, our synthesis remained heavily focused on evidence of effects from interventions for depressed
mothers with infant children. The generalisability of our findings to families living with other SMI, to older
children and adolescents and to families in which fathers have SMI, is limited.
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Chapter 8 Conclusions

The primary aim of this systematic review was to provide a full evidence synthesis of the clinical
effectiveness, cost-effectiveness and acceptability of community-based interventions for improving or

enhancing QoL in children of parents with SMI. The development of successful care pathways capable of
delivering evidence-based health and welfare services to families in these circumstances demands clear
evidence of intervention effect alongside the successful integration of child and adult services including
both statutory and non-statutory agencies. At present, clinical services have little choice but to rely on ‘best
guess’ approaches, without clear evidence to guide them towards the most effective options.
Recommendations for practice
This review has confirmed that the existing evidence base for community-based interventions to enhance
the QoL in children of parents with SMI remains severely underdeveloped. In its current form, it cannot
provide an adequate rationale on which to base UK service development or delivery.

The overwhelming lack of contemporary data on clinical effectiveness, cost-effectiveness and acceptability
of interventions for families affected by serious parental mental illness (data that would most closely relate
to current practice and to the real life experiences of UK children today) must be of particular concern to
the UK NHS Commissioning Board. Our primary evidence synthesis only identified three randomised trials
eligible for inclusion, all of which were conducted in the USA more than two decades ago. Service
configuration models and the interface between adult psychiatric services, children’s services and social
care are likely to vary considerably between countries and changes in service provision across time limit the
applicability of this older literature. Equally, children’s QoL judgements are likely to be influenced by the
cultural and temporal contexts in which they occur. Therefore, doubt exists as to the generalisability of this
limited evidence to contemporary UK health- and social-care settings.

Despite many of the data in this review being relatively old, current consensus within the broader child
mental health arena is that parenting interventions (particularly the Triple P and Webster–Stratton models)
and cognitive–behavioural therapies are two of the most effective approaches for a range of childhood
mental health concerns (anxiety, depression and serious behavioural disorders in particular). Indeed, the
first wave of the recently announced Improving Access for Psychological Therapies (IAPT) Children and
Young People’s programme has focused entirely on these two approaches. Later waves of the programme
will also include systemic family and interpersonal therapies. Unlike IAPT services for working age adults
who have successfully established separate community and primary care-based services, those trained in
children’s IAPT are expected to be integrated into secondary care. A possible benefit of this configuration
is that adult mental health services may be able to liaise directly with child and adolescent mental health
services to obtain support for the children of parents with SMI in the future. The embedding of children’s
IAPT into secondary care may also mean that such services are limited to those in the greatest or most
urgent need of support. Therefore, further developmental work is likely to be required before effective
evidence-based services can be routinely provided to all children of parents with SMI.
Recommendations for research
Our findings have clear implications for future research. The new NHS Commissioning Board intends the
development of evidence-based services to deliver care quality improvements against clear agreed
standards.223 Without such evidence, service providers will fail to deliver adequate care improvements within
services and funding will only follow services that can demonstrate adequate standards of care delivery,
improved quality of care for clients and value for money. The design of studies that focus on user-centred
values such as QoL are an important aspect of gathering evidence for this new commissioning agenda.
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Appropriate research methodology

Future studies must include designs with properly framed a priori research questions and adequate
methods and power to deliver answers. Trials must follow appropriate randomisation and allocation
procedures, with formal monitoring of intervention uptake and adherence rates. Appropriately validated,
child-centred and age-appropriate primary outcomes measures for QoL should be employed. Trials
must ensure full reporting of primary outcome data and incorporate longer as well as shorter-term
outcomes. The need to nest qualitative studies to provide in-depth information about the intervention
(e.g. acceptability, usefulness, content) within these trials and to collect high-quality cost data cannot
be overemphasised.

At present, the scale of the gaps in the evidence indicate a clear need for the identification and large-scale
evaluation of existing interventions that may offer promising effects. A substantial programme of pilot
work, consistent with the philosophy of the Medical Research Council framework for RCT development,
is advocated.224,225
The need for developmental and modelling work

Rigorous evidence is required to underpin the development of acceptable and feasible community-based
interventions for improving or maintaining QoL in the children of parents with SMI. A recurrent theme in
this report is the need for intervention design and outcome measurement that is child-centred. The current
synthesis has found a striking lack of evidence for family- and child-based interventions and, therefore,
feasible, acceptable and innovative interventions that meet the needs of both children and parents may
have to be developed. Particular focus is needed on the optimal content, structure and delivery
mechanisms of these interventions and the likely commonalities and differences between
community-based interventions for different age groups. Such work may successfully be achieved via a
programme of rigorous developmental work that includes a large-scale stakeholder survey, face-to-face
stakeholder consultation events and an in-depth exploration of relevant issues using standard qualitative
approaches. This work must give due consideration to the likely skill mix required to deliver the
interventions and the potential facilitators and constraints present in the health-care systems that
will host them.

Additional effort may usefully be spent conducting a scoping review of third-sector services. The present
synthesis undertook a systematic and comprehensive search of material generated by user-led and
voluntary sector enquiry and identified no RCTs from these sources. However, it is possible that
third-sector services represent an important and neglected route into child- and family-centred
interventions, as well as a potentially important means by which to engage these service users. Our
acceptability review suggested that many parents feel stigmatised by SMI, while children may place high
significance on peer support and respite. Templates for interventions that may usefully address these
concerns may be found in third-sector services in which the drive for the routine integration of structured
and evidence-based services maybe less pressing. Our acceptability review also suggested that parents’ fear
being judged by health services and professionals. It is likely that substantial preparatory work would be
required to recruit families and to encourage them to share their perspectives. Engaging users outside
statutory services may help to minimise inequalities in the research relationship.

Greater evidence is also required to underpin the identification of valid QoL measures for the children of
parents with SMI. This could successfully be achieved by undertaking a comprehensive and systematic
review of children’s needs and experiences and by conducting a series of qualitative studies aimed at
delineating the QoL priorities of different groups. Due consideration should be given to determining the
relevance of existing QoL measures to the children of parents with SMI and to establishing potential
differences in the QoL priorities of children of different ages. When necessary, a programme of work
should be undertaken to develop and validate new age-appropriate measures of HRQoL for these
populations. Our stakeholder consultation identified some key challenges and needs among children of
parents with SMI that are supported by the findings of other empirical work. Population specific measures
that take account of these issues may well be more sensitive to changes and more effective at detecting
NIHR Journals Library www.journalslibrary.nihr.ac.uk



DOI: 10.3310/hta18080 HEALTH TECHNOLOGY ASSESSMENT 2014 VOL. 18 NO. 8
treatment effects. We recommend that any QoL measures that are newly developed be done so with the
meaningful involvement of their target participants.
The need for exploratory trials

At an intermediary stage, a series of exploratory trials may be advocated. These pilots should evaluate the
effects of the most feasible and acceptable interventions emerging from the modelling work described
above. Two tentative observations can be made:

First, in order to directly improve children’s QoL, direct consideration should be given to interventions
(or components of interventions) aimed at family functioning and the parent–child relationship, two
components that were identified as key outcome domains by our stakeholder panel. Rigorous evidence of
the clinical effectiveness of parenting-based interventions in families experiencing SMI is lacking, although
feasibility and acceptability data have been collected using video-guidance techniques in new SMI mothers
to improve maternal sensitivity to infants and mother–infant interactions.70,226 Manualised parenting
interventions with proven efficacy in multirisk families exist as other potential candidates for modification
and piloting in this group. Pilot trials should recruit families with clinically diagnosed serious parental
mental illness and draw comparisons between the effectiveness and acceptability of these interventions
compared with usual care in different settings. Outcomes should include family-based, as well as
parenting-based measures, reported from the child’s perspective whenever possible. Specific attention may
need to be given to intervention uptake and adherence and the feasibility of delivering and evaluating
these interventions in a hard-to-access group.

Second, and most importantly, consideration should be given to interventions aimed specifically at the
children of parents with SMI. As part of the current work, stakeholder consultations identified a range of
service outcomes relevant to this target population. These included aspects of family functioning and
parental well-being but also extended to include children’s social relationship quality, recreational
engagement, self-esteem, problem-based coping skills and mental health literacy. It is debatable whether
or not these outcomes could be improved by parenting interventions alone. Further research aimed at
developing truly child-centred health- and social-care services thus needs to consider ways of addressing
these potentially important components of QoL. A key empirical question is whether or not children’s QoL
can be improved independently of parenting behaviour or parental psychopathology and which
combination of parent, child- and family-based interventions will lead to the greatest effect.

A key aim of this work should be the delivery of a manualised or sufficiently structured intervention to
permit its routine integration into UK clinical practice. It is acknowledged that, while the children of
parents with SMI remain at significantly greater risk of psychiatric mental health difficulties, they will not
invariably have clinically significant mental health difficulties of their own. The limited data synthesised
within our acceptability review suggests that psychoeducational and psychosocial approaches may
ultimately constitute feasible and acceptable services for these individuals. Such interventions have
increasingly been adopted by non-UK services. The Australian COPMI model is noteworthy in targeting
multiple outcomes prioritised by our stakeholder group. Strengths-based programmes such as these aim to
enhance a child’s resilience and self-esteem by combining psychoeducation, social support and recreational
respite activities. However, these services have not been developed within a research framework and
current evidence of their effect remains poor. To date, evaluations of COPMI models have been
non-randomised or uncontrolled in their design. Similarly, studies provide no information about the likely
costs and benefits of these interventions or the maintenance of their effects over time. The short- and
longer-term value of these approaches currently remains unclear.

New UK research should focus on whether or not, and how, group-based psychoeducational programmes
deliver benefit to children compared with standard care across settings. They should also consider the
relative acceptability and effectiveness of child-orientated psychoeducation and child-orientated
psychotherapies on children’s overall QoL. We recognise that placing children at the centre of care
planning may be challenging in a context in which child and adult mental health and social-care services
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are managed separately. The delivery mechanisms and care pathways needed to support these
child-focused interventions, and the likely feasibility of studies designed to evaluate them, will have to
take these operational considerations into account. Higher-quality evidence from user-centred research
may ultimately facilitate partnership working in this highly complex and sensitive area.
Future research priorities
In summary, there is currently a dearth of evidence regarding the clinical effectiveness and
cost-effectiveness of community-based interventions to improve or maintain QoL in children of parents
with SMI. Before undertaking a large-scale and potentially cost-intensive trial, further research is required:

l First, evidence is required to underpin the identification and development of feasible health- and
social-care interventions for children and families experiencing serious parental mental illness. This may
be achieved via a large-scale audit and scoping review designed to map current service provision across
statutory and non-statutory services. Professional stakeholder consultation events designed to ascertain
the likely facilitators and constraints in the host health-care system are also recommended.

l Second, evidence is required to underpin the acceptability of any promising or newly developed
interventions. This may be achieved most easily via child-centred developmental work undertaken with
children, parents and families with lived experience of SMI. Qualitative work, including individual
interviews and focus groups, is needed to ascertain the optimal content, format and delivery
mechanism of any new interventions required.

l Third, effort is required to ascertain the likely uptake and optimal recruitment methods for any future
evaluative research study. This evidence may be most easily achieved via the two studies described
above, with additional data collection relevant to the processes and contexts through which children
and families may most successfully be accessed.

l Fourth, evidence is required to underpin the relevance of existing QoL measures to the children of
parents with SMI. This would be achieved most successfully by extending the developmental work
undertaken with stakeholders as part of this review. This would include a comprehensive and
systematic review of children’s needs and experiences as well as a series of qualitative studies aimed at
delineating the QoL priorities of children of different ages and experiences of different parental mental
health disorders.

l Subsequently, an exploratory randomised trial may be conducted. Manualised parenting interventions
with proven efficacy in multirisk families and group-based psychoeducational programmes exist as
potential candidates for modification and piloting in this group. Trials should seek to compare these
interventions with routine care, with additional training on intervention content and delivery being
provided for health-care professionals or paraprofessionals. Short-term outcomes should include
family-based as well as parenting-based measures, reported whenever possible from the
child’s perspective.

l Only then should interventions with promising effects be subjected to a large-scale rigorous RCT
designed to assess both clinical effectiveness and cost-effectiveness. Appropriately validated, primary
outcomes should be collected over the longer as well as shorter term and nested qualitative studies
designed to examine user and staff perspectives should be included. Opportunities to extend data
collection via a longitudinal cohort study should be considered.
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Appendix 1 Initial themes from stakeholder
consultation
Metatheme Child participants Parent participants Professional participants

Child mental
health

High anxiety regarding parents’
health and well-being. Daily
stressors related to lack of
resources, family conflict.
Children engaged with primary
care and in receipt of
anti-depressant medication

Concern that illness leads to
common mental health
problems in children. Concern
that SMI will be inherited.
Desire for children to be
emotionally healthy and resilient
to SMI

Children fear they may develop
a mental health problem.
Children frequently experience
anxiety regarding parents’ and/
or own health

Child social
functioning/
behaviour

Could feel isolated because of
differences between themselves
and their peer group

Concern that their illness had
caused behavioural or cognitive
problems in the child

Social withdrawal and
distancing in children possible.
Erratic or poor behaviour may
develop

Social
relationship
quality

Friends important for ‘normal’
interaction/distraction

Concern that children did not
bring friends home. Friends
important for ‘normal’
development and emotional
health

Children may be protected by
the availability of social
support. Presence of a
supportive adult was important

Opportunities
for
recreational
engagement

Used hobbies and social
activities as a mechanism for
reducing stress. Independently
getting out of the house was
often important. Friends and
time to socialise was important
to well-being

Concern they did not take their
child to recreational activities.
Children’s need for
independence was recognised
but it can be hard to allow this.
Support from wider family
helped

Children may be protected by
the availability of social
support. Presence of a
supportive adult was important

Child
self-esteem

Children express a need for
autonomy

Children need to have a strong
character to cope.
Encouragement of hobbies and
interests to facilitate children’s
self-esteem

Need to build children’s
confidence, aspirations and
inner strengths

Child coping/
problem
solving

Children want practical
solutions to help

Want child to develop practical
and effective skills to be
mentally healthy in the future

A need to services to foster
empowerment, resilience and
advocacy in children

Child mental
health
literacy

Confusion and disorientation
about parents’ behaviour adds
to stressors. Information about
a parent’s condition and care
very important. Lack of
information available

Found it useful to be able to
explain mental illness in an
age-appropriate manner

Children often want
knowledge about mental
health problems and services
to retain control

Family
functioning
and conflict

Were concerned for the
well-being/stability of the family
unit. Enjoyed spending quality
time with their families

Had experienced conflict with
family members

Important for services to
understand the needs of the
whole family as well as the
needs of each individual

Parental
mental
health
symptoms

Unpredictability of a parent’s
responses difficult to manage.
Concern regarding parents’
safety, well-being and
future life

Hospitalisation had led to
unwanted separation from
the child

Child’s basic needs may not
always be met. Deficits
exacerbated in times of crisis.
Child may have responsibility in
terms of looking after
themselves, siblings or parent
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Metatheme Child participants Parent participants Professional participants

Quality of
parent-child
interaction

Strong desire for warmth and
responsiveness from parents.
May feel like a target for their
parents’ hostile behaviour

Awareness that their behaviour
can be erratic, particularly with
regard to boundaries and
anger. Guilt over perceived
inadequate parenting and lack
of quality time together

Inconsistency of parental
behaviour may cause the child
to feel responsible. Parents
may be emotionally unavailable

Economic
resources

Wanted more money to
alleviate everyday financial
pressures and to enable the
family to go on outings.
Financial hardship led to lack of
food, hunger. Found that low
family income differentiated
them from their peers

Perceived a lack of material
possessions owing to reduced
income. Experienced a lack of
or erratic provision of activities
for the child owing to financial
hardship

Financial stability important for
the whole family
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Appendix 2 Study protocol
1. Background
Improving the lives of children born to parents with serious mental illness (SMI) is an urgent political and
public health concern. A substantial proportion of children and adolescents experience SMI in family
members. Approximately 50% of adults seen in mental health services are parents with dependent
children,8 with variation depending upon the country, clinical setting and population studied.52 The burden
placed on these young people is substantial. Research shows that serious parental mental illness is
associated with increased risk of adverse outcomes in children. Short-term outcomes include poorer
psychological and physical ill health, behavioural and developmental difficulties, educational
underachievement and lower social competency.23,25–27 Longer-term outcomes extend into adulthood and
may include social or occupational dysfunction, lower self-esteem, increased psychiatric morbidity and
alcohol or substance misuse.38–40
2. Review Objectives
The aim of this project is to apply rigorous evidence synthesis techniques to evaluate current evidence of
the effectiveness and cost-effectiveness of community-based intervention in maintaining or improving
quality of life children of parents with Serious Mental Illness (SMI). The objectives of the work are to:

1. Provide a descriptive overview of all the evidence for community-based interventions for improving
quality of life in children and adolescents of parents with serious mental illness, with specific reference
to intervention format and content, participant characteristics, costs and QoL outcomes measured.

2. Examine the clinical effectiveness of community-based interventions in terms of their impact on a range
of outcomes, particularly those likely to be associated with quality of life for children and adolescents of
parents with serious mental illness.

3. Examine, wherever possible, potential associations between intervention effect and delivery including
intervention format and content, prioritisation of child outcomes, child age group, parental mental
health condition, family structure and residency.

4. Examine the acceptability of community-based interventions intended to improve quality of life for
children and adolescents of parents with serious mental illness in terms of uptake, adherence and
patient satisfaction.

5. Estimate the cost-effectiveness of community-based interventions in improving quality of life for
children and adolescents of parents with serious mental illness.

6. Assess key factors influencing the acceptability of and barriers to the delivery and implementation of
community-based interventions for improving quality of life in children and adolescents of parents with
serious mental illness.

7. Identify, from the perspective of the UK NHS and personal social services, research priorities and the
potential value of future research into interventions for improved quality of life in this population.
3. Criteria for considering studies for this review
l Population: Children or adolescents aged 0-17 years with a parent (or adult assuming a parental role)
with a serious mental health condition. In accordance with the user perspective,104 serious mental
health conditions will include clinically diagnosed (ICD-10 or DSM-IV) schizophrenia, psychosis, severe
affective mood disorders, borderline personality disorder and personality disorder, with or without
substance misuse co-morbidity. Severe postnatal depression and puerperal psychosis will be included.
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l Interventions: Any community-based, health, social care or educational intervention
(e.g. psychoeducation, parental skills programs, dyadic therapies, individual, group or family-based
therapies) aimed at the young person, their parent or family unit.

l Comparators: All controlled studies meeting eligibility criteria, irrespective of their control
condition. Comparisons of two or more active interventions or of an active treatment with a
‘no treatment’ comparator will be included.

l Outcomes (Effectiveness): Primary outcomes will comprise validated generic (e.g.SF-36) or
population-specific quality of life measures (e.g. PQ-LES-Q, PANOC-YC20, KIDSCREEN), and/or
child-centred mental health symptoms (e.g. anxiety, depression). Secondary outcomes will comprise
additional QoL indicators relevant to the UK’s Every Child Matters agenda86 and defined by stakeholder
consultation, early QoL mediators (e.g. parenting skills) and parental mental health symptoms.

l Outcomes (Acceptability): For the purposes of this review, acceptability will be defined and sub-divided
into intervention uptake, adherence and participant satisfaction.

l Design (Clinical Effectiveness): Priority will be given to those designs in which a comparator or control
group is present, i.e. randomised controlled trials, quasi-experimental controlled studies and controlled
observational studies (cohort studies and case control studies). Other designs will only be included
where no other evidence exists to address the review objectives and will be summarized for the
purposes of informing future research priority-setting.

l Design (Acceptability): Acceptability will be assessed via studies that (1) ask participants and parents for
their views using qualitative or quantitative methods; and/or (2) quantitatively record non-participation,
withdrawal and adherence rates in studies examining effectiveness. Qualitative research will be defined
as those studies that collect data using specific qualitative techniques such as unstructured interviews,
semi-structured interviews or focus groups, either as a stand-alone methodology or as discrete part of
a larger mixed-method study.

l Design (Cost-Effectiveness): Synthesis of the cost-effectiveness evidence will, prioritise randomised
controlled trials, quasi-experimental controlled studies and controlled observational studies (cohort
studies and case control studies). Other designs (i.e. uncontrolled costing studies) may be included for

the purpose of populating the decision model.

Exclusion criteria will include case studies, opinion papers, descriptive studies, editorials,
non-English-language publications, evaluations of physical or pharmacological interventions without any
psychosocial component.
4. Search strategy

4.1 Electronic Searches

An extensive search will be undertaken for qualitative and quantitative literature. To identify evidence
relevant to the clinical effectiveness and/or acceptability of interventions, searches will be undertaken on
the following electronic databases:

1. Health and allied health literature: MEDLINE, CINAHL PSYCInfo, EMBASE, HSRProj, HMIC
2. Social work: ASSIA, CSA, SCOPUS, IBSS, Social Services Abstracts Social Work Abstracts, Social Care

Online, Childata, CommunityWISE
3. Education: ERIC AUEI, BRIE
4. Other evidence-based research: CENTRAL, DARE, CDSR ISI WoS including SSCI, AHCI, SCIEXPANDED,

ReFeR, metaRegister of Controlled Trials, National Criminal Justice Reference Service Abstracts. The
publically available SCIE database developed for the SCIE ‘scoping exercise’ into interventions to
support parents with SMI and their families will also be searched.58

Economic evidence (resource use, cost and cost-effectiveness data) will be located through the clinical
effectiveness and acceptability search strategy described above, plus additional relevant economic
databases: the NHS Economic Evaluation database (NHS EED), the Paediatric Economic Evaluation database
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(PEDE), the Health Economic Evaluations database (HEED), the American Economic Association’s electronic
bibliography (EconLit) and the IDEAS economics database.
4.2 Searching other resources
1. Material generated by user-led or voluntary sector enquiry will be identified via electronic databases for
grey literature, internet search engines and websites for relevant UK government departments and
charities, specifically British National Bibliography for Report Literature, GOOGLE Scholar, Mental Health
Foundation, Barnardos, Carers UK, Childline, Children’s Society, Depression Alliance, MIND, AnxietyUK,
NSPCC, Princess Royal Trust for Carers, SANE, The Site, Turning Point, Young Minds.

2. Additional studies will be identified by scanning the bibliographies of recent reviews and newly
retrieved articles, by brief targeted author searches and forward citation searching and via requests to
members of the review’s advisory panel.

3. Authors of ongoing and recently completed research projects will be contacted directly to enquire
whether or not the research has been completed and if there are any subsequent publications
(e.g. SCIE parental mental health and child welfare network).
4.3 Search Limits

All databases will be searched from their inception to the date of the search. Searches will be limited to
English-language publications. No other geographical restrictions will be applied. The relevance of
international literature and initiatives to the UK health system will be considered against the stated
inclusion criteria, in conjunction with stakeholder consultation regarding the acceptability and feasibility of
future service implementation.
5. Review Strategy

5.1 Study Selection

All potentially eligible records will be imported into a bibliographic referencing software program (Endnote
version 9) and duplicate references identified and deleted. Two reviewers will independently screen titles
and abstracts for relevance, using the inclusion criteria set out above. A measure of inter-rater reliability
will be obtained. Where both reviewers agree on exclusions, titles and abstracts will be discarded and the
reasons for exclusion will be recorded. Where both reviewers agree on inclusion, or where there is
disagreement, the full text article will be retrieved. Two reviewers will independently assess the full text
against the inclusion criteria, with any remaining disagreements being resolved through discussion with the
project team.
5.2 Data Management & Extraction

Where there is insufficient information to assess eligibility or extract the relevant data, study authors will
be contacted directly. Data extraction and validity assessment will be performed by one reviewer and
independently verified by a second. Discrepancies will be resolved by referral to the original studies and if
necessary through arbitration by a third reviewer. Data extraction will be guided by a pre-specified data
extraction sheet detailing key features of the study sample, setting, methods, intervention, control if
appropriate), results and conclusions.
5.3 Quality assessment

Studies will be assessed for methodological quality across all phases of the review. Evidence of clinical
effectiveness will be assessed for quality according to the Cochrane Collaboration Risk of Bias Assessment
Tool for randomised controlled trials,82 and/or Cochrane guidance for non-randomised designs.82 Economic
studies will be assessed using a standard critical appraisal checklist for economic evaluations. Qualitative
acceptability evidence will be assessed for quality against the CASP tool for qualitative research105 and the
principles of good practice for conducting social research with children.106 All eligible studies will be
assessed for quality although no study will be excluded from the acceptability study on the grounds of
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evidence strength. The relative impact of methodological flaws on the findings will be summarised
narratively and, where data allow, investigated using a sensitivity analysis.
6. Data Synthesis

6.1 Clinical Effectiveness

Where the availability of evidence allows, data will be pooled. Potential associations between
treatment effectiveness, target (parental, individual, parent–child dyad, family–based), content
(e.g. psychoeducational, psychotherapeutic perspectives), and user characteristics, including child age
group (< 5, 5–11, 12–17 years); parental mental health condition and residency (co-located, forced or
volitional separation, transient separation at times of crisis) will be explored. In the event that study
heterogeneity makes the pooling of data difficult, a narrative synthesis of effectiveness will be undertaken.
Publication bias and small study effects will be investigated where possible. If insufficient data are available
to assess these potential biases using standard methods (e.g. funnel plots), the likelihood of publication
bias will be summarized narratively.
6.2 Acceptability

A parallel synthesis of acceptability data will be undertaken according to recommended methods shown to
be successful in the synthesis of qualitative and mixed-method evidence.113,114 A narrative synthesis
approach115 will be adopted in which studies will be grouped together into theoretically important
subgroups; prior to conducting a subgroup synthesis. The structure of this narrative will be informed and
framed by i) previous work in the subject area, ii) content and qualitative research expertise available
within the research team and iii) and consultation with a stakeholder advisory panel.
6.3 Cost-effectiveness

A decision-analytic model will be constructed to compare the expected cost-effectiveness of identified
intervention programmes. The model will be populated by data from the systematic review. Where gaps in
the literature exist, consultation with experts will be undertaken. Decision analyses will be carried out using
TreeAge Pro software. It is anticipated that a simple decision tree structure will be sufficient for the
proposed work, although Markov modeling will be considered if a more sophisticated approach is deemed
appropriate. Uncertainty will be characterized by assigning distributions to each model input and applying
Monte Carlo simulation techniques. Probabilistic sensitivity analysis will be used to explore the impact of
uncertainty on key model parameters. If the format of the cost-effectiveness analysis is appropriate, then
we will calculate VOI to assess the value in eliminating uncertainty in all parameters (EVPI). If the format of
the evidence structure and cost-effectiveness analysis allows, we will also assess the value of eliminating
uncertainty in subsets of parameters (EVPPI).

The primary cost perspective of the analysis will focus on health and personal social services. Additional
perspectives (e.g. education, the young person and their family) will be explored if data are available.
Dependent on data availability, outcomes will focus on the primary clinical effectiveness measures
(validated generic or population-specific quality of life measures and/or child-centred mental
health symptoms).
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Appendix 3 Search strategies and dates
MEDLINE
Searched 15 November 2010.

Updated 30 May 2012.
Search terms
1. exp Mental Disorders/
2. ((mental$ or psychiatric or psychologic$) adj3 (illness$ or condition$ or disabil$ or disorder$ or disease$

or impair$ or problem$)).tw.
3. (nervous breakdown$ or depression or depressive$ or affective disorder$ or mood disorder$ or anxiety

disorder$ or phobia or phobic or panic disorder$ or PTSD or stress disorder$ or OCD or compulsive
disorder$).tw.

4. seasonal affective disorder$.tw.
5. (bipolar or mania or dissociative disorder$ or neurosis or personality disorder$ or psychosis or paranoi$

or schizophren$ or schizoaffective disorder$ or psychotic).tw.
6. 2 or 3 or 4 or 5
7. adolescent/ or exp child/ or infant/
8. (child$ or adolescen$ or teen$ or juvenile$ or boy$ or girl$ or baby or babies or infant$ or toddler$ or

preschool$ or pre-school$ or schoolchild$ or youth$ or family or families or young person$ or young
people).tw.

9. Family/
10. 7 or 8 or 9
11. exp Parents/
12. (parent$ or mother$ or father$ or step-parent$ or step-father$ or step-mother$ or maternal or

paternal or (primary adj3 carer)).tw.
13. 11 or 12
14. ((severe postpartum or severe post-partum or severe post partum or severe postnatal$ or severe

post-natal$ or severe post natal$) adj (depress$)).tw.
15. ((postpartum or post-partum or post partum or postnatal$ or post-natal$ or post natal) adj

(psycho$)).tw.
16. ((postpartum or post-partum or post partum or postnatal$ or post-natal$ or post natal) adj4 (major

depress$)).tw.
17. (puerperal$ adj psycho$).tw.
18. 6 or 14 or 15 or 16 or 17
19. ((parent$ or mother$ or father$ or step-parent$ or step-father$ or step-mother$ or maternal or

paternal or (primary adj3 carer)) adj5 (((mental$ or psychiatric or psychologic$) adj3 (illness$ or
condition$ or disabil$ or disorder$ or disease$ or impair$ or problem$)) or (nervous breakdown$ or
depression or depressive$ or affective disorder$ or mood disorder$ or anxiety disorder$ or phobia or
phobic or panic disorder$ or PTSD or stress disorder$ or OCD or compulsive disorder$) or seasonal
affective disorder$ or (bipolar or mania or dissociative disorder$ or neurosis or personality disorder$ or
psychosis or paranoi$ or schizophren$ or schizoaffective disorder$ or psychotic) or ((severe postpartum
or severe post-partum or severe post partum or severe postnatal$ or severe post-natal$ or severe post
natal$) adj (depress$)) or ((postpartum or post-partum or post partum or postnatal$ or post-natal$ or
post natal) adj (psycho$)) or (puerperal$ adj psycho$) or ((postpartum or post-partum or post partum
or postnatal$ or post-natal$ or post natal) adj4 (major depress$)))).tw.

20. 1 and 11
21. 19 or 20
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22. 10 and 21
23. (therapy or therapies or program$ or intervention$ or service$ or training).tw.
24. 22 and 23
Cumulative Index to Nursing and Allied Health Literature
Searched 18 January 2011.
Search terms

S50 S44 and S47 and S48 and S49
Search modes: Boolean/phrase
Interface: EBSCOhost

S49 therapy or therapies of program* or intervention* or service* or training
Search modes: Boolean/phrase
Interface: EBSCOhost

S48 S26 or S47
Search modes: Boolean/phrase
Interface: EBSCOhost

S47 S37 or S45 or S46
Search modes: Boolean/phrase
Interface: EBSCOhost

S46 (puerperal* psycho*)
Search modes: Boolean/phrase
Interface: EBSCOhost

S45 ((postpartum psycho*) or (post-partum psycho*) or (post partum psycho*)) or ((postnatal* psycho*) or
(post-natal* psycho*) or (post natal* psycho*))
Search modes: Boolean/phrase
Interface: EBSCOhost

S44 S42 or S43
Search modes: Boolean/phrase
Interface: EBSCOhost

S43 (parent* or mother* or father* or step-parent* or step-father* or step-mother* or maternal or
paternal or (primary carer))
Search modes: Boolean/phrase
Interface: EBSCOhost

S42 (MH "Parents+")
Search modes: Boolean/phrase
Interface: EBSCOhost

S41 S38 or S39 or S40
Search modes: Boolean/phrase
Interface: EBSCOhost
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S40 (MH "Family")
Search modes: Boolean/phrase
Interface: EBSCOhost

S39 (child* or adolescen* or teen* or juvenile* or boy* or girl* or baby or babies or infant* or toddler*
or preschool* or pre-school* or schoolchild* or youth* or family or families or young person* or
young people)
Search modes: Boolean/phrase
Interface: EBSCOhost

S38 (MH "Adolescence") OR (MH "Infant") OR (MH "Child+")
Search modes: Boolean/phrase
Interface: EBSCOhost

S37 S27 or S28 or S29 or S30 or S31 or S32 or S33 or S34 or S35 or S36
Search modes: Boolean/phrase
Interface: EBSCOhost

S36 (bipolar or mania or (dissociative disorder*) or neurosis or (personality disorder*) or psychosis or
paranoi* or schizophren* or (schizoaffective disorder*) or psychotic)
Search modes: Boolean/phrase
Interface: EBSCOhost

S35 (seasonal affective disorder*)
Search modes: Boolean/phrase
Interface: EBSCOhost

S34 (nervous breakdown* or depression or depressive* or affective disorder* or mood disorder* or
anxiety disorder* or phobia or phobic or panic disoder* or PTSD or stress disorder* or OCD or
compulsive disorder*)
Search modes: Boolean/phrase
Interface: EBSCOhost

S33 (mental* problem*) or (psychiatric problem*) or (psychologic* problem*)
Search modes: Boolean/phrase
Interface: EBSCOhost

S32 (mental* impair*) or (psychiatric impair*) or (psychologic* impair*)
Search modes: Boolean/phrase
Interface: EBSCOhost

S31 (mental* disease*) or (psychiatric disease*) or (psychologic* disease*)
Search modes: Boolean/phrase
Interface: EBSCOhost

S30 (mental* disorder*) or (psychiatric disorder*) or (psychologic* disorder*)
Search modes: Boolean/phrase
Interface: EBSCOhost

S29 (mental* disabil*) or (psychiatric disabil*) or (psychologic* disabil*)
Search modes: Boolean/phrase
Interface: EBSCOhost
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S28 (mental* condition*) or (psychiatric condition*) or (psychologic* condition*)
Search modes: Boolean/phrase
Interface: EBSCOhost

S27 (mental* illness*) or (psychiatric illness*) or (psychologic* illness*)
Search modes: Boolean/phrase
Interface: EBSCOhost

S26 (MH "Mental Disorders+")
Search modes: Boolean/phrase
Interface: EBSCOhost

S25 S19 and S22 and S23 and S24
Search modes: Boolean/phrase
Interface: EBSCOhost

S24 therapy or therapies of program* or intervention* or service* or training
Search modes: Boolean/phrase
Interface: EBSCOhost

S23 S1 or S22
Search modes: Boolean/phrase
Interface: EBSCOhost

S22 S12 or S20 or S21
Search modes: Boolean/phrase
Interface: EBSCOhost

S21 (puerperal* psycho*)
Search modes: Boolean/phrase
Interface: EBSCOhost

S20 ((postpartum psycho*) or (post-partum psycho*) or (post partum psycho*)) or ((postnatal* psycho*) or
(post-natal* psycho*) or (post natal* psycho*))
Search modes: Boolean/phrase
Interface: EBSCOhost

S19 S17 or S18
Search modes: Boolean/phrase
Interface: EBSCOhost

S18 (parent* or mother* or father* or step-parent* or step-father* or step-mother* or maternal or
paternal or (primary carer))
Search modes: Boolean/Phrase
Interface: EBSCOhost

S17 (MH "Parents+")
Search modes: Boolean/phrase
Interface: EBSCOhost

S16 S13 or S14 or S15
Search modes: Boolean/phrase
Interface: EBSCOhost
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S15 (MH "Family")
Search modes: Boolean/phrase
Interface: EBSCOhost

S14 (child* or adolescen* or teen* or juvenile* or boy* or girl* or baby or babies or infant* or toddler*
or preschool* or pre-school* or schoolchild* or youth* or family or families or young person* or
young people)
Search modes: Boolean/phrase
Interface: EBSCOhost

S13 (MH "Adolescence") OR (MH "Infant") OR (MH "Child+")
Search modes: Boolean/phrase
Interface: EBSCOhost

S12 S2 or S3 or S4 or S5 or S6 or S7 or S8 or S9 or S10 or S11
Search modes: Boolean/phrase
Interface: EBSCOhost

S11 (bipolar or mania or (dissociative disorder*) or neurosis or (personality disorder*) or psychosis or
paranoi* or schizophren* or (schizoaffective disorder*) or psychotic)
Search modes: Boolean/phrase
Interface: EBSCOhost

S10 (seasonal affective disorder*)
Search modes: Boolean/phrase
Interface: EBSCOhost

S9 (nervous breakdown* or depression or depressive* or affective disorder* or mood disorder* or
anxiety disorder* or phobia or phobic or panic disoder* or PTSD or stress disorder* or OCD or
compulsive disorder*)
Search modes: Boolean/phrase
Interface: EBSCOhost

S8 (mental* problem*) or (psychiatric problem*) or (psychologic* problem*)
Search modes: Boolean/phrase
Interface: EBSCOhost

S7 (mental* impair*) or (psychiatric impair*) or (psychologic* impair*)
Search modes: Boolean/phrase
Interface: EBSCOhost

S6 (mental* disease*) or (psychiatric disease*) or (psychologic* disease*)
Search modes: Boolean/phrase
Interface: EBSCOhost

S5 (mental* disorder*) or (psychiatric disorder*) or (psychologic* disorder*)
Search modes: Boolean/phrase
Interface: EBSCOhost

S4 (mental* disabil*) or (psychiatric disabil*) or (psychologic* disabil*)
Search modes: Boolean/phrase
Interface: EBSCOhost
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S3 (mental* condition*) or (psychiatric condition*) or (psychologic* condition*)
Search modes: Boolean/phrase
Interface: EBSCOhost

S2 (mental* illness*) or (psychiatric illness*) or (psychologic* illness*)
Search modes: Boolean/phrase
Interface: EBSCOhost

S1 (MH "Mental Disorders+")
Search modes: Boolean/phrase
Interface: EBSCOhost
The Cochrane Library databases
Searched 12 December 2010.
Search terms

#1 MeSH descriptor Mental Disorders explode all trees 35549 edit delete

#2 (mental* or psychiatric or psychologic*) near/3 (illness or condition* or disabil* or disorder* or
disease* or impair* or problem*) 8626 edit delete

#3 ((nervous breakdown*) or depression or depressive* or (affective disorder*) or (mood disorder*) or
(anxiety disorder*) or phobia or phobic or (panic disorder*) or PTSD or (stress disorder*) or OCD or
(compulsive disorder*)) 34551 edit delete

#4 (seasonal affective disorder*) 265 edit delete

#5 (bipolar or mania or (dissociative disorder*) or neurosis or (personality disorder*) or psychosis or
paranoi* or schizophren* or (schizoaffective disorder$) or psychotic) 18990 edit delete

#6 (#2 OR #3 OR #4 OR #5) 52472 edit delete

#7 MeSH descriptor Infant explode all trees 11386 edit delete

#8 MeSH descriptor Adolescent explode all trees 67473 edit delete

#9 MeSH descriptor Child explode all trees 13 edit delete

#10 MeSH descriptor Family, this term only 834 edit delete

#11 (child* or adolescen* or teen* or juvenile* or boy* or girl* or baby or babies or infant* or toddler*
or preschool* or (pre next school*) or schoolchild* or youth* or family or families or (young person*) or
(young people)) 143669 edit delete

#12 (#7 OR #8 OR #9 OR #10 OR #11) 143669 edit delete

#13 MeSH descriptor Parents explode all trees 1898 edit delete

#14 (parent* or mother* or father* or step-parent* or step-father* or step-mother* or maternal or
paternal or (primary near/3 carer*)) 25781 edit delete
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#15 puerperal* next psycho* 7 edit delete

#16 ((severe postpartum or (severe post next partum) or severe postnatal or (severe post next natal)) near/
1 (depress*)) 428 edit delete

#17 ((postpartum or (post next partum) or postnatal or (post next natal)) near/1 (psycho*)) 81

#18 ((postpartum or post next partum or post partum or postnatal* or post next natal* or post natal)
near/4 (major depress*))

#19 (#6 OR #15 OR #16 OR #17 OR #18) 52495 edit delete

#20 (#19 AND #14) 2386 edit delete

#21 (#1 AND #13) 513 edit delete

#22 (#20 OR #21) 2664 edit delete

#23 (therapy or therapies or program* or intervention* or service* or training) 447017 edit delete

#24 (#12 AND #22 AND #23) 2186 edit delete
Education Resources Information Centre, British Education
Index and the Australian Education Index
Searched 18 January 2011.
Search terms
1. parent$ OR mother$ OR father$ OR step-parent$ OR step-father$ OR step-mother$ OR maternal OR
paternal OR primary ADJ carer$

2. bipolar OR mania OR dissociative ADJ disorder$ OR neurosis OR personality ADJ disorder$ OR
psychosis OR paranoi$ OR schizophren$ OR schizoaffective ADJ disorder$ OR psychotic OR seasonal
ADJ affective ADJ disorder

3. nervous ADJ breakdown$ OR depression OR depressive$ OR affective ADJ disorder$ OR mood ADJ
disorder$ OR anxiety ADJ disorder$ OR phobia OR phobic OR panic ADJ disorder$ OR PTSD OR stress
ADJ disorder$ OR OCD OR compulsive ADJ disorder$

4. severe ADJ ((postpartum OR post-partum OR post ADJ partum OR postnatal OR post-natal OR post
ADJ natal) ADJ (depress$ OR psycho$))

5. (major ADJ depress$) NEAR (postpartum OR post-partum OR post ADJ partum OR postnatal OR
post-natal OR post ADJ natal)

6. puerperal ADJ psycho$
7. 1 NEAR (2 OR 3 OR 4 OR 5 OR 6)
8. (mental$ OR psychiatric OR psychologic$) NEAR (illness$ OR condition$ OR disabil$ OR disorder$ OR

disease$ OR impair$ OR problem$)
9. 1 NEAR 8

10. 7 OR 9
11. child$ OR adolescen$ OR teen$ OR juvenile$ OR boy$ OR girl$ OR baby OR babies OR infant$ OR

toddler$ OR preschool$ OR pre-school$ OR schoolchild$ OR youth$ OR family OR families OR young
ADJ person$ OR young ADJ people

12. therapy OR therapies OR program$ OR intervention$ OR service$ OR training
13. 10 and 11 and 12
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Applied Social Sciences Index and Abstracts, and

Sociological Abstracts
Searched 15 January 2011.
Search terms

((parent* or mother* or father* or step-parent* or step-father* or step-mother* or maternal or paternal or
(primary within 3 carer)) within 5 (((mental* or psychiatric or psychologic*) within 3 (illness* or condition*
or disabil* or disorder* or disease* or impair* or problem*)) or (nervous breakdown* or depression or
depressive* or affective disorder* or mood disorder* or anxiety disorder* or phobia or phobic or panic
disorder* or PTSD or stress disorder* or OCD or compulsive disorder*) or seasonal affective disorder* or
(bipolar or mania or dissociative disorder* or neurosis or personality disorder* or psychosis or paranoi* or
schizophren* or schizoaffective disorder* or psychotic) or ((severe postpartum or severe post-partum or
severe post partum or severe postnatal* or severe post-natal* or severe post natal*) within 1 (depress*)) or
((postpartum or post-partum or post partum or postnatal* or post-natal* or post natal) within 1 (psycho*))
or (puerperal* within 1 psycho*) or ((postpartum or post-partum or post partum or postnatal* or post-
natal* or post natal) within 4 (major depress*)))) and(child* or adolescen* or teen* or juvenile* or boy* or
girl* or baby or babies or infant* or toddler* or preschool* or pre-school* or schoolchild* or youth* or
family or families or (young person*) or (young people)) and(therapy or therapies or program* or
intervention* or education* or service* or support or training or management or care)
Scopus
Searched 31 January 2011.
Search terms

parent* OR mother* OR father* OR step-parent* OR step-father* OR step-father* OR maternal OR
(primary w/3 carer) AND (mental* w/3 illness*) OR (mental* w/3 condition*) OR (mental* w/3 disabil*) OR
(mental* w/3 disorder*) OR (mental* w/3 disease*) OR (mental* w/3 impair*) OR (mental* w/3 problem*)
OR (psychiatric w/3 illness*) OR (psychiatric w/3 condition*) OR (psychiatric w/3 disabil*) OR (psychiatric
w/3 disorder*) OR (psychiatric w/3 disease*) OR (psychiatric w/3 impair*) OR (psychiatric w/3 problem*) OR
(psychologic* w/3 illness*) OR (psychologic* w/3 condition*) OR (psychologic* w/3 disabil*) OR
(psychologic* w/3 disorder*) OR (psychologic* w/3 disease*) OR (psychologic* w/3 impair*) OR
(psychologic* w/3 problem*) OR nervous breakdown* OR depression OR depressive OR affective disorder*
OR mood disorder* OR anxiety disorder* OR phobia OR phobic OR panic disorder* OR ptsd OR stress
disorder* OR ocd OR compulsive disorder* OR seasonal affective disorder* OR bipolar OR mania OR
dissociative disorder* OR neurosis OR personality disorder* OR psychosis OR paranoi* OR schizophren* OR
schizoaffective disorder* OR psychotic OR puerperal* psycho* OR severe postpartum depress* OR severe
post-partum depress* OR severe post partum depress* OR severe postnatal depress* OR severe post-natal
depress* OR severe post natal depress* OR postpartum psycho* or post-partum psycho* or postnatal
psycho* or post-natal psycho* OR (postpartum w/4 major depress*)OR (post-partum w/4 major depress*)
OR (post partum w/4 major depress*) OR (postnatal w/4 major depress*) OR (post-natal w/4 major
depress*) OR (post natal w/4 major depress*)AND (child* OR adolescen* OR teen* OR juvenile* OR boy*
OR girl* OR baby OR babies OR infant* OR toddler* OR preschool* OR pre-school* OR schoolchild* OR
youth* OR family OR families OR young person* OR young people) AND (therapy OR therapies OR
program* OR intervention* OR service* OR training)
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ISI Web of Science (Science Citation Index and the Social
Science Citation Index)
Searched 31 January 2011.
Search terms

#11 #10 AND #9 AND #8

#10 Topic=((therapy or therapies or program* or intervention* or service* or training))

#9 Topic=((child* or adolescen* or teen* or juvenile* or boy* or girl* or baby or babies or infant* or
toddler* or preschool* or pre-school* or schoolchild* or youth* or family or families or young person* or
young people))

#8 #7 OR #6 OR #5 OR #4 OR #3 OR #2 OR #1

#7 Topic=((parent* or mother* or father* or step-parent* or step-mother* or step-father* or primary
carer) same (psychologic* illness* or psychologic* condition* or psychologic* disabil* or psychologic*
disorder* or psychologic* disease* or psychologic* impair* or psychologic* problem*))

#6 Topic=((parent* or mother* or father* or step-parent* or step-mother* or step-father* or primary
carer) same (psychiatric illness* or psychiatric condition* or psychiatric disabil* or psychiatric disorder* or
psychiatric disease* or psychiatric impair* or psychiatric problem*))

#5 Topic=((parent* or mother* or father* or step-parent* or step-mother* or step-father* or primary
carer) same (mental* illness* or mental* condition* or mental* disabil* or mental* disorder* or mental*
disease* or mental* impair* or mental*problem*))

#4 Topic=((parent* or mother* or father* or step-parent* or step-mother* or step-father* or primary
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psycho*))
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#1 Topic=((parent* or mother* or father* or step-parent* or step-mother* or step-father* or primary
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Website searches
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Anglicare

Anxiety UK

Auseinet

Barnardos

BBC Health

British National Bibliography for Report Literature

British Psychological Society Conference abstracts

C4EO

Care Services Improvement Partnership

Carers UK

Childline

Children’s Society

COPMI

Department for Education

Department of Health

Depression Alliance

Family Action

Family matters

Google

Google Scholar

King’s Fund

Mental Health Foundation

Mind

National Academy of Parenting Research

National Children’s Bureau

National Guidelines Clearing House (at NIH)

NSPCC
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Parental Mental Illness.org

Parental MH & Child Welfare Network

Parenting well

Princess Royal Trust for Carers (and professional website)

Re-think

Royal College of Psychiatrists

Sainsbury Centre for Mental Health

SANE

SCIE

The Joseph Rowntree Trust

The Leverhulme Trust

The Site

The World Health Organization

Turning Point

UNICEF

Young Carers

Young Mind
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Appendix 5 List of excluded studies: clinical
effectiveness
Synthesis one, Chapter 4 (serious mental illness)
Austin et al. 1999234 < 50% study sample with eligible SMI

Arkansas Centre 2002235 Residential intervention

Brunette et al. 2004236 Percentage study sample with SMI unclear, symptoms unclear

Croake et al. 1985124 < 50% study sample with eligible SMI

Coster et al. 2008237 Case studies

Emerson-Davies et al. 2000238 Inpatient intervention

Finzi et al. 2007197 No eligible effectiveness outcomes

Free et al. 1996239 No defined intervention

Gladstone et al. 2010240 No eligible outcomes

Hamill et al. 2008241 Percentage study sample with SMI unclear, symptoms unclear

Hanrahan et al. 2005125 < 50% study sample with eligible SMI

Hargreaves et al. 2005242 Percentage study sample with SMI unclear, symptoms unclear

Hayman et al. 2005243 < 50% study sample with eligible SMI

Kahana et al. 1972244 No eligible outcomes

Kersting et al. 2003245 < 50% study sample with eligible SMI

Kersting et al. 2003246 < 50% study sample with eligible SMI

Moukaddem et al. 1998247 Percentage study sample with SMI unclear, symptoms unclear

Nicholson et al. 2009248 < 50% study sample with eligible SMI

Nielsen et al. 2006249 < 50% study sample with eligible SMI

Orel et al. 2003250 Percentage study sample with SMI unclear, symptoms unclear

Phelan et al. 200644 < 50% study sample with eligible SMI

Pitman et al. 2004,180 Pagnini 2004,232

Pagnini 2005,233 Pagnini 2007231

< 50% study sample with eligible SMI (Pagnini 2004232 includes
56% SMI but only 75% parents)

Place et al. 2002;251 Brownrigg et al. 2004252 < 50% study sample with eligible SMI

Riebschleger et al. 2009126 < 50% study sample with eligible SMI

Solantuas et al. 2010253 < 50% study sample with eligible SMI

Tamminen et al. 1999254 No eligible outcomes

Tustin et al. 2002255 No useable outcomes

van der Zanden et al. 2010256 Percentage study sample with SMI unclear (minimum of 44%)

Wadsby et al. 1998257 Percentage study sample with SMI unclear, symptoms unclear

Waldo et al. 1987198 No useable effectiveness outcomes

Wasylenki et al. 1997258 Not focused on parents with SMI
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Synthesis two, Chapter 5 (severe depression)
Austin et al. 1999234 < 50% study sample with eligible diagnosis

Alder et al. 2002259 Diagnosis unclear, symptoms do meet severity inclusion criteria

Ammerman et al. 2011260 No eligible psychosocial intervention

Armstrong et al. 2003261 Diagnosis unclear, symptoms do meet severity inclusion criteria

Armstrong et al. 2004262 Diagnosis unclear, symptoms do meet severity inclusion criteria

Baggett et al. 2010263 < 50% study sample with eligible diagnosis

Barnes et al. 2009264 < 50% study sample with eligible diagnosis

Brunette et al. 2004236 Diagnosis and/or baseline symptoms unclear

Buultjens et al. 2008265 Diagnosis and/or baseline symptoms unclear

Chazen-Cohen et al. 2007266 Diagnosis and/or baseline symptoms unclear

Chien et al. 2005267 Diagnosis and/or baseline symptoms unclear

Cho et al. 2008268 < 50% study sample with eligible diagnosis

Clarke et al. 2001269 Diagnosis and/or baseline symptoms unclear

Clarke et al. 2002270 Diagnosis and/or baseline symptoms unclear

Clarke-Akalanne et al. 2002271 Diagnosis and/or baseline symptoms unclear

Clulow et al. 2010272 Diagnosis unclear, symptoms do meet severity inclusion criteria

Cooper et al. 2009273 < 50% study sample with eligible diagnosis

Cowell et al. 2009274 Diagnosis and/or baseline symptoms unclear

Croake et al. 1985124 Diagnosis and/or baseline symptoms unclear

Daley et al. 2008275 Diagnosis unclear, symptoms do meet severity inclusion criteria

Field et al. 2009276 No eligible community-based psychosocial intervention

Fisher et al. 2010277 < 50% study sample with eligible diagnosis

Foster et al. 2008278 No eligible community-based psychosocial intervention

Garber et al. 2009279 < 50% study sample with eligible diagnosis

Gjerdingen et al. 2009280 < 50% study sample with eligible diagnosis

Gladstone et al. 2010240 No eligible outcomes

Goodman et al. 2008281 No eligible community-based psychosocial intervention

Hamill et al. 2008241 Diagnosis and/or baseline symptoms unclear

Hanrahan et al. 2005125 < 50% study sample with eligible diagnosis

Hargreaves et al. 2008242 Diagnosis and/or baseline symptoms unclear

Hayes et al. 2008282 Diagnosis and/or baseline symptoms unclear

Hayman et al. 2005243 Diagnosis and/or baseline symptoms unclear

Highet et al. 2004283 Diagnosis unclear, symptoms do meet severity inclusion criteria

Ho et al. 2004284 Diagnosis and/or baseline symptoms unclear

Honey et al. 2002285 Diagnosis unclear, symptoms do meet severity inclusion criteria

Kersten-Alvarez et al. 2010286 Diagnosis unclear, symptoms do meet severity inclusion criteria
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Kersting et al. 2003245 < 50% study sample with eligible diagnosis

Kersting et al. 2003246 < 50% study sample with eligible diagnosis

Khazan et al. 2006287 Diagnosis unclear, symptoms do meet severity inclusion criteria

Kurzweil et al. 2008288 < 50% study sample with eligible diagnosis

Logsdon et al. 2010289 < 50% study sample with eligible diagnosis

Marks et al. 2003290 No eligible community-based psychosocial intervention

McCarthy et al. 2008291 No eligible community-based psychosocial intervention

Milgrom et al. 2005292 Diagnosis unclear, symptoms do meet severity inclusion criteria

Morrell et al. 2009293 Diagnosis unclear, symptoms do meet severity inclusion criteria

Morris et al. 1987294 Diagnosis and/or baseline symptoms unclear

Morse et al. 2004295 No eligible community-based psychosocial intervention

Moukaddem et al. 1998247 Diagnosis and/or baseline symptoms unclear

Munoz et al. 2007296 Diagnosis and/or baseline symptoms unclear

Nicholson et al. 2009248 < 50% study sample with eligible diagnosis

Nicol et al. 1984297 No eligible outcomes

Nielsen et al. 2006249 < 50% study sample with eligible diagnosis

Okano et al. 1998298 No eligible community-based psychosocial intervention

Orel et al. 2003250 Diagnosis and/or baseline symptoms unclear

Orhon et al. 2007299 < 50% study sample with eligible diagnosis

Paris et al. 2011300 Diagnosis unclear, symptoms do meet severity inclusion criteria

Parry et al. 2000301 No eligible community-based psychosocial intervention

Phelan et al. 200644 Diagnosis and/or baseline symptoms unclear

Phillips et al. 2010302 < 50% study sample with eligible diagnosis

Pinkhala et al. 2008303 Diagnosis and/or baseline symptoms unclear

Place et al. 2002;251 Brownrigg et al. 2004252 Diagnosis and/or baseline symptoms unclear

Prendergast et al. 2001304 < 50% study sample with eligible diagnosis

Puckering et al. 1994305 Diagnosis and/or baseline symptoms unclear

Puckering et al. 2010306 Diagnosis unclear, symptoms do meet severity inclusion criteria

Riebschleger et al. 2009126 Diagnosis and/or baseline symptoms unclear

Riley et al. 2008307 Diagnosis and/or baseline symptoms unclear

Selkirk et al. 2006308 Diagnosis unclear, symptoms do meet severity inclusion criteria

Sharp et al. 2010137 Diagnosis unclear, symptoms do meet severity inclusion criteria

Sheeber et al. 2011309 < 50% study sample with eligible diagnosis

Slade et al. 2005310 Diagnosis unclear, symptoms do meet severity inclusion criteria

Solantuas et al. 2010253 Includes any ICD-10 mood disorder, baseline symptoms low

Spinelli et al. 1997311 Antenatal intervention, no eligible postpartum outcomes

Spinelli et al. 2003312 Antenatal intervention, no eligible postpartum outcomes

Stavros et al. 2002313 Diagnosis unclear, symptoms do meet severity inclusion criteria

Steinberg et al. 1999314 < 50% study sample with eligible diagnosis
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Tamaki et al. 2008315 Diagnosis unclear, symptoms do meet severity inclusion criteria

Tezel et al. 2006316 < 50% study sample with eligible diagnosis

Tischler et al. 2004317 Diagnosis and/or baseline symptoms unclear

Turner et al. 2010318 Diagnosis and/or baseline symptoms unclear

Ugarriza et al. 2006319 Diagnosis unclear, symptoms do meet severity inclusion criteria

Valdez et al. 2011320 Diagnosis and/or baseline symptoms unclear

van der Zanden et al. 2010256 Diagnosis and/or baseline symptoms unclear

van Doesum et al. 2008321 Diagnosis and/or baseline symptoms unclear

Vorhies et al. 2009322 No eligible community-based psychosocial intervention

Wadsby et al. 1998257 Diagnosis and/or baseline symptoms unclear

Wan et al. 2011323 Diagnosis unclear, symptoms do meet severity inclusion criteria

Wood et al. 2010324 < 50% study sample with eligible diagnosis

Zlotnik et al. 2006325 < 50% study sample with eligible diagnosis
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Appendix 6 List of excluded economic studies
Study Reason for exclusion

Andrews et al. 2003326 No focus on children or adolescents aged 0–17 years or their parents

Andrews et al. 2006327 No focus on children or adolescents aged 0–17 years or their parents

Appleby et al. 2003328 The proportion of participants with a serious parental mental illness was zero,
< 50% or unknown, with no reported baseline symptoms to assess likely severity

Breitborde et al. 2009329 No focus on children or adolescents aged 0–17 years or their parents

Crossroads et al. 20087 The proportion of participants with a serious parental mental illness was zero,
< 50% or unknown, with no reported baseline symptoms to assess likely severity

Darmstadt et al. 2005330 The proportion of participants with a serious parental mental illness was zero,
< 50% or unknown, with no reported baseline symptoms to assess likely severity

Darmstadt et al. 2008331 The proportion of participants with a serious parental mental illness was zero,
< 50% or unknown, with no reported baseline symptoms to assess likely severity

Dixon et al. 1999332 No focus on children or adolescents aged 0–17 years or their parents

Fuggle et al. 2000333 The proportion of participants with a serious parental mental illness was zero,
< 50% or unknown, with no reported baseline symptoms to assess likely severity

Haddock et al. 2003334 No focus on children or adolescents aged 0–17 years or their parents

Higgins et al. 1996335 The proportion of participants with a serious parental mental illness was zero,
< 50% or unknown, with no reported baseline symptoms to assess likely severity

Lieu et al. 1998336 The proportion of participants with a serious parental mental illness was zero,
< 50% or unknown, with no reported baseline symptoms to assess likely severity

Lin et al. 2009337 Did not involve evaluation of a community-based psychosocial intervention

Mihalopoulos et al. 2004338 No focus on children or adolescents aged 0–17 years or their parents

Morrell et al. 2000339 The proportion of participants with a serious parental mental illness was zero,
< 50% or unknown, with no reported baseline symptoms to assess likely severity

Petrou et al. 2002340 The proportion of participants with a serious parental mental illness was zero,
< 50% or unknown, with no reported baseline symptoms to assess likely severity

Petrou et al. 2006341 The proportion of participants with a serious parental mental illness was zero,
< 50% or unknown, with no reported baseline symptoms to assess likely severity

Stevenson et al. 2010342 The proportion of participants with a serious parental mental illness was zero,
< 50% or unknown, with no reported baseline symptoms to assess likely severity

Wasylenki et al. 1997258 No focus on children or adolescents aged 0–17 years or their parents
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Excluded economic study reference list
Andrews G, Sanderson K, Corry J, Issakidis C, Lapsley H. Cost-effectiveness of current and optimal
treatment for schizophrenia. Br J Psychiatry 2003;183:427–35.326

Andrews G. It would be cost-effective to treat more people with mental disorders. Aust NZJ Psychiatry
2006;40:613–15.327

Appleby L, Hirst E, Marshall S, Keeling F, Brind J, Butterworth T, et al. The treatment of postnatal
depression by health visitors: impact of brief training on skills and clinical practice. J Affect Disord
2003;77:261–6.328
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cost-effectiveness analysis. Psychiatric Serv 2009;60:1477–83.329
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November 2013).7
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TABLE 26 Parents with SMI: outcome overview

Primary
outcomes Instrument used RCT nRCT

Usual
care Total

Study
number

Quality of life Satisfaction with life scale – 1 – 1 (58)

Emotional
well-being

Children's depression inventory – 1 – 1 (58)

Child affect rating, unspecified 1 – – 1 (117)

Child psychiatric evaluation, unspecified 1 – – 1 (117)

Secondary outcomes

Physical health None – – – – –

Safety None – – – – –

Social
function/behaviour

Strengths and difficulties questionnaire – 1 – 1 (58)

Harvard preschool project social
abilities checklist

2 1 – 1 (118)

Conners parent questionnaire 2 – – – (60) (61)

Devereux elementary school
behaviour rating scale

1 – – – (60) (61)

Social adjustment scale 1 – – – (60)

Child behaviour rating, unspecified 1 – – – (117)

Child social functioning rating, unspecified – – – – (117)

Social relationship
quality

Social connectedness scale – 1 – 1 (58)

KIDS connections scale – 1 – 1 (59)

KIDS problems scale – 1 – 1 (59)

Recreational
engagement

YCOPI activity restriction subscale – 1 – 1 (58)

Parental mental
health symptoms

Number and length of hospitalisations 1 – 1 1 (117)
(120)

MMPI subscales 1 – 1 1 (117)

Nurse symptom report 1 – – 1 (117)

SCL-90 Global Severity Index 1 – – 1 (60)

Self-reported improvement – – – – (120)

Family
function/conflict

Nurse report of resolution of family
conflicts

1 – – 1 (117)

Social adjustment scale, family unit
subscale

– 1 – 1 (119)

Parent–child
interaction

Social adjustment scale, child subscale – 1 – 1 (119)

Maternal attitudes scale 1 1 1 1 (118)

Social adjustment scale, parent subscale 1 – – 1 (60)

Mothers social role performance interview – – – 1 (117)

General parent interview – – – – (62)

Cognitive
development

Bayley Scales/Stanford–Binet – 1 – 1 (118)

continued
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TABLE 26 Parents with SMI: outcome overview (continued )

Primary
outcomes Instrument used RCT nRCT

Usual
care Total

Study
number

Quick test IQ 2 – – 2 (60) (61)

Child intelligence test, unspecified 1 – – 1 (117)

Problem-focused
coping

Responses to stress, family version – 1 – 1 (58)

KIDS coping scale 1 1 1 2 (59) (122)

Means-ends problem solving 1 – – 1 (61)

Social problem-solving situation analysis – – – 1 (61)

Mental health
literacy

Study-specific Likert scale – 1 1 2 (58) (121)

Other study-specific scale – – 1 1 (122)

Self-esteem Study-specific Likert scale – 1 1 2 (58) (121)

Rosenberg self-esteem scale – 1 1 1 (59)

Coopersmith self-esteem scale – – – 1 (122)
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Appendix 8 Classification criteria for severe
depression
Measure

Cut point
for severe
depression Rationale

Reference
source

BDI-I/BDI-II ≥ 30/≥ 29 Published scale with validated cut-off for severe depression129 (129)

17-item/25-item HRSD ≥ 25/≥ 28 Considerable variation in cut-off scores exists, ranging
from ≥ 19 to 29.131 UK NICE guidelines recommend ≥ 23
for severe depression but do not stipulate scale versions
or provide any empirical source for their
recommendations.128 A direct comparison of the 17-item
HRSD with Clinical Global Impression Scores suggests a
cut point of ≥ 25 adequately differentiates severe from
moderate depression.132 Expert and clinical trial consensus
suggest cut points ≥ 25 and ≥ 28 for the 17- and 25-item
scale, respectively130

(128) (130)–(132)

MADRS ≥ 31 A depression screening measure with arbitrary cut offs
ranging from 28 to 35.130,133 In the absence of a validated
cut point for severe depression, the selected cut-offs were
based on expert opinion and consensus from clinical
trials.130 Empirical comparisons drawn between MADRS
and Clinical Global Impression Scores suggest scores of
≥ 31 adequately differentiate severe from moderate
depression. The same cut-off point corresponds to a
HRSD 17-item score of ≥ 25132

(130) (132) (133)

CES-D ≥ 27 A screening measure developed from five validated
depression scales including the BDI. Scores range from
0 to 60, with higher scores indicating more symptoms of
depression. Scores of ≥ 16 are accepted as an indicator
of clinical depression.134,135 Scores of ≥ 27 are reported
to be a more stringent indicator of major depression in
medical patients134

(134) (135)

PHQ-9 ≥ 20 Published scale with validated cut-off for severe
major depression

(136)

EPDS ≥ 20 Screening measure without a validated cut-off for severe
depression. Cut-off scores vary between international
studies, with developed settings tending to report higher
thresholds than developing countries.138 Scores of ≥ 20
correspond to the 75th quartile of a large UK sample
with postnatal depression, 22% of whom were
diagnosed as severely depressed by ICD-10 criteria137

(137) (138)

CES-D, Center for Epidemiologic Studies Depression Scale; HRSD, Hamilton Rating Scale for Depression; MADRS,
Montgomery–Åsberg Depression Rating Scale; PHQ, Patient Health Questionnaire.
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TABLE 32 Synthesis two, severe parental depression interventions (RCT)

Study Comparison
Intervention
model

Intervention
objective Intervention content Target Setting

151 Active Psychotherapy Parent
well-being

Fluoxetine and six CBT
counselling sessions

Parent Community

151 – Psychotherapy Parent
well-being

Fluoxetine and one CBT
counselling session

Parent Community

151 – Psychotherapy Parent
well-being

Placebo and six CBT
counselling sessions

Parent Community

151 – Psychotherapy Parent
well-being

Placebo and one CBT
counselling session

Parent Community

141, 162,
169, 202,
227, 228

Active Psychotherapy Parenting Psychoeducation
and individualised
family plan

Parent
and child

Unclear

141, 162,
169, 202,
227, 228

– Psychoeducation Parenting Lecture Parent Unclear

140 Waiting list Psychotherapy Child
well-being

CBT problem
solving, peer
support

Child Community

142 Waiting list Psychoeducation Parenting Videotaped
psychoeducation

Parent
and child

Home

157 TAU Psychotherapy Parent
well-being

Mixed CBT PD Parent Home

64, 229,
230

TAU Psychotherapy Parenting Mother toddler
psychotherapy
(attachment theory)

Parent
(child
play only)

Home

66 Waiting list,
active

Psychotherapy Parent
well-being

IPT Parent Community

66 Waiting list Psychotherapy Parenting
and parent
well-being

Mother–infant therapy Parent
and child

Community

67 TAU Psychotherapy Parenting
and parent
well-being

Mother–infant therapy Parent
and child

Community

143, 168 Active Psychoeducation Parenting Written materials Parent
and child

Home and
community

143, 168 – Psychotherapy Parenting
and child
well-being

Family CBT Parent
and child

Home and
community
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Personnel Delivery Format
Session number;
timing

Session
length

Total
scheduled
contact

Training;
supervision

Total
duration

Psychologist with no
clinical training

Face to face Individual Six sessions over
12 weeks

1 hour then
30 minutes

3.5 hours Yes; yes 12 weeks

Psychologist with no
clinical training

Face to face Individual One session 1 hour 1 hour Yes; yes 12 weeks

Psychologist with no
clinical training

Face to face Individual Six sessions over
12 weeks

1 hour then
30 minutes

3.5 hours Yes; yes 12 weeks

Psychologist with no
clinical training

Face to face Individual One session 1 hour 3.5 hours Yes; yes 12 weeks

Clinician Face to face
and telephone
support

Individual
family

6–10 sessions,
frequency unclear

Unclear Unclear Yes; yes,
manualised

6–10 weeks

Unclear Face to face Group Two lectures 1 hour 2 hours Manualised Unclear

Social work
backgrounds

Face to face Group Six weekly sessions 90 minutes 9 hours Unclear;
unclear

6 weeks

Created by
psychologists/
psychiatrists

Video Individual Unclear 50 minutes 50 minutes NA; unclear 50 minutes

Psychology masters
students

Face to face Individual 5–8 weekly sessions 1 hour Approximately
6.5 hours

Yes; yes,
manualised

5–8 weeks

PhD or masters-level
students

Face to face Individual Mean of 45 weekly
sessions

Unclear Unclear Yes; yes Average of
45 weeks

Psychologists, social
workers,
psychology interns,
post doc
fellows with 2 years’
clinical experience

Face to face Group 12 weekly sessions
and initial evaluation

1.5–2 hours 18 hours and
1.5 evaluation

Yes; unclear,
manualised

12 weeks

Psychologists/
psychiatry
residents, psychology
interns,
child development
trainees

Face to face Group 12 weekly sessions 2 hours 24 hours Yes; yes 12 weeks

Psychologists/
psychiatry
residents, psychology
interns,
child development
trainees

Face to face Group 12 weekly sessions 2 hours 24 hours Yes; yes 12 weeks

Clinical social
workers,
clinical psychology
students

Face to face Group Eight weekly and
four monthly sessions

Unclear Unclear Yes; yes 6 months

Clinical social
workers,
clinical psychology
students

Face to face Group Eight weekly and
four monthly sessions

Unclear Unclear Yes; yes 6 months

continuedcontinued
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TABLE 32 Synthesis two, severe parental depression interventions (RCT) (continued )

Study Comparison
Intervention
model

Intervention
objective Intervention content Target Setting

152, 163 TAU, active Psychotherapy Parent
well-being

CBT Parent Home

– Psychotherapy Parent
well-being

Psychodynamic therapy Parent Home

– Psychotherapy Parent
well-being

Non-directive
counselling (ST)

Parent Home

144 TAU Extended care Parenting
and parent
well-being

Home visiting,
parenting, signposting,
referrals, advocacy

Parent
(child
play only)

Home

145 TAU Psychotherapy Parent
well-being

Brief IPT Parent Clinic

153 TAU Psychotherapy Parent
well-being

Home counselling Parent Home

148 Waiting list Psychotherapy Parent
well-being

CBT Parent Clinic

149 TAU, active Psychotherapy Parent
well-being

CBT, nurse delivered Parent Clinic

149 – Psychotherapy Parent
well-being

CBT, psychologist
delivered

Parent Clinic

155 Active Psychoeducation Parent
well-being

Psychoeducation with
partner involvement

Parent Unclear

155 – Psychoeducation Parent
well-being

Psychoeducation
without partner
involvement

Parent Unclear

156, 161 TAU Psychotherapy Parent
well-being

CBT + paroxetine Parent Clinic

150 TAU Psychotherapy Parent
well-being

IPT Parent Community

146, 160,
167

Waiting list Psychotherapy Parent
well-being

IPT Parent Unclear

158 TAU Psychotherapy Parent
well-being

CBT techniques Parent Home

138 TAU Psychotherapy Parent
well-being

Brief CBT, education Parent Clinic

65 Active Psychotherapy Parenting BT Parent Clinic and
home

65 – Psychotherapy Parenting
and parent
well-being

CBT Parent
(child
play only)

Clinic and
home



Personnel Delivery Format
Session number;
timing

Session
length

Total
scheduled
contact

Training;
supervision

Total
duration

CBT specialists and
non-specialists

Face to face Individual 10 weekly sessions Unclear Unclear Yes; yes 10 weeks

CBT specialists and
non-specialists

Face to face Individual 10 weekly sessions Unclear Unclear Yes; yes 10 weeks

CBT specialists and
non-specialists

Face to face Individual 10 weekly sessions Unclear Unclear Yes; yes 10 weeks

Public health nurses Face to face Individual 25–29 sessions
at 1–3 week
intervals

Unclear Unclear Unclear; yes 1 year

Doctoral/
masters-level
clinicians

Face to face
or telephone

Individual Eight weekly then
bi-weekly/monthly
maintenance

Unclear Unclear Yes; yes,
manualised

8 weeks
and ad hoc
follow up

Health visitor Face to face Individual Eight weekly 30 minutes 4 hours Yes; unclear 8 weeks

Clinical psychologist Face to face Group 10 weekly sessions 1.5 hours 15 hours Unclear;
unclear

10 weeks

Nurses Face to face Individual Six weekly Unclear Unclear Yes; unclear 6 weeks

Psychologist Face to face Individual Six weekly Unclear Unclear Yes; unclear 6 weeks

Unclear Face to face Individual Six weekly then
monthly follow-ups

Unclear Unclear Unclear;
unclear

10 weeks

Unclear Face to face Individual Six weekly
then 1-month
follow-up

Unclear Unclear Unclear;
unclear

10 weeks

Psychologist Face to face Individual 12 weekly 1 hour 12 hours Yes; unclear,
manualised

12 weeks

Unclear Face to face Group Unclear 2 hours 22 hours Yes; yes 8 weeks

Psychotherapists with
clinical/counselling
psychology degrees

Face to face Individual 12 weekly 1 hour 12 hours Yes; yes 12 weeks

Community health
workers

Face to face Individual Seven weekly
and monthly
thereafter

Unclear Unclear Yes; yes,
manualised

11 months

Midwives or nurses Face to face Group Eight weekly 50 minutes 6 hours
40 minutes

Yes; yes 8 weeks

Trainee in clinical
psychology

Face to face Individual
family

Timing unclear,
eight clinic and
four home visits

Clinic:
90 minutes,
home visit:
40 minutes

14.66 hours Yes; yes,
manualised

3–5 months

Trainee in clinical
psychology

Face to face Individual
family

Timing unclear,
eight clinic and
four home visits

Clinic:
90 minutes,
home visit:
40 minutes

16 hours Yes; yes,
manualised

3–5 months

continued
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TABLE 32 Synthesis two, severe parental depression interventions (RCT) (continued )

Study Comparison
Intervention
model

Intervention
objective Intervention content Target Setting

63 TAU Psychoeducation Parenting Family
psychoeducation

Parent
(child
play only)

Unclear

147 TAU Psychotherapy Parent
well-being

Brief IPT Parent Clinic

154 TAU, active Psychotherapy Parenting CBT Parent
(child
play only)

Community

154 – Psychosocial Parenting Mother and
toddler group

Parent
(child
play only)

Community

159 TAU Psychotherapy Parent
well-being

ST counselling Parent Clinic and
home

BT, behavioural therapy; NA, not applicable; PD, personality disorder; ST, supportive therapy; TAU, treatment as usual.



Personnel Delivery Format
Session number;
timing

Session
length

Total
scheduled
contact

Training;
supervision

Total
duration

Nurses, social worker,
psychology degrees

Face to face Group Eight weekly 2 hours 16 hours Yes;
manualised

8 weeks

Masters/doctoral
degrees
in social work,
nursing,
psychology, or
medicine
(psychiatry)

Face to face Individual Nine sessions Unclear Unclear Unclear; yes Unclear

Clinical psychologist
and nursery nurse

Face to face Group 16 weekly 90 minutes 24 hours Yes; yes 16 weeks

Health visitor,
psychologist

Face to face Group 16 weekly 90 minutes 24 hours Unclear;
unclear

16 weeks

Nurses Face to face Individual Six weekly 1 hour 6 hours Yes; yes 6 weeks
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TABLE 39 Synthesis two, severe parental depression list of outcome measures (RCTs)

Outcome Measure

Children’s emotional well-being Diagnostic interview schedules (e.g. Kiddie-SADS-E-R)

CDI (self-report)

CDI (parent/proband informant version)

Child CES-D

YSR/CBCL (anxiety/depression)

Parenting Stress Inventory (child mood)

Observer-rated infant emotion

Mother-reported infant behaviour questionnaire (emotionality)

Child social functioning/behaviour Parenting Stress Inventory (child domain)

CBCL/YSR

Parental Daily Report Scale

Family observation system

Infant Behaviour Record (social responsibility)

Behavioural Screening Questionnaire

Rutter A2 scale

Teacher Preschool Behaviour Checklist

Parent-reported functioning problems, non-specified

Columbia Impairment Scale

Recreational engagement Health behaviours questionnaire and ACTIVITY Scale

Social relationship quality Peer relationship scale

Child physical health Stunting

Height/weight

Diarrhoea episodes

Children’s cognitive development Bayley Scales of Infant Development Mental Development Index

Wechsler Preschool and Primary Scales of Intelligence Full Scale IQ

McCarthy Scales of Children’s Abilities

Self-esteem Coopersmith Self-Esteem Inventory

Children’s reported self-worth

Mental health literary Parental report

Coping Responses to Stress Questionnaire, parental depression version

Parental mental health Diagnostic interview schedules (e.g. SCID, mini-neuropsychiatric
interview, Goldberg, SADS-L)

EPDS

HRSD

BDI/BDI-II

CES-D

MADRS

POMS (Depression)

continued
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Kellner Symptom Questionnaire

General Health Questionnaire

Automatic Thoughts Questionnaire

SF-36 mental health

CIS-R

Parenting Stress Inventory (depression)

Child-parent interaction Maternal Attachment Inventory

Social Adjustment Scale

Parental bonding instrument

Caldwell HOME Inventory (independent ratings)

Parenting Stress Inventory (parent attachment)

Positive Parenting Practices Scale

Maternal reported child relationship problems

Parent reported child play frequency

PCERA (independent home observation)

Family Observation Schedule Independent home ratings

Iowa Family Interaction Rating Scales

Other independent home rating

Parent interview, non-specified

Family Functioning SAS-SR

Family Conflict Scale (proband/partner report)

Family Assessment Device (proband/partner report)

Family Relationship Inventory (parent/child report)

Parent interview, non-specified

Assessor-rated, non-specified

CBCL, child behaviour checklist; CDI, Child Depression Inventory; CES-D, Center for Epidemiologic Studies Depression Scale;
CIS-R, clinical interview schedule revised; HRSD, Hamilton Rating Scale for Depression; IQ, intelligence quotient; Kiddie-
SADS-E-R, Schedule for Affective Disorders and Schizophrenia for School-Age Children, Epidemiologic Version Revised;
MADRS, Montgomery–Åsberg Depression Rating Scale; PCERA, Parent–child Early Relational Assessment scale; POMS,
profile of mood states; SADS-L, Schedule for Affective Disorders and Schizophrenia Lifetime version; SAS-SR, Social
Adjustment Scale self report; SCID, Structural Clinical Interview for DSM Disorders; YSR, youth self report.

TABLE 39 Synthesis two, severe parental depression list of outcome measures (RCTs) (continued )

Outcome Measure

APPENDIX 9

234

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



TA
B
LE

40
Sy
n
th
es
is
tw

o
,s
ev

er
e
p
ar
en

ta
l
d
ep

re
ss
io
n
cl
in
ic
al

ef
fe
ct
iv
en

es
s:
st
u
d
y
o
u
tc
o
m
e
o
ve

rv
ie
w

(R
C
T)

St
u
d
y

N
u
m
b
er

o
f
tr
ia
l

ar
m
s

N
u
m
b
er

o
f
el
ig
ib
le

ar
m
s

In
te
rv
en

ti
o
n
(s
)/

co
m
p
ar
at
o
r(
s)

Fo
llo

w
-u
p
ti
m
in
g

(p
o
st

al
lo
ca
ti
o
n
)

C
o
n
ti
n
u
o
u
s

o
u
tc
o
m
e(
s)

se
le
ct
ed

fo
r

an
al
ys
is

D
ic
h
o
to
m
o
u
s

o
u
tc
o
m
e(
s)

se
le
ct
ed

fo
r

an
al
ys
is

In
co

m
p
le
te

o
u
tc
o
m
e

re
p
o
rt
in
g
fo
r

st
an

d
ar
d
is
ed

ES

A
u
th
o
rs

n
ar
ra
ti
ve

fo
r

w
h
ic
h
st
an

d
ar
d
is
ed

ES
n
o
t
ca
lc
u
la
b
le

15
1

4
4

O
ne

se
ss
io
n
of

pa
re
nt

C
BT

+
pl
ac
eb

o
vs
.
si
x

se
ss
io
ns
’
pa

re
nt

C
BT

+
pl
ac
eb

o
vs
.
on

e
se
ss
io
n
of

pa
re
nt

C
BT

+
fl
uo

xe
tin

e
vs
.

si
x
se
ss
io
ns
’
pa

re
nt

C
BT

+
fl
uo

xe
tin

e

12
w
ee
ks

O
bs
er
ve
r
ra
te
d;

pa
re
nt

H
RS

D
–

Y
es
,
m
is
si
ng

SD
s

‘H
ig
hl
y
si
gn

ifi
ca
nt
’

im
pr
ov
em

en
ts

se
en

in
al
l

fo
ur

tr
ea
tm

en
t
gr
ou

ps
,
si
x

se
ss
io
ns

C
BT

su
pe

rio
r
to

on
e
se
ss
io
n
on

th
e
H
RS

D
.

W
om

en
w
ho

re
ce
iv
ed

on
e

C
BT

se
ss
io
n
w
ith

pl
ac
eb

o
ha

d
sm

al
le
r
ch
an

ge
s
th
an

ot
he

r
gr
ou

ps
,
bu

t
in
te
ra
ct
io
n
be

tw
ee
n

m
ed

ic
at
io
n
an

d
th
er
ap

y
no

t
si
gn

ifi
ca
nt

14
1,

16
2,

16
9,

20
2,

22
7,

22
8

2
2

Si
x
to

10
se
ss
io
ns
’

pa
re
nt
–
ch
ild

ps
yc
ho

th
er
ap

y,
tw

o
le
ct
ur
es
’
pa

re
nt

ps
yc
ho

ed
uc
at
io
n

A
pp

ro
xi
m
at
el
y

10
w
ee
ks
,

ap
pr
ox
im

at
el
y

12
m
on

th
s,

ap
pr
ox
im

at
el
y

36
m
on

th
s

C
hi
ld
-r
ep

or
t:
Y
SR

,
fa
m
ily

re
la
tio

ns
hi
p

in
ve
nt
or
y,

ch
ild

ill
ne

ss
un

de
rs
ta
nd

in
g,

gl
ob

al
se
lf-
w
or
th

C
hi
ld

re
po

rt
:

K
id
di
e-
SA

D
S-
E-
R;

pa
re
nt
-r
ep

or
t:

fo
cu
s
on

ch
ild
re
n,

fa
m
ily

cl
os
en

es
s,

pa
re
nt

SA
D
S-
L

M
ul
tip

le
m
is
si
ng

da
ta

fo
r
Y
SR

,
gl
ob

al
se
lf-
w
or
th

pa
re
nt

SA
D
S-
L

St
an

da
rd
is
ed

ES
po

ss
ib
le

fo
r
fa
m
ily

re
la
tio

ns
hi
p

in
ve
nt
or
y,

fa
m
ily

cl
os
en

es
s

(p
ar
en

t
re
po

rt
)
an

d
ch
ild

fo
cu
s
(p
ar
en

t-
re
po

rt
)
an

d
ch
ild

ill
ne

ss
un

de
rs
ta
nd

in
g.

au
th
or
s
re
po

rt
in
te
rn
al
is
in
g

sy
m
pt
om

s
to

de
cr
ea
se

fo
r

bo
th

gr
ou

ps
,
w
ith

no
si
gn

ifi
ca
nt

gr
ou

p
di
ff
er
en

ce
.
N
o
si
gn

ifi
ca
nt

di
ff
er
en

ce
s
in

ch
ild
re
n’
s

re
po

rt
ed

se
lf-
w
or
th

at
12

-m
on

th
fo
llo
w
-u
p co

nt
in
ue
d

DOI: 10.3310/hta18080 HEALTH TECHNOLOGY ASSESSMENT 2014 VOL. 18 NO. 8

© Queen’s Printer and Controller of HMSO 2014. This work was produced by Bee et al. under the terms of a commissioning contract issued by the Secretary of State for Health.
This issue may be freely reproduced for the purposes of private research and study and extracts (or indeed, the full report) may be included in professional journals provided that
suitable acknowledgement is made and the reproduction is not associated with any form of advertising. Applications for commercial reproduction should be addressed to: NIHR
Journals Library, National Institute for Health Research, Evaluation, Trials and Studies Coordinating Centre, Alpha House, University of Southampton Science Park, Southampton
SO16 7NS, UK.
235



TA
B
LE

40
Sy
n
th
es
is
tw

o
,s
ev

er
e
p
ar
en

ta
ld

ep
re
ss
io
n
cl
in
ic
al

ef
fe
ct
iv
en

es
s:
st
u
d
y
o
u
tc
o
m
e
o
ve

rv
ie
w

(R
C
T)

(c
o
n
ti
n
u
ed

)

St
u
d
y

N
u
m
b
er

o
f
tr
ia
l

ar
m
s

N
u
m
b
er

o
f
el
ig
ib
le

ar
m
s

In
te
rv
en

ti
o
n
(s
)/

co
m
p
ar
at
o
r(
s)

Fo
llo

w
-u
p
ti
m
in
g

(p
o
st

al
lo
ca
ti
o
n
)

C
o
n
ti
n
u
o
u
s

o
u
tc
o
m
e(
s)

se
le
ct
ed

fo
r

an
al
ys
is

D
ic
h
o
to
m
o
u
s

o
u
tc
o
m
e(
s)

se
le
ct
ed

fo
r

an
al
ys
is

In
co

m
p
le
te

o
u
tc
o
m
e

re
p
o
rt
in
g
fo
r

st
an

d
ar
d
is
ed

ES

A
u
th
o
rs

n
ar
ra
ti
ve

fo
r

w
h
ic
h
st
an

d
ar
d
is
ed

ES
n
o
t
ca
lc
u
la
b
le

14
0

2
2

6
w
ee
ks
’
ch
ild

C
BT

vs
.
w
ai
tin

g
lis
t

3
m
on

th
s

C
hi
ld
-r
ep

or
t:
C
D
I,

C
oo

pe
rs
m
ith

se
lf-

es
te
em

;
pa

re
nt
-r
ep

or
t:

C
BC

L

–
–

St
an

da
rd
is
ed

ES
in

m
et
a-
an

al
ys
es

14
2

2
2

50
m
in
ut
es
’
pa

re
nt
–

ch
ild

ps
yc
ho

ed
uc
at
io
n

vs
.
w
ai
tin

g
lis
t

6
w
ee
ks

–
Pa
re
nt

re
po

rt
:
ch
ild

fu
nc
tio

ni
ng

,
ch
ild

de
pr
es
si
on

kn
ow

le
dg

e

–
St
an

da
rd
is
ed

ES
in

m
et
a-
an

al
ys
is

15
7

2
2

5–
8
w
ee
ks
’
pa

re
nt

C
BT

/P
D
vs
.
TA

U
10

–
12

w
ee
ks

Pa
re
nt

H
RS

D
–

–
St
an

da
rd
is
ed

ES
in

m
et
a-
an

al
ys
is

64
,
22

9,
23

0
3

2a
45

w
ee
ks
’
pa

re
nt

ps
yc
ho

th
er
ap

y
vs
.

TA
U

A
pp

ro
xi
m
at
el
y
16

m
on

th
s

Pa
re
nt

BD
I,
ob

se
rv
er
-

ra
te
d:

W
ec
hs
le
r

Pr
es
ch
oo

l/P
rim

ar
y
Fu
ll

Sc
al
e
IQ

–
–

St
an

da
rd
is
ed

ES
in

m
et
a-
an

al
ys
is

66
3

3
12

w
ee
ks
’
pa

re
nt

IP
T

vs
.
12

w
ee
ks
’
pa

re
nt
–

ch
ild

m
ot
he

r–
in
fa
nt

th
er
ap

y
vs
.
TA

U

12
w
ee
ks

Pa
re
nt

BD
I,
ob

se
rv
er

ra
te
d:

PC
ER

A
in
fa
nt

af
fe
ct
,
dy
sr
eg

ul
at
io
n,

m
at
er
na

la
ff
ec
t,
Ba

yl
ey

M
en

ta
lS

ca
le

of
In
fa
nt

D
ev
el
op

m
en

t

–
M
ul
tip

le
m
is
si
ng

da
ta

fo
r
Ba

yl
ey

Sc
al
e

St
an

da
rd
is
ed

ES
po

ss
ib
le

fo
r
BD

I,
PC

ER
A
.
A
ut
ho

rs
re
po

rt
no

si
gn

ifi
ca
nt

gr
ou

p
di
ff
er
en

ce
s
on

Ba
yl
ey

Sc
al
es

APPENDIX 9

236

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



St
u
d
y

N
u
m
b
er

o
f
tr
ia
l

ar
m
s

N
u
m
b
er

o
f
el
ig
ib
le

ar
m
s

In
te
rv
en

ti
o
n
(s
)/

co
m
p
ar
at
o
r(
s)

Fo
llo

w
-u
p
ti
m
in
g

(p
o
st

al
lo
ca
ti
o
n
)

C
o
n
ti
n
u
o
u
s

o
u
tc
o
m
e(
s)

se
le
ct
ed

fo
r

an
al
ys
is

D
ic
h
o
to
m
o
u
s

o
u
tc
o
m
e(
s)

se
le
ct
ed

fo
r

an
al
ys
is

In
co

m
p
le
te

o
u
tc
o
m
e

re
p
o
rt
in
g
fo
r

st
an

d
ar
d
is
ed

ES

A
u
th
o
rs

n
ar
ra
ti
ve

fo
r

w
h
ic
h
st
an

d
ar
d
is
ed

ES
n
o
t
ca
lc
u
la
b
le

67
2

2
12

w
ee
ks
’
pa

re
nt
–

ch
ild

m
ot
he

r–
in
fa
nt

th
er
ap

y
vs
.
TA

U

12
w
ee
ks

Pa
re
nt

BD
I,
ob

se
rv
er

ra
te
d:

PC
ER

A
in
fa
nt

af
fe
ct
,
dy
sr
eg

ul
at
io
n,

m
at
er
na

la
ff
ec
t,
Ba

yl
ey

M
en

ta
lS

ca
le

of
In
fa
nt

D
ev
el
op

m
en

t
(o
bs
er
ve
r-

ra
te
d)

–
–

St
an

da
rd
is
ed

ES
in

m
et
a-
an

al
ys
is

14
3,

16
8

2
2

8
w
ee
ks
’
pa

re
nt
–
ch
ild

C
BT

vs
.
8
w
ee
ks
’

pa
re
nt
–
ch
ild

ps
yc
ho

-
ed

uc
at
io
n

6
m
on

th
s,

12
m
on

th
s

C
hi
ld

re
po

rt
:
C
ES
-D
,

Y
SR

/C
BC

L;
ob

se
rv
er

ra
te
d:

po
si
tiv
e

pa
re
nt
in
g,

pa
re
nt
-

re
po

rt
:
BD

I-I
I,
ch
ild

co
pi
ng

–
–

St
an

da
rd
is
ed

ES
re
po

rt
ed

15
2,

16
3

4
4

10
w
ee
ks
’
pa

re
nt

C
BT

vs
.
10

w
ee
ks
’
pa

re
nt

ST
;
10

w
ee
ks
’
pa

re
nt

PD
vs
.
TA

U

4.
5
m
on

th
s,

9
m
on

th
s;

18
m
on

th
s,

5
ye
ar
s

Pa
re
nt

re
po

rt
:
EP
D
S,

Be
ha

vi
ou

ra
lS

cr
ee
ni
ng

Q
ue

st
io
nn

ai
re
;
ob

se
rv
er

ra
te
d:

m
at
er
na

l
se
ns
iti
vi
ty
,
M
cC

ar
th
y

Sc
al
es

of
C
hi
ld
re
n’
s

A
bi
lit
ie
s,
pr
es
ch
oo

l
be

ha
vi
ou

r
ch
ec
kl
is
t

Pa
re
nt

re
po

rt
:

pa
re
nt
–
ch
ild

re
la
tio

ns
hi
p

pr
ob

le
m
s

M
ul
tip

le
m
is
si
ng

da
ta

fo
r
m
at
er
na

l
se
ns
iti
vi
ty
;
m
ed

ia
ns

fo
r
PB

C
L,

BS
Q
,

M
cC

ar
th
y
sc
al
es

Es
tim

at
e
of

ef
fe
ct

fo
r

ob
se
rv
ed

m
at
er
na

l
se
ns
iti
vi
ty

at
4
m
on

th
s
–

0.
23

(S
E
0.
15

).
N
o

si
gn

ifi
ca
nt

di
ff
er
en

ce
s

be
tw

ee
n
gr
ou

ps
in

5-
ye
ar

PB
C
L
sc
or
es

(p
=
0.
99

)
or

M
cC

ar
th
y
sc
or
es
.
A

ge
ne

ra
lis
ed

lin
ea
r
m
od

el
su
gg

es
te
d
no

si
gn

ifi
ca
nt

tr
ea
tm

en
t
ef
fe
ct
s
af
te
r

co
nt
ro
lli
ng

fo
r
th
e
le
ve
lo

f
so
ci
al

ad
ve
rs
ity

co
nt
in
ue
d

DOI: 10.3310/hta18080 HEALTH TECHNOLOGY ASSESSMENT 2014 VOL. 18 NO. 8

© Queen’s Printer and Controller of HMSO 2014. This work was produced by Bee et al. under the terms of a commissioning contract issued by the Secretary of State for Health.
This issue may be freely reproduced for the purposes of private research and study and extracts (or indeed, the full report) may be included in professional journals provided that
suitable acknowledgement is made and the reproduction is not associated with any form of advertising. Applications for commercial reproduction should be addressed to: NIHR
Journals Library, National Institute for Health Research, Evaluation, Trials and Studies Coordinating Centre, Alpha House, University of Southampton Science Park, Southampton
SO16 7NS, UK.
237



TA
B
LE

40
Sy
n
th
es
is
tw

o
,s
ev

er
e
p
ar
en

ta
ld

ep
re
ss
io
n
cl
in
ic
al

ef
fe
ct
iv
en

es
s:
st
u
d
y
o
u
tc
o
m
e
o
ve

rv
ie
w

(R
C
T)

(c
o
n
ti
n
u
ed

)

St
u
d
y

N
u
m
b
er

o
f
tr
ia
l

ar
m
s

N
u
m
b
er

o
f
el
ig
ib
le

ar
m
s

In
te
rv
en

ti
o
n
(s
)/

co
m
p
ar
at
o
r(
s)

Fo
llo

w
-u
p
ti
m
in
g

(p
o
st

al
lo
ca
ti
o
n
)

C
o
n
ti
n
u
o
u
s

o
u
tc
o
m
e(
s)

se
le
ct
ed

fo
r

an
al
ys
is

D
ic
h
o
to
m
o
u
s

o
u
tc
o
m
e(
s)

se
le
ct
ed

fo
r

an
al
ys
is

In
co

m
p
le
te

o
u
tc
o
m
e

re
p
o
rt
in
g
fo
r

st
an

d
ar
d
is
ed

ES

A
u
th
o
rs

n
ar
ra
ti
ve

fo
r

w
h
ic
h
st
an

d
ar
d
is
ed

ES
n
o
t
ca
lc
u
la
b
le

14
4

3
2a

1
ye
ar

of
ex
te
nd

ed
ca
re

ho
m
e
vi
si
ta
tio

n
vs
.
TA

U

16
.7

m
on

th
s

Pa
re
nt

BD
I,
ob

se
rv
er
-

ra
te
d:

in
fa
nt

be
ha

vi
ou

r
re
co
rd

em
ot
io
na

lt
on

e,
so
ci
al

re
sp
on

si
bi
lit
y,

m
at
er
na

lb
eh

av
io
ur
;

Ba
yl
ey

M
en

ta
lS

ca
le

of
In
fa
nt

de
ve
lo
pm

en
t

–
–

St
an

da
rd
is
ed

ES
in

m
et
a-
an

al
ys
is

14
5

2
2

8
w
ee
ks
’
pa

re
nt

IP
T

vs
.
TA

U
6
m
on

th
s

Pa
re
nt

EP
D
S

–
–

St
an

da
rd
is
ed

ES
in

m
et
a-
an

al
ys
is

15
3

2
2

8
w
ee
ks
’
pa

re
nt

ho
m
e
co
un

se
lli
ng

vs
.

TA
U

13
w
ee
ks

–
Pa
re
nt

G
ol
db

er
g’
s

st
an

da
rd

ps
yc
hi
at
ric

in
te
rv
ie
w

–
St
an

da
rd
is
ed

ES
in

m
et
a-
an

al
ys
is

14
8

2
2

10
w
ee
ks
’
pa

re
nt

C
BT

vs
.
w
ai
tin

g
lis
t

10
w
ee
ks

Pa
re
nt

re
po

rt
:
BD

I,
PS
I;

ch
ild

do
m
ai
n

–
M
is
si
ng

SD
fo
r
PS
I

ch
ild

do
m
ai
n

PS
Ic
hi
ld

do
m
ai
n
sh
ow

ed
si
gn

ifi
ca
nt

de
te
rio

ra
tio

n
fo
r

w
ai
tin

g
lis
t
co
nt
ro
lg

ro
up

ov
er

tim
e
(p

<
0.
05

).
Tr
ea
tm

en
t
an

d
co
nt
ro
l

gr
ou

p
m
ea
n
sc
or
es

at
ba

se
lin
e
w
er
e
13

1.
20

(n
=
10

)
an

d
13

0.
10

(n
=
10

),
re
sp
ec
tiv
el
y,

an
d

at
po

st
in
te
rv
en

tio
n,

12
7.
40

(n
=
6)

an
d
14

6.
00

(n
=
6)
,
re
sp
ec
tiv
el
y

APPENDIX 9

238

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



St
u
d
y

N
u
m
b
er

o
f
tr
ia
l

ar
m
s

N
u
m
b
er

o
f
el
ig
ib
le

ar
m
s

In
te
rv
en

ti
o
n
(s
)/

co
m
p
ar
at
o
r(
s)

Fo
llo

w
-u
p
ti
m
in
g

(p
o
st

al
lo
ca
ti
o
n
)

C
o
n
ti
n
u
o
u
s

o
u
tc
o
m
e(
s)

se
le
ct
ed

fo
r

an
al
ys
is

D
ic
h
o
to
m
o
u
s

o
u
tc
o
m
e(
s)

se
le
ct
ed

fo
r

an
al
ys
is

In
co

m
p
le
te

o
u
tc
o
m
e

re
p
o
rt
in
g
fo
r

st
an

d
ar
d
is
ed

ES

A
u
th
o
rs

n
ar
ra
ti
ve

fo
r

w
h
ic
h
st
an

d
ar
d
is
ed

ES
n
o
t
ca
lc
u
la
b
le

14
9

3
3

6
w
ee
ks
’
pa

re
nt

nu
rs
e-
de

liv
er
ed

C
BT

vs
.
6
w
ee
ks
’
pa

re
nt

ps
yc
ho

lo
gi
st
-d
el
iv
er
ed

C
BT

vs
.
TA

U

8
w
ee
ks

Pa
re
nt

BD
I-I
I

–
–

St
an

da
rd
is
ed

ES
in

m
et
a-
an

al
ys
is

15
5

2
2

6
w
ee
ks
’
pa

re
nt

ps
yc
ho

ed
uc
at
io
n
w
ith

pa
rt
ne

r
su
pp

or
t
vs
.

6
w
ee
ks
’
pa

re
nt

ps
yc
ho

ed
uc
at
io
n

w
ith

ou
t
pa

rt
ne

r
su
pp

or
t

10
w
ee
ks

Pa
re
nt

EP
D
S

–
–

St
an

da
rd
is
ed

ES
re
po

rt
ed

15
6,

16
1

2
2

12
w
ee
ks
’
pa

re
nt

C
BT

+
pa

ro
xe
tin

e
vs
.

TA
U
(p
ar
ox
et
in
e

m
on

ot
he

ra
py
)

12
w
ee
ks

Pa
re
nt
-r
ep

or
t
EP
D
S;

PS
I

ch
ild

do
m
ai
n

–
M
ul
tip

le
da

ta
m
is
si
ng

fo
r
PS
I

ch
ild

do
m
ai
n

Si
gn

ifi
ca
nt

de
cr
ea
se

in
PS
I

ch
ild

do
m
ai
n
(p

<
0.
05

)
pr
e

to
po

st
-t
re
at
m
en

t.
Be

tw
ee
n

gr
ou

p
di
ff
er
en

ce
s
no

t
re
po

rt
ed

15
0

2
2

12
w
ee
ks
’
pa

re
nt

IP
T

vs
.
TA

U
3
m
on

th
s

Pa
re
nt

BD
I-I
I,
M
at
er
na

l
A
tt
ac
hm

en
t
In
ve
nt
or
y

–
–

St
an

da
rd
is
ed

ES
in

m
et
a-
an

al
ys
is

14
6,

16
0,

16
7

3
2a

8
w
ee
ks
’
pa

re
nt

IP
T

vs
.
TA

U
12

w
ee
ks
,

18
m
on

th
s

Pa
re
nt
-r
ep

or
t:
BD

IS
A
S;

ob
se
rv
er

ra
te
d:

PS
I

(c
hi
ld

do
m
ai
n)
,
in
fa
nt

em
ot
io
n,

m
at
er
na

l
re
sp
on

si
ve
ne

ss

–
SA

S
m
is
si
ng

su
bs
ca
le

da
ta

Su
bs
ca
le
s
sh
ow

ed
si
gn

ifi
ca
nt

gr
ou

p
�

as
se
ss
m
en

t
oc
ca
si
on

ef
fe
ct
s

in
fa
vo
ur

of
IP
T,

in
cl
ud

in
g

‘r
el
at
io
ns
hi
p
w
ith

ch
ild
re
n

ol
de

r
th
an

2
ye
ar
s’

(p
=
0.
05

)
an

d
‘r
el
at
io
ns
hi
p

w
ith

im
m
ed

ia
te

fa
m
ily
’

(p
=
0.
00

2)

co
nt
in
ue
d

DOI: 10.3310/hta18080 HEALTH TECHNOLOGY ASSESSMENT 2014 VOL. 18 NO. 8

© Queen’s Printer and Controller of HMSO 2014. This work was produced by Bee et al. under the terms of a commissioning contract issued by the Secretary of State for Health.
This issue may be freely reproduced for the purposes of private research and study and extracts (or indeed, the full report) may be included in professional journals provided that
suitable acknowledgement is made and the reproduction is not associated with any form of advertising. Applications for commercial reproduction should be addressed to: NIHR
Journals Library, National Institute for Health Research, Evaluation, Trials and Studies Coordinating Centre, Alpha House, University of Southampton Science Park, Southampton
SO16 7NS, UK.
239



TA
B
LE

40
Sy
n
th
es
is
tw

o
,
se
ve

re
p
ar
en

ta
l
d
ep

re
ss
io
n
cl
in
ic
al

ef
fe
ct
iv
en

es
s:
st
u
d
y
o
u
tc
o
m
e
o
ve

rv
ie
w

(R
C
T)

(c
o
n
ti
n
u
ed

)

St
u
d
y

N
u
m
b
er

o
f
tr
ia
l

ar
m
s

N
u
m
b
er

o
f
el
ig
ib
le

ar
m
s

In
te
rv
en

ti
o
n
(s
)/

co
m
p
ar
at
o
r(
s)

Fo
llo

w
-u
p
ti
m
in
g

(p
o
st

al
lo
ca
ti
o
n
)

C
o
n
ti
n
u
o
u
s

o
u
tc
o
m
e(
s)

se
le
ct
ed

fo
r

an
al
ys
is

D
ic
h
o
to
m
o
u
s

o
u
tc
o
m
e(
s)

se
le
ct
ed

fo
r

an
al
ys
is

In
co

m
p
le
te

o
u
tc
o
m
e

re
p
o
rt
in
g
fo
r

st
an

d
ar
d
is
ed

ES

A
u
th
o
rs

n
ar
ra
ti
ve

fo
r

w
h
ic
h
st
an

d
ar
d
is
ed

ES
n
o
t
ca
lc
u
la
b
le

15
8

2
2

11
m
on

th
s’
pa

re
nt

C
BT

vs
.
TA

U
6
m
on

th
s,

12
m
on

th
s

Pa
re
nt

H
RS

D
O
bs
er
ve
r-
ra
te
d:

st
un

te
d,

un
de

rw
ei
gh

t;
pa

re
nt

re
po

rt
:

pa
re
nt
–
ch
ild

pl
ay

fr
eq

ue
nc
y

–
St
an

da
rd
is
ed

ES
in

m
et
a-
an

al
ys
is

13
8

2
2

8
w
ee
ks
’
pa

re
nt

C
BT

vs
.
TA

U
3
m
on

th
s

Pa
re
nt

EP
D
S

St
an

da
rd
is
ed

ES
in

m
et
a-
an

al
ys
is

65
2

2
12

se
ss
io
ns
’
pa

re
nt

BT
vs
.
14

se
ss
io
ns
’

pa
re
nt

C
BT

6
m
on

th
s

Pa
re
nt

BD
I;
ob

se
rv
er

ra
te
d:

ho
m
e

ob
se
rv
at
io
ns

ne
ga

tiv
e

ch
ild

be
ha

vi
ou

r

–
–

St
an

da
rd
is
ed

ES
in

m
et
a-
an

al
ys
is

63
2

2
8
w
ee
ks
’
pa

re
nt

ps
yc
ho

ed
uc
at
io
n
vs
.

TA
U

8
w
ee
ks

Pa
re
nt
/p
ar
tn
er

re
po

rt
:

pa
re
nt

C
ES
-D
,
ch
ild

sc
ho

ol
fu
nc
tio

ni
ng

,
C
D
I;
po

si
tiv
e
pa

re
nt
in
g

pr
ac
tic
es
,
pe

er
re
la
tio

ns
hi
p
sc
al
e,

H
ea
lth

Be
ha

vi
ou

rs
Q
ue

st
io
nn

ai
re

an
d

A
ct
iv
iti
es

Sc
al
e,

fa
m
ily

as
se
ss
m
en

t
de

vi
ce

–
–

St
an

da
rd
is
ed

ES
in

m
et
a-
an

al
ys
is

APPENDIX 9

240

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



St
u
d
y

N
u
m
b
er

o
f
tr
ia
l

ar
m
s

N
u
m
b
er

o
f
el
ig
ib
le

ar
m
s

In
te
rv
en

ti
o
n
(s
)/

co
m
p
ar
at
o
r(
s)

Fo
llo

w
-u
p
ti
m
in
g

(p
o
st

al
lo
ca
ti
o
n
)

C
o
n
ti
n
u
o
u
s

o
u
tc
o
m
e(
s)

se
le
ct
ed

fo
r

an
al
ys
is

D
ic
h
o
to
m
o
u
s

o
u
tc
o
m
e(
s)

se
le
ct
ed

fo
r

an
al
ys
is

In
co

m
p
le
te

o
u
tc
o
m
e

re
p
o
rt
in
g
fo
r

st
an

d
ar
d
is
ed

ES

A
u
th
o
rs

n
ar
ra
ti
ve

fo
r

w
h
ic
h
st
an

d
ar
d
is
ed

ES
n
o
t
ca
lc
u
la
b
le

14
7

2
2

9
se
ss
io
ns
’
pa

re
nt

IP
T

vs
.
TA

U
3
m
on

th
s,

9
m
on

th
s

Pa
re
nt

re
po

rt
:
BD

I,
H
RS

D
,
C
BC

L;
ch
ild

re
po

rt
:
C
ol
um

bi
a

Im
pa

irm
en

t
Sc
al
e,

C
D
I

–
M
ul
tip

le
m
is
si
ng

da
ta

fo
r
3
m
on

th
C
D
I

N
o
si
gn

ifi
ca
nt

di
ff
er
en

ce
s

be
tw

ee
n
gr
ou

ps
on

ch
ild

sy
m
pt
om

s
an

d
fu
nc
tio

ni
ng

at
3-
m
on

th
fo
llo
w
-u
p.

C
on

tr
ol
lin
g
fo
r
ba

se
lin
e
at

9
m
on

th
s,
C
D
Ia

nd
C
ol
um

bi
a
Im

pa
irm

en
t

sc
or
es

si
gn

ifi
ca
nt
ly
be

tt
er

in
IP
T
gr
ou

p

15
4

3
3

16
w
ee
ks
’
pa

re
nt

C
BT

vs
.
16

w
ee
ks
’
pa

re
nt

so
ci
al

gr
ou

p
vs
.
TA

U

6
m
on

th
s,

12
m
on

th
s

Pa
re
nt

BD
I,
H
RS

D
,

C
BC

L
–

–
St
an

da
rd
is
ed

ES
in

m
et
a-
an

al
ys
is

15
9

2
2

6
w
ee
ks
’
pa

re
nt

ST
vs
.
TA

U
6
w
ee
ks

–
Pa
re
nt

M
A
D
RS

–
St
an

da
rd
is
ed

ES
in

m
et
a-
an

al
ys
is

B
T,

b
eh

av
io
u
ra
lt
h
er
ap

y;
C
B
C
L,

ch
ild

b
eh

av
io
u
r
ch

ec
kl
is
t;
C
D
I,
C
h
ild

D
ep

re
ss
io
n
In
ve
n
to
ry
;
C
ES

-D
,
C
en

te
r
fo
r
Ep

id
em

io
lo
g
ic

St
u
d
ie
s
D
ep

re
ss
io
n
Sc
al
e;

H
R
SD

,
H
am

ilt
o
n
R
at
in
g
Sc
al
e
fo
r

D
ep

re
ss
io
n;

K
id
di
e-
SA

D
S-
E-
R,

Sc
he

du
le

fo
r
A
ff
ec
tiv
e
D
is
or
de

rs
an

d
Sc
hi
zo
ph

re
ni
a
fo
r
Sc
ho

ol
-A
ge

C
hi
ld
re
n,

Ep
id
em

io
lo
gi
c
V
er
si
on

Re
vi
se
d;

M
A
D
RS

,
M
on

tg
om

er
y–
Å
sb
er
g
D
ep

re
ss
io
n
Ra

tin
g

Sc
al
e;

PC
ER

A
,
Pa
re
nt
–
ch
ild

Ea
rly

Re
la
tio

na
lA

ss
es
sm

en
t
sc
al
e;

PD
,
pe

rs
on

al
ity

di
so
rd
er
;
PS
I,
Pa
re
nt
in
g
St
re
ss
s
In
ve
nt
or
y;

SA
D
S-
L,

Sc
he

du
le

fo
r
A
ff
ec
tiv
e
D
is
or
de

rs
an

d
Sc
hi
zo
ph

re
ni
a
Li
fe
tim

e
ve
rs
io
n;

SA
S,

So
ci
al

A
dj
us
tm

en
t
Sc
al
e;

SE
,
st
an

da
rd

er
ro
r;
ST
,
su
pp

or
tiv
e
th
er
ap

y;
TA

U
,
tr
ea
tm

en
t
as

us
ua

l;
Y
SR

,
yo
ut
h
se
lf
re
po

rt
.

a
H
ea
lth

y
co
nt
ro
lg

ro
up

ex
cl
ud

ed
fr
om

an
al
ys
is
.

DOI: 10.3310/hta18080 HEALTH TECHNOLOGY ASSESSMENT 2014 VOL. 18 NO. 8

241
© Queen’s Printer and Controller of HMSO 2014. This work was produced by Bee et al. under the terms of a commissioning contract issued by the Secretary of State for Health.
This issue may be freely reproduced for the purposes of private research and study and extracts (or indeed, the full report) may be included in professional journals provided that
suitable acknowledgement is made and the reproduction is not associated with any form of advertising. Applications for commercial reproduction should be addressed to: NIHR
Journals Library, National Institute for Health Research, Evaluation, Trials and Studies Coordinating Centre, Alpha House, University of Southampton Science Park, Southampton
SO16 7NS, UK.



TABLE 41 Synthesis three, severe parental depression intervention uptake and retention

Study
Design, n,
% MDD

Intervention(s),
comparator(s)

Intervention target,
objective

Target child
age range

Percentage
uptake

151 RCT, 87, 59 One session of CBT + fluoxetine Parent, parent
well-being

< 1 year 86%

Six sessions’ CBT + fluoxetine Parent, parent
well-being

< 1 year 81%

One session of CBT + placebo Parent, parent
well-being

< 1 year 87%

Six sessions’ CBT + placebo Parent, parent
well-being

< 1 year 71%

141, 162, 169,
202, 227, 228

RCT, 105, 82 Six to 10 sessions’ family therapy Parent–child,
parenting

8–15 years –

Two lectures Parent, parenting

157 RCT, 60, 100 Five to eight sessions’ mixed
CBT/PD

Parent, parent
well-being

< 1 year –

TAU –

64, 229, 230 RCT, 131, 100 Approximately 45 sessions’
mother–toddler psychotherapy

Parent, parenting 0–2 years 92% uptake

TAU 13%
withdrawal

143, 168 RCT, 111,100 Eight sessions’ CBT Parent–child,
parenting/child
well-being

9–15 years –

Written psychoeducation Parent–child,
parenting

152, 163 RCT, 193, 100 10 sessions’ individual ST Parent, parent
well-being

< 1 year 100%

10 sessions’ individual CBT Parent, parent
well-being

98%

10 sessions’ individual PD Parent, parent
well-being

96%

TAU – 100%

144 RCT, 73, 100 25–29 sessions’ home visiting Parent, parenting/
parent well-being

< 1 year –

TAU –

145 RCT, 53, 85 Eight sessions’ individual IPT Parent, parent
well-being

< 1 year –

TAU –

153 RCT, 55, 68 Eight sessions’ individual ST Parent, parent
well-being

< 1 year –

TAU –

148 RCT, 20,
symptom
based

10 sessions’ group CBT Parent, parent
well-being

< 1 year 90%

Waiting list – 60%a
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Percentage
subsequent
withdrawal

Percentage
overall
retention a

Retention
definition Mean adherence Additional information

16% 73% Completing
intervention

– Reasons for non-retention: 54% none given,
19% disliked drug, 15% side effects, 12% lack
of improvement. Dropouts were younger
(p = 0.04), more likely to have unemployed
partner (p = 0.05) and planned pregnancy
(p = 0.03). No significant differences in baseline
psychiatric morbidity, employment, obstetric
complications, parity, family or depression history

24% 62%

15% 74% Completing
intervention

–

0% 71%

– 93% Attending
all sessions

– –

91%

– – – Intervention visits 6.1
(SD 1.6), maximum 8

No significant differences between drop-outs and
completers on any demographic or clinical
variable

13% 80% Completing
intervention

– –

Regular
participation

– – – CBT sessions 7.9;
CBT sessions attended
by ≥ 1 session attenders 10.5,
maximum 12

–

13% 86% Completing
> 4 sessions

Not reported No significant difference between completers and
non-completers on maternal mood pre therapy,
education, orientation to motherhood, social
adversity. Non-completers significantly younger
(p<0.004) and more likely single/separated
(p<0.05)

2% 95%

17% 80%

8% 85%

– 74% across
groups

Completing
intervention

– –

– 68% Completing
intervention

–

68% IPT averaged six maintenance sessions
(range 2–10), 50% averaged 2–3 adjunct
telephone sessions (range 1–6)%

– – – – Mean session attendance 8.8 out of an intended
eight-weekly counselling visits

33% 60% Completing
intervention

– Reasons for non-retention: 25% physical illness,
25% need to support husband, 25% difficulty
attending, 25% distance to travel. Reasons for non
attendance: 29% not interested, 14% private
therapy, 14% hospitalised, 14% return to work,
14% job change, 14% difficulty attending

50%a 30%

continued
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TABLE 41 Synthesis three, severe parental depression intervention uptake and retention (continued )

Study
Design, n,
% MDD

Intervention(s),
comparator(s)

Intervention target,
objective

Target child
age range

Percentage
uptake

149 RCT, 68,
symptom
based

Six sessions’ CBT (psychologist) Parent, parent
well-being

< 1 year –

Six sessions’ CBT (nurse) Parent, parent
well-being

TAU –

155 RCT, 29, 100 Seven sessions’ psychoeducation
(partner involvement)

Parent, parent
well-being

< 1 year 100%

Seven sessions’ psychoeducation
(no partner involvement)

Parent, parent
well-being

176, 161 RCT, 35, 100 12 sessions’ CBT, paroxetine Parent, parent
well-being

< 1 year –

TAU, paroxetine only –

150 RCT, 57, 100 8 weeks’ group IPT Parent, parent
well-being

< 1 year 82%

TAU – 96%

146, 160, 167 RCT, 120, 100 12 sessions’ individual IPT Parent, parent
well-being

< 1 year –

TAU –

158 RCT, 903, 100 Seven sessions’ individual CBT Parent, parent
well-being

< 1 year 98%

TAU –

138 RCT, 230, 100 Eight sessions’ group CBT Parent, parent
well-being

< 1 year –

TAU –

65 RCT, 47, 100 12 sessions’ family BT Parent, parenting 3–9 years –

14 sessions’ family CBT Parent, parenting/
parent well-being

63 RCT, 44, 80 Family psychoeducation Parent, parenting 6–13 years –

TAU

159 RCT, 41, 100 6 weeks’ ST Parent, parent
well-being

< 1 year –

TAU

170 nRCT, 23, 100 12 sessions’ IPT Parent, parent
well-being

< 1 year –

12 sessions’ IPT + Sertraline Parent, parent
well-being

TAU, Sertraline alone –
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Percentage
subsequent
withdrawal

Percentage
overall
retention a

Retention
definition Mean adherence Additional information

– – – – CBT attendance 4.6 sessions (nurse facilitated),
4.0 sessions (psychologist facilitated); 71% GP
appointments kept

0% 100% Completing
intervention

– –

11% 89% Completing
intervention

–

5% CBT + paroxetine group non-compliant with
medication, 5% non-compliance with CBT
protocol; 7% TAU suicidal ideation. No significant
differences between completers and dropouts on
age, marital status, employment status, education
level, ethnicity, or number of children

7% 93%

4% 79% Completing
intervention

– Reasons for non-retention: IPT – relocation
interstate, preference for individual therapy,
disclosed domestic violence, improved symptoms.
TAU – dissatisfaction with treatment as usual3% 93%

– 80% Completing
intervention

– Withdrawals not significantly different between
groups (p = 0.47). No significant differences
between dropouts and completers on any
demographic variables85%

– 98% Attending
≥ 1 session

– –

– – – Intervention
sessions 2.7 (3.1),
maximum 8

Attendance not associated with EPDS scores
(p= 0.47). Women taking medication attended
more sessions than those discontinuing but
differences not significant (p= 0.89)

21% 79% Completing
intervention

– Dropout rates not significant different between
groups. No significant differences between
completers and non-completers on any measures13% 87%

33% 66% Completing
≥ 2 sessions

– Reasons for non-retention: 29% inconvenient
timing/location, 29% attending groups
elsewhere, 14% did not feel like attending, 14%
no reason given and 14% excessive symptoms

– –

15% across
groups

85% across
groups

Completing
intervention

– Reasons for non-retention: 14% dropouts moved
away, 14% denied participation by spouse, 14%
no reason, 57% needed more specialised
treatment

18% 82% Completing
intervention

– Allocated on preference: 48% IPT, 9%
medication, 44% IPT +medication. Women
selecting medication alone cited time constraints
prohibiting therapy participation. Non-significant
trend for breastfeeding women to opt for
non-medication (66.7%) and women with no
depression history to choose medication (85.7%).
60% dropouts non-compliant with IPT protocol,
20% switched to couple counselling, 20%
treatment no longer necessary. Non-completers
significantly higher baseline mean BDI scores. No
significant differences on HRSD or EPDS scores

30% 70%

0% 100%

continued
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TABLE 41 Synthesis three, severe parental depression intervention uptake and retention (continued )

Study
Design, n,
% MDD

Intervention(s),
comparator(s)

Intervention target,
objective

Target child
age range

Percentage
uptake

171 nRCT, 40, 100 Eight sessions’ CBT techniques Parent, parent
well-being

< 1 year 95%

TAU –

174 Uncontrolled,
8, 100

12 sessions’ group CBT Parent, parent
well-being

< 1.5 years –

181 Uncontrolled,
11, 100.

Eight sessions’ individual CBT Parent, parent
well-being

2–7 years –

175 Uncontrolled,
45, 61.

Eight sessions’ group CBT Parent, parent
well-being

< 1 year –

176 Uncontrolled,
12, 83

Eight sessions’ individual IPT Parent, parent
well-being

< 1 year –

182 Uncontrolled,
17, 88

12 sessions’ group IPT Parent, parent
well-being

< 1 year –

180, 231–233 Uncontrolled,
25, 64

3 days’ group psychoeducation,
peer support

Child, child
well-being

8–16 years –

177 Uncontrolled,
18, 100

10 sessions’ group + individual IPT,
supplementary partner sessions

Parent, parent
well-being

< 1 year –

183 Uncontrolled,
9, 100

12 sessions’ individuals IPT Parent, psychotherapy:
parent well-being

< 1 year 75%

178 Uncontrolled,
13, 100

Nine sessions’ individual
IPT + engagement session

Parent, psychotherapy:
parent well-being

12–18 years 85%

179 Uncontrolled,
12, 93.

12 sessions’ individual IPT Parent, psychotherapy:
parent well-being

6–18 years NR

173 Uncontrolled,
26, 100

17 weekly sessions’ CBT Parent, psychotherapy:
parent well-being

< 1 year –

BT, behavioural therapy; HRSD, Hamilton Rating Scale for Depression; NR, not reported; PD, personality disorder; ST, supportive
therapy; TAU, treatment as usual.
a Estimated from uptake and withdrawal.
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Percentage
subsequent
withdrawal

Percentage
overall
retention a

Retention
definition Mean adherence Additional information

– 95% Attending
≥ 1 sessions

– –

12% 88% Completing
intervention

– –

9% 91% Completing
intervention

– One withdrew owing to physical health problems

15% 85% Completing
intervention

– Dropouts owing to significant relapse (e.g. manic
episode, psychotic episode), mother/child physical
health. Dropouts did not differ significantly from
completers in age, ethnicity or time postpartum

17% 83% Completing
intervention

66% received a mean
of four to six follow-up
sessions

One out of two dropouts did not consider
symptoms to warrant treatment (diagnosed with
minor depression), one out of two no explanation

50% 50% Completing
intervention

– 22% chose not to participate owing to
transportation or child-care difficulties, or
reluctance to be treated in the context of a trial.
Other reasons unknown

32% 68% Completing
intervention

32% only completed
2 days

Reasons for non-attendance: illness, previous
commitments, parental illness requiring children
to cover homecare

5% 95% Completing
intervention

95% completed
all sessions

One dropped out owing to an ongoing
court hearing

22% 58% Completing
intervention

– –

10% 77% Completing
intervention

All who participated in
engagement session
attended ≥ 1 session,
mean 7.9 sessions.
10 out of 11 completed
full course

–

25% 75% Completing
intervention

Sessions attended by
treatment completers
11.1 (SD 2.7).

Reasons for non-retention: 33% lack of time,
33% child in foster care, 33% felt no need
to continue

– 85% Attending
all sessions

– Reasons for non-retention: 75% moving out
of the area and 25% discontinuing owing to
rapid improvement
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Appendix 10 Data extraction sheet (economic
evaluation)
Study characteristics First author

Year

Clinical paper published and included in the clinical review: yes/no

Disorder

Interventions

Comparator

Country

Study design

Patient group

Sample size

Age group

Outcome-primary (economic evaluation’)

Outcome-secondary (economic evaluation’)

Costs collected (list)

Source of unit costs

Method of economic data collection

Perspective

Method of economic evaluation

Cost year

Time horizon

Clinical results

Cost results

Cost-effectiveness results

Conclusions according to authors

Quality Question

Alternatives

Effectiveness

Identification of costs and consequences

Measurement of costs and consequences

Valuation of costs and consequences

Discounting

Incremental analysis

Uncertainty

Results
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