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ABSTRACT

Background

Intimate partner violence (IPV) against women is prevalent and strongly associated with mental health problems. Women experiencing
IPV attend health services frequently for mental health problems. The World Health Organization recommends that women who have
experienced IPV and have a mental health diagnosis should receive evidence-based mental health treatments. However, it is not known if
psychological therapies work for women in the context of IPV and whether they cause harm.

Objectives

To assess the effectiveness of psychological therapies for women who experience IPV on the primary outcomes of depression, self-efficacy
and anindicator of harm (dropouts) at six- to 12-months' follow-up, and on secondary outcomes of other mental health symptoms, anxiety,
quality of life, re-exposure to IPV, safety planning and behaviours, use of healthcare and IPV services, and social support.

Search methods

We searched the Cochrane Common Mental Disorders Controlled Trials Register (CCMDCTR), CENTRAL, MEDLINE, Embase, CINAHL,
PsycINFO, and three other databases, to the end of October 2019. We also searched international trials registries to identify unpublished
or ongoing trials and handsearched selected journals, reference lists of included trials and grey literature.

Selection criteria

We included randomised controlled trials (RCTs), quasi-RCTs, cluster-RCTs and cross-over trials of psychological therapies with women
aged 16 years and older who self-reported recent or lifetime experience of IPV. We included trials if women also experienced co-
existing mental health diagnoses or substance abuse issues, or both. Psychological therapies included a wide range of interventions that
targeted cognition, motivation and behaviour compared with usual care, no treatment, delayed or minimal interventions. We classified
psychological therapies according to Cochrane Common Mental Disorders’s psychological therapies list.

Data collection and analysis

Two review authors extracted data and undertook 'Risk of Bias' assessment. Treatment effects were compared between experimental and
comparator interventions at short-term (up to six months post-baseline), medium-term (six to under 12 months, primary outcome time

Psychological therapies for women who experience intimate partner violence (Review) 1
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point), and long-term follow-up (12 months and above). We used standardised mean difference (SMD) for continuous and odds ratio (OR)
for dichotomous outcomes, and used random-effects meta-analysis, due to high heterogeneity across trials.

Main results

We included 33 psychological trials involving 5517 women randomly assigned to experimental (2798 women, 51%) and comparator
interventions (2719 women, 49%). Psychological therapies included 11 integrative therapies, nine humanistic therapies, six cognitive
behavioural therapy, four third-wave cognitive behavioural therapies and three other psychologically-orientated interventions. There
were no trials classified as psychodynamic therapies. Most trials were from high-income countries (19 in USA, three in Iran, two each in
Australia and Greece, and one trial each in China, India, Kenya, Nigeria, Pakistan, Spain and UK), among women recruited from healthcare,
community, shelter or refuge settings, or a combination of any or all of these. Psychological therapies were mostly delivered face-to-face
(28 trials), but varied by length of treatment (two to 50 sessions) and staff delivering therapies (social workers, nurses, psychologists,
community health workers, family doctors, researchers). The average sample size was 82 women (14 to 479), aged 37 years on average,
and 66% were unemployed. Half of the women were married or living with a partner and just over half of the participants had experienced
IPVin the last 12 months (17 trials), 6% in the past two years (two trials) and 42% during their lifetime (14 trials).

Whilst 20 trials (61%) described reliable low-risk random-sampling strategies, only 12 trials (36%) described reliable procedures to conceal
the allocation of participant status.

While 19 trials measured women's depression, only four trials measured depression as a continuous outcome at medium-term follow-up.
These showed a probable beneficial effect of psychological therapies in reducing depression (SMD -0.24, 95% Cl —-0.47 to -0.01; four trials,
600 women; moderate-certainty evidence). However, for self-efficacy, there may be no evidence of a difference between groups (SMD -0.12,
95% CI-0.33 to 0.09; one trial with medium-term follow-up data, 346 women; low-certainty evidence). Further, there may be no difference
between the number of women who dropped out from the experimental or comparator intervention groups, an indicator of no harm (OR
1.04, 95% CI 0.75 to 1.44; five trials with medium-term follow-up data, 840 women; low-certainty evidence). Although no trials reported
adverse events from psychological therapies or participation in the trial, only one trial measured harm outcomes using a validated scale.

For secondary outcomes, trials measured anxiety only at short-term follow-up, showing that psychological therapies may reduce anxiety
symptoms (SMD —0.96, 95% Cl -1.29 to -0.63; four trials, 158 women; low-certainty evidence). However, within medium-term follow-up,
low-certainty evidence revealed that there may be no evidence between groups for the outcomes safety planning (SMD 0.04, 95% CI -0.18
to 0.25; one trial, 337 women), post-traumatic stress disorder (SMD -0.24, 95% CI —0.54 to 0.06; four trials, 484 women) or re-exposure to
any form of IPV (SMD 0.03, 95% CI —0.14 to 0.2; two trials, 547 women).

Authors' conclusions

There is evidence that for women who experience IPV, psychological therapies probably reduce depression and may reduce anxiety.
However, we are uncertain whether psychological therapies improve other outcomes (self-efficacy, post-traumatic stress disorder, re-
exposure to IPV, safety planning) and there are limited data on harm. Thus, while psychological therapies probably improve emotional
health, itis unclear if women's ongoing needs for safety, support and holistic healing from complex trauma are addressed by this approach.
Thereis a need for more interventions focused on trauma approaches and more rigorous trials (with consistent outcomes at similar follow-
up time points), as we were unable to synthesise much of the research.

PLAIN LANGUAGE SUMMARY

Psychological therapies for women who experience intimate partner violence
The review question

Domestic violence (physical, emotional, sexual abuse and controlling behaviour by a partner or ex-partner) is common worldwide
and causes long-lasting emotional and physical health problems. Psychological therapies (counselling by trained people) may improve
women's mental health and enable them to focus on making safety plans, accessing resources for themselves and their children, and
ultimately to escape the domestic violence.

We searched scientific literature worldwide up to the end of October 2019 for trials comparing a group of female domestic violence survivors
who received psychological therapy with those who did not, to understand whether such therapies are safe and effective.

Trial characteristics

Women had been randomly placed in one group (the intervention) or the other (comparison). We found 33 trials involving 5517 women,
with an average age of 37 years, and two-thirds of them were unemployed. Half of them were married or living with a partner, and for
half of them the domestic violence was in the last 12 months. Psychological therapies were mostly delivered face-to-face but varied by the
length of treatment (2 to 50 sessions) and the staff who delivered the therapies (social workers, nurses, psychologists, community health
workers, family doctors, researchers). Women were invited from healthcare settings, community centres and domestic violence refuges
and shelters. Nineteen trials measured women's depression, two assessed self-efficacy (if women believed they were capable of making

Psychological therapies for women who experience intimate partner violence (Review) 2
Copyright © 2020 The Cochrane Collaboration. Published by John Wiley & Sons, Ltd.



c Coch rane Trusted evidence.
= . Informed decisions.
1 Li b ra ry Better health. Cochrane Database of Systematic Reviews

changes in their lives) and all measured dropout from the groups. We used the number of dropouts to measure harmful effects. Most trials
followed up on the women within six months of starting the trial.

Key results

We found evidence that psychological therapies probably reduce depression and may reduce anxiety symptoms for women who have
experienced domestic violence (six to 12 months after the therapy). Psychological therapies do not appear to cause any harm. However, we
are uncertain whether psychological therapies improve self-efficacy, mental health, quality of life, social support, uptake of healthcare and
domestic violence services, safety planning or reduce post-traumatic stress disorder and re-exposure to any form of domestic violence.

Overall, there is a need for more trials with consistent outcomes at similar follow-up time points as we were unable to combine much of
the research to give an overall picture. Thus, while women experiencing domestic violence may be helped by psychological therapies to
improve their emotional health, which may in turn help their ongoing needs of safety, support and holistic healing from complex trauma,
we are uncertain whether psychological therapies improve these aspects of their lives.

Psychological therapies for women who experience intimate partner violence (Review) 3
Copyright © 2020 The Cochrane Collaboration. Published by John Wiley & Sons, Ltd.
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SUMMARY OF FINDINGS

Summary of findings 1. Psychological therapies for women who experience intimate partner violence

Psychological therapies compared to comparator intervention (e.g. usual care, no treatment or minimal treatment) for women who experience intimate partner

violence

Patient or population: women aged 16 years and older who self-report previous or current experience of intimate partner violence

Setting: healthcare settings, community, shelter and refuge settings
Intervention: psychological therapies, classified according to Cochrane Common Mental Disorder's psychological therapies list to include (but not limited to) a wide range
of interventions that target cognition, motivation and behaviour which aim at alleviating distress or impairment
Comparison: comparator intervention (e.g. usual care, no treatment or minimal treatment)

Outcomes Anticipated absolute effects” (95% Cl) Relative  N¢of Certain- Comments
effect partici- ty of
Risk with compara- Risk with psy- (95%Cl)  pants the evi-
tor intervention (e.g.  chological thera- (trials)  dence
usual care, no treat-  pies (GRADE)
ment or minimal
treatment)
Depression score The mean depression SMD 0.24 lower - 600 BODO This corresponds to a small
score ranged from 11.1  (0.47 lower to (4 RCTs) Moder- effect according to conven-
Scales: Beck Depression Inventory, Center for Epidemi- t024.2 0.01 lower) ated tions proposed by Cohen
ologic Studies Short Depression Scale, Patient Health 1992
Questionnaire
Direction: lower better
Follow-up: medium-term (6 to under 12 months)
Self-efficacy score The mean self-efficacy  SMD 0.12 lower - 346 PO This effect approaches zero
score was 28.1 (0.33 lower to (1 RCTs) Lowb
Scale: Generalized Self-Efficacy Scale 0.09 higher)
Direction: higher better
Follow-up: medium-term (6 to under 12 months)
Dropouts from treatment Trial population OR1.04 840 BPOO This effect approaches zero
] (0.75to (5RCTs) LowasC
Follow-up: medium-term (6 to under 12 months) 263 per 1000 271 per 1000 1.44)
(211 to 340)
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Anxiety score The mean anxiety SMD 0.96 lower - 158 @300 This corresponds to large
score ranged from8to  (1.29 lower to (4 RCTs) Lowd effect according to conven-

Scales: Beck Anxiety Inventory, State-Trait Anxiety In- 53.1 0.63 lower) tions proposed by Cohen

ventory and Depression, Anxiety, and Stress Scale 1992

Direction: lower better

Follow-up: short-term (under 6 months)

Post-traumatic stress disorder Score The mean post-trau- SMD 0.24 lower - 484 SPOO This corresponds to a small
matic stress disorder (0.54 lower to (4 RCTs) LowaC effect according to conven-

Scale: Clinician Administered PTSD Scale, Posttraumatic  score ranged from 19.5  0.06 higher) tions proposed by Cohen

Stress Symptoms— Interview, Posttraumatic Stress Dis-  t536.5 1992. However the 95% con-

order Checklist fidence interval indicate we

Direction: | bett are uncertain whether psy-

irection: fower better chological therapies reduce
Follow-up: medium-term (6 to under 12 months) Eost-traumatlc stress disor-
er

Re-exposure to IPV score The mean re-exposure  SMD 0.03 higher - 547 D00 This effect approaches zero
to IPV score was 6.1 (0.14 lower to (2 RCTs) Lowa,e

Scales: Revised Conflict Tactics Scales, Composite and 8.7 0.20 higher)

Abuse Scale

Direction: lower better

Follow-up: medium-term (6 to under 12 months)

Safety planning and/or safety behaviour score The mean safety plan- ~ SMD 0.04 higher - 337 BPOO This effect approaches zero
ning and/or safety be- (0.18 lower to (1RCT) Lowb

Service use and activities questionnaire haviour score was 4.2 0.25 higher)

Direction: higher better

Follow-up: medium-term (6 to under 12 months)

*The risk in the intervention group (and its 95% confidence interval) is based on the assumed risk in the comparison group and the relative effect of the intervention (and

its 95% Cl).

Cl: confidence interval; OR: odds ratio

GRADE Working Group grades of evidence

High certainty: We are very confident that the true effect lies close to that of the estimate of the effect
Moderate certainty: We are moderately confident in the effect estimate: the true effect is likely to be close to the estimate of the effect, but there is a possibility that it is

substantially different

Low certainty: Our confidence in the effect estimate is limited: the true effect may be substantially different from the estimate of the effect

Very low certainty: We have very little confidence in the effect estimate: the true effect is likely to be substantially different from the estimate of effect

Kieaqi (JF)
aueayrory \

‘yyeay 19199
*SUOISII3P pawioju]
*32UBPINS pashiL

SM3IADY J13BWSISAS JO dseqeleq auelyd0)



“P17 ‘suos 73 A3)IM uyor Aq paysiignd ‘uoieloqe)jod auelyd0) ay L 0z0Z © ySuAdod

(ma1nay) @dud)oIn s3ursed d)ewryul 3dUILIIAXS oYM usawom 10y saidesayy jesiSojoydAsd

aDowngraded one level due to unclear risk of bias in allocation concealment (risk of bias).
bDowngraded two level due to very small number of trials / participants (imprecision).
cDowngraded one level due to inconsistency of results across trials (inconsistency).
dDowngraded two level due to high risk of bias in allocation concealment (risk of bias).
eDowngraded one level due to small number of trials / participants (imprecision).
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BACKGROUND

Description of the condition

Intimate partner violence (IPV) is a prevalent issue across
countries, with one in three women globally reporting violence
from an intimate partner at some stage in their lives (World
Health Organization 2013a). This review adopts the World Health
Organization (WHO) definition of IPV as “any behaviour within
an intimate relationship that causes physical, psychological or
sexual harm to those in the relationship” (Krug 2002). This
includes acts of psychological abuse, such as intimidation and
constant belittling, and controlling behaviour such as monitoring
movements, isolation from family and friends and restricting access
to financial resources, medical care, employment and education
(Krug 2002). Compared to men, women experiencing IPV are more
likely to suffer from repeated, severe violence from their intimate
partners and are also more likely to be murdered by a current
or former intimate partner (World Health Organization 2013a).
For these reasons, this review focuses on women exposed to
IPV, although it is acknowledged that IPV against men is also an
important issue that requires further research.

Recent studies have estimated IPV as the leading cause of death,
disability and illness for women of childbearing age, mostly as
a result of mental health issues associated with IPV (Ayre 2016).
Abused women commonly suffer with chronic health problems
(Black 2001; World Health Organization 2013a), present very
frequently to healthcare services and require a wide range of
medical services (Black 2001). The most prevalent mental health
problems in women exposed to IPV are depression, anxiety, post-
traumatic stress disorder (PTSD) and alcohol use disorders (Howard
2013; Rees 2011; Trevillion 2012; World Health Organization 2013a).
Abused women are more than twice as likely to suffer with
depression compared with non-abused women (Devries 2013).
Women who experience IPV have also been found to be more likely
to suffer from PTSD compared with non-abused women (Oram
2013), and more likely to develop dependency on alcohol and
illicit substances (Oram 2013). Women exposed to IPV often also
suffer from low self-esteem and hopelessness (Papadakaki 2009).
There is growing awareness of the wide range of negative mental
health symptoms associated with experience of IPV, including
the understanding of the term complex trauma (Baird 2019;
Courtois 2012; Hermann 1992). Given this high prevalence of mental
health problems in women exposed to IPV, there is a potential
for psychological therapies to improve women’s mental health
functioning.

Description of the intervention

For the purpose of this review, broadly defined, psychological
therapies include a wide range of interventions that target
cognition, motivation and behaviour which aim at alleviating
distress or impairment (see Cochrane Common Mental
Disorders' (CCMD) psychological therapies list for definitions).
These include:

1. behaviour therapy/behaviour modification (e.g.
scheduling, psycho-education, problem-focused);

2. cognitive behavioural therapy (CBT; e.g. rational emotive
therapy, restructuring, role play);

3. third-wave CBTs (e.g. acceptance and commitment therapy,
mindfulness);

activity

4, psychodynamic  therapies (e.g.
transference, object relations);

5. humanistic therapies (e.g. existential therapy, grief work);

6. integrative therapies (e.g. motivational interviewing and
interpersonal therapy);

7. systemic therapies (e.g.
narrative therapy);

8. other psychologically-orientated Interventions (e.g. art therapy,
meditation, music therapy).

countertransference,

solution-focused brief therapy,

We did not include therapies that were not aimed at individual
women, for example, couples or family therapy, as in our protocol
(Tan 2018).

Cognitive behavioural processes, which underlie some of the
psychologicalinterventions listed, have slightly different targets for
change that can be sub-classified into the following (Dobson 2009):

1. cognitive re-structuring, which focuses on internal underlying
beliefs and thoughts with the aim to challenge maladaptive
thought patterns;

2. coping skills therapy, which focuses on identification and
alteration of cognitions and behaviours that may increase the
impact of negative external events. This type of therapy is
primarily used for problems that are external to the person,
focusing on reducing the consequences of negative external
events;

3. problem-solving therapies which combine cognitive
restructuring and coping skills therapy to change internal
thought patterns and optimise responses to external negative
events.

The number of psychological intervention sessions in IPV
intervention trials can vary greatly, from one to 20 sessions
(Hegarty 2013; Kiely 2010). There is limited evidence from IPV
trials about the recommended length of treatment (World Health
Organization 2013b). Similarly, there is wide variation across
interventions in who delivers the psychological intervention from
formally trained mental healthcare workers to social work students
(Kiely 2010), to trained healthcare workers and family doctors
(Hegarty 2013). Drawing on mental health literature, low-intensity
psychological interventions for mild-to-moderate mental health
symptoms are recommended at an intensity of at least five up to
12 sessions according to internationally recognised psychological
guidelines (National Collaborating Centre Mental Health 2019; NICE
2009). High-intensity psychological interventions, for more severe
symptoms, are recommended at an intensity of 16 to 20 sessions
(NICE 2009).

All psychologically-orientated interventions at some level aim
to reduce stress and promote recovery from the trauma of the
IPV. This may enable women to take further actions for safety
and well-being for themselves and their children, despite the
fact that control of ending the IPV and abusive behaviours is
in the hands of their partner or ex-partner. Survivors value the
importance of positive therapeutic relationships that can promote
a safe and trusting relational experience after being abused
that may assist with trauma symptoms (Feder 2006). Further,
there is often limited acknowledgment of the complex trauma
symptoms women with IPV experience in mental health settings
(Warshaw 2013) or the need for trauma informed approaches in
evaluations of psychological therapies (Bisson 2013) or training
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of mental health professionals (World Health Organization 2013b).
Thus even though this review examines specific psychological
therapies, it is important to acknowledge that the staff and
organisations delivering psychological therapies need to adhere
to the principles of trauma informed care (Warshaw 2013). These
include physical and psychological safety, trust, transparency, peer
support, collaboration, mutuality, empowerment, voice, choice,
and an understanding of cultural, historical and gender issues
(World Health Organization 2013b).

How the intervention might work

In considering individual psychological interventions for IPV, it
must first be recognised that women experiencing IPV often have
little to no control over their partner’s behaviour (Hegarty 2008).
Furthermore, there may be limited insight by women into labelling
of the behaviours they are experiencing as IPV (Reisenhofer 2013).
This is particularly relevant among women with long histories of
trauma, poor self-esteem and social isolation as a result of the
IPV they have experienced (Papadakaki 2009). Such individual-
and relationship-level circumstances contribute to the difficult
process of decision-making about accessing help or escaping the
violence, or both (O'Doherty 2016). In addition, factorsin a person's
community and the wider social and cultural milieu, including race,
immigration status, disability, and sexuality add to the complexity
of a woman's journey and need to be considered with respect to
responses for women experiencing IPV (Chavis 2008). Decisions
such as disclosing abusive behaviour, uptake of safety behaviours
and leaving an abusive relationship are therefore much more
complex than they may appear, particularly for women still in the
relationship where IPV is happening. Further, taking such action by
a woman may be impaired by the mental health consequences of
exposure to IPV, including depression, anxiety and PTSD. However,
psychological therapies alone may not address re-victimisation
and women may need advocacy (Rivas 2019) and justice responses
for their partners.

In this complicated setting, we consider the role of
psychological therapies and their potential for changing perceived
support, cognitions, beliefs and behaviours for individual
women. We will describe how behaviour therapy, CBT-based
interventions, integrative therapies, humanistic therapies and
other psychologically-orientated interventions might impact
on a woman experiencing IPV. Firstly, cognitive behavioural
interventions (e.g. formal CBT, CBT-based techniques, Trauma
Focused-CBT, third wave-CBT) are based on the proposition that
behaviours are often cognitively mediated (Butler 2006). Because
cognitive activity may be monitored and altered, behaviours (for
example, seeking help for IPV) may be changed through cognitive
changes (Dobson 2009). Addressing certain thinking patterns and
beliefs may therefore result in positive changes in symptoms and
behaviours that may reduce some of the negative consequences of
IPV exposure (Butler 2006). It is important at this stage to recognise
that women experiencing IPV often make significant efforts to
minimise harm, and certain behaviours and cognitions (such
as safety planning) have been associated with harm reduction
(Tiwari 2005). These positive cognitions and behaviours provide
a good example of important potential targets for psychological
therapies. Further, third wave-CBTs, for example, acceptance and
commitment therapy and mindfulness CBT, act on changing the
individual's relationship to distress and pain through acceptance,
being present and committed action (Hayes 2006).

Integrative therapies such as motivational interviewing may be
useful in assisting women. Motivational interviewing is based
on the Transtheoretical model (Miller 2002), which identifies five
stages of change with various strategies identified to facilitate
a shift from one stage to the next (Prochaska 1992). A number
of authors have however challenged the application of the
Transtheoretical model to IPV interventions (Chang 2005; Zink
2004), as women who are abused have minimal control over their
partner’s behaviour. It is therefore not immediately obvious what
the target for change should be (Reisenhofer 2013). For example,
a woman might be cognitively and emotionally prepared to leave
the relationship, but be constrained by an objective external
barrier to change, and may take other actions such as safety
behaviours (Chang 2005). Cluss and colleagues have proposed an
alternative model, the Psychosocial Readiness Model, to describe
the process of change for victims of partner abuse (Cluss 2006).
The Psychosocial Readiness Model encompasses external as well
as internal factors: awareness that the partner’s behaviour is
abuse, perceived support from others and self-efficacy/perceived
power. Self-efficacy is the ability of women to believe that they
can be successful when they take action (Benight 2004). It is a
context-specific assessment of competence to perform a specific
or range of tasks in a given domain (Bandura 1986). It has recently
been proposed that this model could apply to counselling women
exposed to IPV using motivational interviewing (Hegarty 2008;
Hegarty 2013; Saftlas 2014).

Thirdly, humanistic therapies (e.g. supportive and non-directive
therapy) may be helpful for women exposed to IPV. For example
supportive counselling in which the therapist empathically engages
the recipient, helps them to feel understood and assists with
organising their life and solving life problems, also has the potential
to improve victims' mental health and ability to take action (de
Mello 2005). For women who have decided that the abuse must
end, but whose intentions are not translated into action due to
perceived external barriers, then supportive interventions and non
directive techniques may be helpful, especially for depression
(Mynors-Wallis 2000).We know that depression is common in
women exposed to IPV (World Health Organization 2013a), and we
know from qualitative studies that women who have experienced
IPV have identified healthcare clinicians as a source of assistance
from whom they would seek support, although there have only
been limited studies in mental health settings (Feder 2006). Taken
together, these findings support the possibility that humanistic
therapies delivered in healthcare settings might be helpful for
women exposed to IPV.

Psychodynamic therapies, including brief psychotherapy, group
therapy and person centred therapy, might assist women to reflect
and understand what is happening in a supportive way. Other
psychologically-orientated interventions, for example, insight-
orientated therapies, art therapy, music therapy, and meditation
may be helpful conjuncts for women who have left the relationship
to assist them in managing ongoing trauma symptoms. Finally,
of the systemic therapies, narrative therapy may also assist with
developing an understanding of how their symptoms relate to
their narrative of what has happened to them. Couples and family
therapy are excluded from this review, as in our protocol (Tan 2018).

This background supports the findings from emerging research as
previously outlined, that psychological therapies may positively
impact upon the mental health and well-being of women
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experiencing IPV, even without overt diagnoses of mental health
conditions (Hegarty 2013; Kiely 2010; Kubany 2004; Nelson 2012).

Why it is important to do this review

IPV is globally prevalent, with devastating, far-reaching and
long-lasting individual and societal consequences (World Health
Organization 2013c). It is important to gather and evaluate
systematically the evidence about psychological therapies that
may help women exposed to IPV, as we have few interventions
available that have been shown to help the safety, health and
well-being of women and their children. Routine screening of
women for IPV in health settings, in the absence of structured
intervention, was shown in a Cochrane Review to have no impact
upon health outcomes and re-exposure to violence (O'Doherty
2015). Advocacy in the multifaceted form of safety, legal, housing
and financial advice, and facilitated access to community resources
such as shelters, emergency housing and counselling is another
intervention that may be offered to women (Rivas 2015). However,
evidence from a Cochrane Review of the effect of advocacy for
women exposed to IPV has been equivocal (Rivas 2019). In addition,
another Cochrane Review examining the impact of educational
and skills-based interventions for relationship violence among
adolescents and young adults also found no impact upon episodes,
attitudes or behaviours related to relationship violence (Fellmuth
2013). Further research is therefore required to investigate the
effectiveness of other interventions.

The effectiveness of cognitive behavioural interventions in the
treatment of depression, anxiety and PTSD in general populations
has been well demonstrated in Cochrane Reviews (Bisson 2013;
Butler 2006; Hunot 2007). Given the prevalence of these specific
mental health problems among women experiencing IPV (World
Health Organization 2013a), and guidance to offer women
experiencing mental health problems and IPV standard treatment
by therapists who have an understanding of complex trauma
from IPV (World Health Organization 2013b), it is a reasonable
next step to examine the impact of psychological therapies
generally for women experiencing IPV. Women exposed to IPV
are often referred for psychological interventions, but the impact
of these interventions remains uncertain. Before psychological
interventions can be recommended, it is important to evaluate
the helpfulness of these interventions in this population. To our
knowledge, the role of psychological therapies with and for women
exposed to IPV has never been systematically assessed to the
level of a Cochrane Review (Feder 2009; Tirado-Mufioz 2014). This
review seeks to address this important knowledge gap and provide
practitioners and policymakers with a further evidence base to
guide effective responses to IPV for women, whether or not they
have been diagnosed with a mental health condition.

OBJECTIVES

To assess the effectiveness of psychological therapies for women
who experience IPV on the primary outcomes of depression,
self-efficacy and an indicator of harm (dropouts) at six- to 12-
months' follow-up, and on secondary outcomes of other mental
health symptoms, anxiety, quality of life, re-exposure to IPV, safety
planning and behaviours, use of healthcare and IPV services, and
social support.

METHODS

Criteria for considering studies for this review
Types of studies

We included randomised controlled trials (RCTs) and quasi-RCTs.
We included quasi-RCTs because research in this area is still
emerging. Cluster-RCTs and cross-over trials were also eligible for
inclusion.

Types of participants
Participant characteristics

We included participants identifying as women aged 16 years
and older. Where trials involved a subset of eligible participants,
we included these trials in the review if the trial included over
50% eligible participants who had been stratified, randomised and
analysed separately.

Condition

We included women who self-reported recent or past experience
of IPV. This included same-sex partners. We included women who
experienced sexual violence, but only if this was perpetrated by an
intimate partner.

Co-morbidities

We included women with co-existing mental health diagnoses or
substance abuse issues, or both, in addition to having experienced
recent or previous IPV.

Setting

We included women recruited via healthcare, community and
shelter or refuge settings. Healthcare settings here are taken to
include general practice, antenatal and postnatal services, hospital
emergency services, gynaecology services, sexual health clinics,
mental health services, community health centres, and drug and
alcohol services. Community settings included women's and IPV
support organisations, justice settings and refuge facilities.

Types of interventions
Experimental Intervention

The experimental intervention consisted of psychological
therapies, which are taken here to broadly include a wide range
of therapies that target cognition, motivation and behaviour
which aim at alleviating distress or impairment. We classified
psychological therapies according to the Cochrane Collaboration
Depression, Anxiety and Neurosis Group (CCDAN) classification of
psychological interventions. These include:

1. behaviour therapy/behaviour modification (e.g. social skills
training, behaviour contracting, activity scheduling, exposure
therapy and psycho-education);

2. CBT (e.g. problem-solving, rational emotive therapy, role play,
restructuring);

3. third-wave CBTs (e.g. acceptance and commitment therapy,
mindfulness, meta-cognitive therapy, compassion-focused);

4. psychodynamic therapies (e.g. insight-orientated therapy,

countertransference, transference, object relations,
psychoanalytic therapy);
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5. humanistic therapies (e.g. existential therapy, expressive
therapy, supportive therapy, non-directive therapy);

6. integrative therapies (e.g. motivational interviewing,
interpersonal  therapy, counselling, eclectic therapy,
transtheoretical);

7. systemic therapies (e.g. conjoint therapy, couples, marital or
relationship therapy, family therapy);

8. other psychologically-orientated interventions (e.g. art therapy,
bibliotherapy, colour therapy, music therapy, psychodrama).

We included trials where interventions involved one or more
sessions, where each session consisted of at least 30 minutes. For
allinterventions, we included trials of any duration or frequency of
treatment, as long as treatment met the above stated criteria. In
this review, consistent with our protocol (Tan 2018), we excluded
systemic therapies such as couple-based therapies, since the focus
of the current review is on psychological therapies with women
only who experience IPV.

Given the lack of standardised definitions for the training
requirements, we did not apply any restrictions to the minimum
training requirements for psychological therapy delivery as this
would be an arbitrary restriction. Training for the delivery of these
interventions was liberal, and included healthcare workers (e.g.
medical and allied health workers) and non-healthcare workers
(e.g. lay people who have received training). There is a current
lack of consensus about consistent minimum requirements for
formal psychological therapy training. Using CBT as an example,
the Beck Institute specifies important components of CBT in
the Cognitive Therapy Scale but does not specify the minimum
training required to achieve such competencies (Young 1980). The
British Psychological Society compiled a list of core competencies
required for CBT delivery in recognition of the disparities between
health professions with regard to CBT training, but the minimum
training to achieve these competencies similarly was not specified
(Roth 2007). Rakovshik and McManus attempted to review the
effectiveness of CBT training, but were unable to generate
definitive conclusions about the relationship between CBT training
and therapist competence (Rakovshik 2010). Furthermore, they
were also unable to find a standardised definition of therapist
competence, nor were they able to find a standardised method to
measure such competence (Rakovshik 2010).

For all interventions, we did not restrict mode of intervention
delivery and included face-to-face, any type of digital delivery
including telephone, mobile phone and computer-based delivery.
Face-to-face and telephone interventions were delivered by
either healthcare workers or lay people with specific training
in psychological techniques. Mobile phone and computer-based
delivery was developed by healthcare workers or by lay people,
including IPV organisations. We included both individual and group
delivery of the intervention.

Comparator intervention

Comparator interventions consisted of usual care, no treatment,
delayed provision of psychological interventions (also referred
to as waiting-list conditions) and minimal interventions such
as screening, information provision and referral to community
services such as women's shelters.

Special circumstances

We included trials where psychological therapies were delivered
as an adjunct to advocacy or screening for IPV, where the
comparator intervention group received advocacy or screening
without psychological interventions.

Types of outcome measures

We included trials that met the above inclusion criteria, regardless
of whether they reported on the following outcomes.

Primary outcomes

1. Depression with outcome measures including the Center
for Epidemiologic Studies Depression Scale (CES-D; Radloff
1977), the Patient Health Questionnaire (PHQ; Spitzer 1999),
Beck Depression Inventory (BDI; Beck 1961), Hospital Anxiety
and Depression Scale (HADS; Bjelland 2002), and Hamilton
Depression Rating Scale (HAM-D; Hamilton 1960)

2. Self-efficacy with outcome measures including the General Self-
Efficacy Scale (GSE; Schwarzer 1995)

3. Dropouts from treatment

Secondary outcomes

1. General mental health symptoms with outcome measures
including the Short Form 12-item survey (SF12; Ware 1996)

2. Anxiety with outcome measures including Generalised Anxiety
Disorder Seven-item Assessment (GAD-7; Kertz 2013; Spitzer
2006), Beck Anxiety Inventory (BAI; Beck 1988), and Hospital
Anxiety and Depression Scale (HADS; Bjelland 2002)

3. PTSD with outcome measuresincluding the PTSD checklist (PCL;
Blanchard 1996; Weathers 1991), and Short Screening Scale for
DSM-IV Post-traumatic Stress Disorder (Breslau 1999)

4. Quality of life with outcome measures including the WHO
Quality of Life scale - abbreviated version (WHOQOL-BREF;
Skevington 2004) and EuroQol-5 dimension (EQ-5D; Brooks
1996)

5. Re-exposure to IPVincluding physical, sexual and psychological
abuse with outcome measures including the Composite Abuse
Scale (CAS; Hegarty 2005), Revised Conflict Tactics Scale (CTS2;
Straus 1996) and Women's Experience with Battering (WEB;
Smith 1995)

6. Safety planning or safety behaviour and self-care activities, or
both, with outcome measures including the Safety Behaviour
Checklist (McFarlane 2004)

7. Use of healthcare and IPV services with outcome measures as
defined in the individual trials, since we expect these to be trial-
specific as healthcare and IPV services vary greatly between
different settings and countries

8. Social support with outcome measures including the Oslo
3 Social Support Scale (0SS3; Dalgard 1996), Interpersonal
Support Evaluation List (ISEL; Cohen 1983) and Inventory of
Socially Supportive Behaviours (ISSB; Barrera 1981)

We collected additional outcome-related information to further
aid understanding of included trials. These included information
about analysis of any cost-benefit measures, process evaluation,
summary of participants' views about the intervention, and
adverse events (harms) related to participation.
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Timing of outcome assessment

We classified short-term follow-up as up to six months after
baseline assessment, medium-term follow-up as six to under 12
months, and long-term follow-up as 12 months or more. The
primary outcome time frame was medium-term follow-up, but
when there were insufficient trials with available data at medium-
term follow-up, we analysed findings at short and/or long-term
follow-up. In addition, when trials reported data from more than
one follow-up period, we included data from the latest possible
follow-up period in the meta-analysis if data were available.

Hierarchy of outcome measures

In the event that the included trials used more than one scale to
measure single outcomes, in selecting a set of data for inclusion
in meta-analysis, we gave preference to scales and measures
according to the order in which they are listed above.

Search methods for identification of studies

We identified RCTs of psychological therapies for women
experiencing IPV from the specialised register of the Cochrane
Common Mental Disorders Group (CCMDCTR), the Cochrane
Central Register of Controlled Trials (CENTRAL) and other key
bibliographic databases (most recent search, 29 October 2019).

Electronic searches

An Information Specialist with CCMD ran searches on the
following databases using relevant subject headings (controlled
vocabularies) and search syntax, appropriate to each resource. The
initial search was conducted in June 2018.

1. Cochrane Common Mental Disorders Controlled Trials Register
(CCMDCTR) (all available years) (Appendix 1).

2. Cochrane Central Register of Controlled Trials (Issue 5 of 12, May
2018) (Appendix 2).

Ovid MEDLINE (1946 to 28 June 2018).
Ovid Embase (1974 to 27 June 2018).

Ovid PsycINFO (1806 to June Week 3).
Ebsco CINAHL (1982 to 28 June 2018).

Database of Abstracts of Reviews for Effectiveness (DARE

(archived database)) (all years to Issue 2 of 4, April 2015).

8. Web of Science Social Science Citation Index (1900 to 28 June
2018).

9. Proquest Published International Literature on Traumatic Stress
(PILOTS) (1871 to 28 June 2018).

10.Clinical Trial Registers: ClinicalTrials.gov and the WHO

International Clinical Trials Registry Platform (ICTRP;

www.who.int/ictrp/en/) (all years to 28 June 2018).

No s W

We applied no restrictions by date, language or publication status.

When we updated the search in October 2019, we were concerned
about the specificity of terms for the intervention, so we ran a new
search, population only (IPV) on CENTRAL, in the first instance.
The search included additional terms for IPV and was backdated
(all years) and de-duplicated, as appropriate. After we screened
the new search results from CENTRAL, we then completed further
update searches on MEDLINE, Embase, PsycINFO and the Web of
Science (2018 onwards) (Appendix 3).

1. Cochrane Central Register of Controlled Trials (CENTRAL; Issue
10 of 12, October 2019).

2. Ovid MEDLINE (2018 to 25 October 2019).
3. Ovid PsycINFO (2018 to October Week 3 2019).

4. Web of Science Social Science Citation Index (2018 to 25 October
2019).

In the update, records from Embase and the international trial
registers were captured by CENTRAL on the Cochrane Library,
CINAHL and PILOTS were dropped (as they did not retrieve any
unique citations in the earlier search) and the CCMDCTR and DARE
were out of date at this time.

Searching other resources
Grey literature

We searched sources of grey literature including dissertations and
theses, clinical guidelines and reports from regulatory agencies in
a non-systematic manner (where appropriate) including:

1. World Health Organization,
2. Domestic Violence Data Sources.

Reference lists and handsearching

We checked the reference lists of all included trials and relevant
systematic reviews across various journals to identify additional
trials missed from the original electronic databases searches (for
example, unpublished or in-press citations). We also conducted a
forward citation search on the Web of Science.

Correspondence and personal communication with trial authors

We contacted 135 trial authors and subject experts for information
on unpublished or ongoing trials or to request additional trial data
(88% response rate). Final email communication occurred on 15
November 2019.

Data collection and analysis
Selection of studies

Two review authors (MH and KH) independently reviewed titles
and abstracts of records found using Covidence. Where possible,
we resolved any disagreements between the review authors by
discussion. We coded abstracts as 'yes' or 'maybe' (eligible or
potentially eligible or unclear) or 'no' (do not retrieve). We retrieved
full articles of abstracts selected and four of the review authors
(MH, JT, LOD, GG) assessed them against the inclusion criteria.
We resolved disagreements between review authors by discussion
with the senior author (KH). We contacted trial authors as required,
to decide whether trials had met the inclusion criteria. We recorded
reasons for excluding ineligible trials. As with earlier stages of the
trial selection process, in the event of disagreements that could
not be resolved by discussion, we consulted the senior author (KH)
as mediator. We made final decisions by consensus. We identified
and excluded duplicate records and collated multiple reports that
related to the same trial so that each trial rather than each report
was the unit of interest in the review. We recorded the selection
process in sufficient detail to complete a PRISMA flow diagram
(Moher 2009), and 'Characteristics of excluded studies' table.
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Data extraction and management

MH developed the data collection form in consultation with KH,
AT, JTM, LOD and GG (see Appendix 4). We implemented this data
collection tool in Covidence to extract trial characteristics and
outcome data. We piloted the form on at least one trial in the
review. MH, LOD, GG, JTM and AT contributed to data extraction
from included trials.

In summary, we extracted the following trial characteristics.

1. Methods (e.g. brief description of trial design and randomisation
method, assessment modality, total duration of trial, date and
location of trial).

2. Participants (e.g. total number of participants, baseline socio-
demographic characteristics including gender and age, trial
setting, trial'sinclusion and exclusion criteria, number of eligible
people recruited and assigned, numbers dropped out and
numbers analysed).

3. Interventions (e.g. number of intervention groups, brief
description, type of psychological therapy, mode of delivery,
frequency and duration of delivery, level of mental health
training of person delivering the intervention and the relevant
comparator intervention characteristics, attendance).

4. Outcomes (e.g. primary and secondary outcomes, outcome
measures used and timing of outcome measurement).

5. Notes: funding for trial, and notable conflicts of interest of trial
authors.

We documented in the 'Characteristics of included studies' table
if outcome data were not reported in a usable way. We resolved
disagreements by consensus or by involving the senior author as
mediator (KH). One review author (MH) exported all data from
Covidence into the Review Manager 5 (RevMan 5) file (Review
Manager 2014). We double-checked that data had been entered
correctly by comparing the data presented in the systematic review
with the trial reports. A second review author (KH) checked trial
characteristics for accuracy against the trial report.

Main comparisons

Psychological therapies versus usual care, waiting list and minimal
interventions.

Assessment of risk of bias in included studies
Individually-randomised trials

Review authors MH, JTM, LOD, GG and AT contributed to
assessment of risks of bias for each included trial using the domain-
based evaluation criteria outlined in the Cochrane Handbook for
Systematic Reviews of Interventions (Higgins 2017). Review authors
rated the included trials for each of the domains listed below with
ratings of ‘high risk of bias’, ‘low risk of bias’ or ‘unclear risk of bias’,
and provided the reasons supporting the judgement. We resolved
any disagreements by contacting the trial author as required for
more information to clarify risk of bias, then by team discussion.
In the event of disagreements that could not be resolved by
discussion, we consulted the senior author (KH) as mediator.

For individually-randomised trials, we addressed the following
domains to assess risk of bias.

1. Random sequence generation (methods used to generate the
allocation sequence that would have produced comparable
groups).

2. Allocation concealment (methods used to conceal the allocation
sequence to determine whether group allocations could have
been foreseen in advance).

3. Blinding of participants and personnel (methods used to blind
trial participants and personnel from knowledge of which
intervention a participant received).

4. Blinding of outcome assessment (methods used to blind
outcome assessors from knowledge of which intervention a
participant received).

5. Incomplete outcome data (whether participants' attrition and
exclusion reasons were adequately reported).

6. Selective outcome reporting (whether trial authors selectively
reported certain outcomes and not others).

7. Othersources of bias (concerns about bias not covered by points
1to 6 above).

We also assessed the following factors that may have an impact on
outcomes.

1. Therapist allegiance/conflict of interest (whether the therapist
had a vested interest in the provided therapies).

2. Therapist qualifications and training (whether the person
delivering the intervention had appropriate training or
qualifications, or both).

3. Researcher allegiance/conflict of interest (whether the
researcher had a vested interest in the provided therapies).

4. Protection against contamination (methods used to prevent
or minimise the possibility that women in the comparator
intervention might receive part or all of the intervention).

5. Reliability of outcome measures (use of measures with
appropriate psychometric properties).

6. Treatment fidelity (whether the therapy was measured against a
manual or scale).

We summarised the 'Risk of Bias' judgements across different
trials for each of the domains listed. We considered blinding
separately for different key outcomes where necessary (e.g. for
unblinded outcome assessment, risk of bias for all-cause mortality
may be very different than for a participant-reported pain scale).
Where information on risk of bias related to unpublished data or
correspondence with a trial author, we noted this in the 'Risk of
Bias' table.

When considering treatment effects, we took into account the risk
of bias for the trials that contributed to that outcome. We offer a
detailed description of these 'Risk of Bias' domains in Appendix 5.

Cluster-RCTs

We assessed the risk of bias for cluster-RCTs as outlined above
for individually-randomised trials. In addition, we addressed the
following domains specific to cluster-RCTs in accordance with
Section 16.3.2 of the Cochrane Handbook for Systematic Reviews of
Interventions (Higgins 2011).

1. Identification and recruitment bias.
2. Baseline imbalance between randomised groups.
3. Loss of clusters.
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4. Cluster consideration in analysis.

Cross-over trials

If the design is appropriate, in addition to the criteria outlined
for individual-RCTs and cluster-RCTs (if the unit of allocation is a
cluster, e.g. stepped-wedge cluster-RCT), we will address domains
specific to cross-over trials as outlined in Section 16.4.3 of the
Cochrane Handbook for Systematic Reviews of interventions (Higgins
2011).

1. whether there is a carry-over treatment effect from one period
to the next.

whether only first-period data are available.

incorrect analysis is performed.

comparability of results with those from parallel-group trials.
dropout of participants after the first treatment.

number of treatments or periods used unclear.

o vk wnN

Measures of treatment effect
Dichotomous outcomes

We required counts and percentages by trial arm for each trial
that reported dichotomous outcomes. Using the summary data,
we calculated the pooled odds ratio (OR) and 95% confidence
interval (Cl) across the trials for each outcome. We synthesised
results through random-effects meta-analysis, as we expected to
observe high heterogeneity across the trials (e.g. use of various
scales to measure the same outcome). In trials where data required
to calculate the OR were neither available nor obtainable from trial
authors, we provided the findings as published by the trial authors,
or where possible we used the RevMan calculator (Review Manager
2014), to compute the relevant statistics.

Continuous outcomes

We required means and standard deviations by trial arm for
trials that reported continuous outcomes. We calculated the mean
difference (MD) when the pooled trials used the same scale to
measure the outcome of interest. We calculated the standardised
mean difference (SMD), where the absolute mean difference is
divided by the pooled standard deviation, when trials measured the
outcome using different measurement scales. We presented data
as a scale with a consistent direction of effect (we documented
direction of effect at the data collection stage and reversed it
when necessary). Where means and standard deviations were not
available or obtainable from the trial authors, we provided the
findings as published by the trialauthors or used RevMan calculator
(Review Manager 2014), to compute the relevant data. We used a
narrative approach to describe continuous outcome data that did
not have a normal distribution and were reported as medians and
interquartile ranges in the papers.

Unit of analysis issues
Cluster-RCTs

Statistical methods for cluster-RCTs that allowed for the effect
of clustering are described in Section 16.3.3 of the Cochrane
Handbook for Systematic Reviews of Interventions (Higgins 2011). If
trials had not accounted for the effects of clustering in the analysis,
we used an approximate analysis, as described in Section 16.3.6
of the Cochrane Handbook for Systematic Reviews of interventions
(Higgins 2011), which in addition to summary measures nominated

for continuous and binary outcomes above, requires an estimate
of the intra-class correlation coefficient (ICC) of the outcome and
average cluster size. The ICC quantifies the proportion of the total
variability of the outcome attributable to the variability between
clusters (Donner 2000). When available, we extracted estimates of
the ICC directly from the published papers. If not reported, we
contacted the trial authors in an attempt to obtain such data;
otherwise we obtained estimates of the ICC from external sources.
If we did not obtain the estimates of ICC from the trial data, we
conducted a sensitivity analysis using a range of plausible values
for the ICC.

Cross-over trials

We planned to use statistical methods for cross-over trials outlined
in sections 16.4.5 and 16.4.6 of the Cochrane Handbook for
Systematic Reviews of interventions to incorporate cross-over trials
into the meta-analysis (Higgins 2011). We planned to conduct
sensitivity analyses when missing data, such as the standard error
of the estimated treatment effect or within-individual correlation
coefficient, were imputed for the meta-analyses. For cross-over
trials where the unit of allocation was the cluster, we planned to
use appropriate statistical methods, as outlined for cluster-RCTs,
to account for the clustering in the data. For the meta-analysis, we
planned to analyse parallel-group and cross-over trials separately
and combine them (section 16.4.7 of the Cochrane Handbook for
Systematic Reviews of interventions, Higgins 2011).

Trials with multiple treatment groups

Where a single trial reported multiple trial arms, we included
only the relevant arms. We used statistical methods for trials with
multiple intervention groups as described in section 16.5.4 of the
Cochrane Handbook for Systematic Reviews of Interventions (Higgins
2011). We examined trials to see whether they had accounted for
the effects of multiple interventions in their trials. If we conducted
meta-analysis, we combined all relevant comparator interventions,
and combined all relevant experimental interventions.

Dealing with missing data

For included trials, we noted attrition rates and dropouts from
treatment. We contacted trial authors in an attempt to verify key
trial characteristics and obtain missing numerical outcome data
where possible. We documented all correspondence with trial
authors, and we reported which trial authors responded in the full
review.

It was not possible to use analytical methods that handled missing
data because we collected only summary data from the trials and
did not source individual-level data from the trial authors (Egger
2001). We addressed the potential impact of missing outcome data
in the assessment of risk of bias described earlier. If appropriate, we
performed a sensitivity analysis to assess the impact of the missing
information about the trials on the results of the systematic review,
as described in sections 16.2.2 (dichotomous outcomes) and 16.2.3
(continuous outcomes) of the Cochrane Handbook for Systematic
Reviews of Interventions (Higgins 2011).

Assessment of heterogeneity

We assessed consistency of the results across trials using graphical
representations (Egger 1997), and quantified them using the 12
statistic (Higgins 2003), which measures the proportion of variation
of the estimated treatment effect attributable to heterogeneity
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across trials included in the meta-analysis rather than sampling
error. We interpreted the observed value of the 12 statistic using
the guide given in section 9.5.2 of the Cochrane Handbook for
Systematic Reviews of Interventions and taking into consideration
the size and direction of effects and the strength of evidence for
heterogeneity using the P value from the Chi2 test and the 95% Cl for
the 12 statistic (Deeks 2017). As outlined in the Cochrane Handbook
for Systematic Reviews of Interventions, a guide to interpretation of
the 12 statistic is as follows: 0% to 40% might not be important; 30%
to 60% may represent moderate heterogeneity; 50% to 90% may
represent substantial heterogeneity; and 75% to 100% represents
considerable heterogeneity (Deeks 2017).

Heterogeneity may include:

1. clinical diversity (e.g. types of intervention, intensity of
intervention, types of participants, recruitment settings);

2. methodological diversity (e.g. risk of bias); and

3. statistical heterogeneity, which may be the consequence of
clinical or methodological diversity, or both, across the trials
(Deeks 2017).

Where there was evidence for statistical heterogeneity, we
employed strategies as outlined in Chapter 9.5.3 of the Cochrane
Handbook for Systematic Reviews of Interventions to identify
potential sources of heterogeneity among the results of the
trials (Deeks 2017). In particular, we explored differences in the
characteristics of the trials or other factors (e.g. subgroup analyses)
as possible explanations for heterogeneity in the results and
summarised in the narrative summary any differences that we
identified.

Assessment of reporting biases

We constructed funnel plots if there were more than 10 trials, to
investigate any association between effect size and trial precision,
which is closely related to sample size (Egger 1997). Such an
association could be due to publication or related biases, or due
to systematic differences between small and large trials. If we
identified an association, we further examined the clinical diversity
of the trials as a possible explanation. If appropriate, we conducted
sensitivity analysis to determine whether assumptions about the
effect of the bias would have an impact on the estimated treatment
effect and the conclusions of the review.

Data synthesis

We performed a meta-analysis if there were sufficient data
and it was meaningful to pool the data across the trials; for
instance, if the treatments, participants and the underlying clinical
question were similar enough for pooling to make sense. The
decision whether to perform meta-analysis was determined by
the comparability of populations, denominators and interventions
(clinical heterogeneity), the comparability of the duration of follow-
up (methodological heterogeneity) and comparability of outcomes.
We used a random-effects model to analyse the data across the
trials. Ifitwas inappropriate to combine the data in a meta-analysis,
we reported the effect sizes with 95% Cls or standard errors of
individual trials, and summarised them using a narrative approach.

Subgroup analysis and investigation of heterogeneity

We were aware of the limitations of subgroup analyses, but we
remained interested in the following topics in relation to the

primary outcomes. If we identified sufficient numbers of trials, we
planned to perform subgroup analyses for the following:

1. Recruitment setting of participants:
community setting, shelter/refuge setting.

2. Type of intervention: according to CCDAN classification of
psychological interventions.

3. Intensity of intervention: up to four sessions, and five or more
sessions.

4. Person delivering the intervention: healthcare workers, non-
healthcare workers.

healthcare setting,

Recruitment setting has been identified for subgroup analysis as
there may be differences in severity of IPV exposure between
women recruited via healthcare as opposed to community settings
or shelter settings. Recruitment setting may also influence the level
of receptiveness to psychological therapies. Subgroup analyses of
the type and intensity of interventions, as well as the background
of the person delivering the intervention, have important practical
implications for our review findings and recommendations. We
used a simple approach described in Chapter 9.6.3 of the
Cochrane Handbook for Systematic Reviews of Interventions to
conduct subgroup analysis (Deeks 2017). If there was a sufficient
number of trials in the meta-analysis (at least 10), we used
meta-regression techniques, as described in Chapter 9.5.4 of the
Cochrane Handbook for Systematic Reviews of Interventions instead
(Deeks 2017). If we identified a large degree of heterogeneity, we
first checked the data for errors. If data were correct, we planned
to conduct a sensitivity analysis by excluding certain trials from the
existing meta-analysis to assess the influence of the trials on the
degree of heterogeneity.

Sensitivity analysis

Primary analyses were based on available data from all included
trials relevant to the comparison of interest. We had planned to
perform sensitivity analyses to determine whether conclusions
were robust to decisions made during the review process, such
as certainty of data, the inclusion or exclusion of trials from
meta-analysis or approaches to analyses. In this review, when
appropriate, we conducted sensitivity analyses on the basis of risk
of bias. We used allocation concealment as a main risk of bias. If
trials were rated ‘low’ risk of bias for allocation concealment, then
they were high certainty; if ‘unclear’ or ‘high’, we rated them as low
certainty.

Summary of findings and assessment of the certainty of the
evidence

We prepared 'Summary of findings' tables to summarise key
findings of this review. We selected up to seven of the most
important outcomes (including adverse outcomes with dropouts
as an indicator) and presented standardised effect size estimates
and 95% Cls, using the GRADE approach to assess the certainty
of the body of evidence (GRADE Working Group). We interpreted
the magnitude of SMD point estimates using conventions proposed
by Cohen 1992, operationally defined as small, medium, and large
effects (SMD 0.2, 0.5, and 0.8 respectively).

We used GRADEpro GDT software and followed standard methods
as described in the Cochrane Handbook for Systematic Reviews
of Interventions (Schiinemann 2017), to prepare our 'Summary
of findings' table. GRADE provides a system for classifying the
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certainty of an overall body of evidence. These include the following
four potential grades of evidence:

1. high certainty: additional research is unlikely to change our
confidence in the estimate of a treatment effect;

2. moderate certainty: additional research will impact on our
confidence in the estimate and may change this estimate;

3. low certainty: additional research is very likely to change the
estimate; and

4. very low certainty: any estimate of a treatment effect is
uncertain.

This classification is based on several characteristics that
comprised the body of evidence, including trial design, risk of bias,
inconsistency, imprecision, indirectness and publication bias.

We decreased grading for the following reasons.

1. Serious (-1) or very serious (=2) trial limitation for risk of bias.

2. Serious (-1) or very serious (-2) inconsistency between trial
results.

3. Some (-1) or major (-2) uncertainty about directness.

4. Serious (-1) or very serious (-2) Imprecision of the pooled
estimate.

5. Strong suspicion of publication bias and other considerations

(-1).

We included the following important outcomes. The primary time
frame was medium-term follow-up (six to under 12 months) and
continuous outcome.

6. Re-exposure to IPV
7. Safety planning or safety behaviours, or both

We created 'Summary of findings' tables after we had entered data
into RevMan 5 (Review Manager 2014), written up the results and
conducted the 'Risk of Bias' assessment. However, we created the
'Summary of findings' table before writing the discussion, abstract
and conclusions, to allow the opportunity to consider the impact of
the risk of bias in the trials contributing to each outcome upon the
mean therapy effect and our confidence in these findings.

RESULTS

Description of studies

See: Characteristics of included studies: Characteristics of excluded
studies; Characteristics of ongoing studies

Results of the search

Once we had identified and deleted duplicate citations (n =2617),
the search identified 4835 abstracts relevant to the review. After
deletion of irrelevant articles based on titles and abstracts screened
by MH and KH (inter-rater reliability Kappa = 0.89, 95% Cl 0.88 to
0.91), 198 full-text records were retrieved for further investigation.
Four of the review authors (MH, JT, LOD, GG) contributed to
screening and assessing the eligibility of these full-text records
(inter-rater reliability Kappa = 0.80, 95% CI 0.72 to 0.89), with any
disagreements resolved in negotiation with the senior author KH.
Examples of reasons for exclusion were that the trial evaluated
advocacy, empowerment or safety planning interventions (e.g.
Eden 2015; Kaslow 2010; Pallitto 2016; Taft 2009), couple-based
therapies (e.g. Fals-Stewart 2002), or focused on psychological

1. Depression . . 8 e

. therapies but used a convenience sample with no randomisation
2. Self-efficacy (e.g. Zust 2000), see Excluded studies for further details. In total, 33
3. Dropouts from treatment trials (reported in 65 publications) met the inclusion criteria for the
4. Anxiety current review, see Figure 1. All were available in English and were
5. PTSD published in peer-reviewed journals.
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Figure 1. (Continued)
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We classified 11 trials as ongoing with outcome publication
forthcoming (see Characteristics of ongoing studies). Additionally,
one trial was initially classified as ongoing, but the outcome paper
was published after our updated search date (Akhtari 2019; see
Studies awaiting classification).

Trial characteristics
Trial designs

Twenty-five RCTs (Akor 2019; Bowland 2012; Bryant 2017; Cheung
2019; Choo 2016; Cohen 2013; Kiely 2010; Ferrari 2018; Ghahari
2017; Gilbert 2006; Gilbert 2016; Graham-Bermann 2015; Hegarty
2019; Johnson 2011; Kokka 2019; Koopman 2005; Kubany 2004;
Michalopoulou 2015; Myers 2015; Orang 2017; Rhodes 2015;
Saftlas 2014; Stevens 2015; Tirado-Mufioz 2015; Zlotnick 2019),
two feasibility RCTs (Jaffe 2017; Zlotnick 2011), three cluster-
RCTs (Hegarty 2013; Hirani 2010; Saggurti 2014), and three
quasi-experimental RCTs (Franzblau 2008; Hernandez-Ruiz 2005;
Taghizadeh 2018), met the criteria for inclusion in this review. All
citations in the narrative and quantitative synthesis refer to the
main outcome papers. In terms of comparator interventions, most
trials (20, 61%) consisted of usual care or minimal interventions
such as screening, information provision and referral to community
services such as women'’s shelters. The remaining trials included
psychological therapies in comparison with no treatment (seven
trials) or waiting-list/delayed treatment (six trials). In this review,
there were no cross-over trials.

Trial location

Most trials (19, 58%) were conducted in the USA (Bowland 2012;
Choo 2016; Cohen 2013; Franzblau 2008; Gilbert 2006; Gilbert 2016;
Graham-Bermann 2015; Hernandez-Ruiz 2005; Jaffe 2017; Johnson
2011; Kiely 2010; Koopman 2005; Kubany 2004; Myers 2015;
Rhodes 2015; Saftlas 2014; Stevens 2015; Zlotnick 2011; Zlotnick
2019). Three were conducted in Iran (Ghahari 2017; Orang 2017;
Taghizadeh 2018). Two trials were conducted in Australia (Hegarty
2013; Hegarty 2019) and Greece (Kokka 2019; Michalopoulou
2015). Single trials were conducted in China (Cheung 2019), India
(Saggurti 2014), Kenya (Bryant 2017), Nigeria (Akor 2019), Pakistan

and it is included as awaiting
classification

(Hirani2010), Spain (Tirado-Mufioz 2015), and the UK (Ferrari 2018).
Most trials (28, 85%) were developed, implemented, evaluated and
published over the last decade.

Types of interventions

We classified the experimental interventions according to CCDAN
psychological therapies. These included 11 integrative therapies
(Bryant 2017; Choo 2016; Graham-Bermann 2015; Hegarty 2013;
Hegarty 2019; Hirani 2010; Rhodes 2015; Saftlas 2014; Stevens
2015; Zlotnick 2011; Zlotnick 2019), nine humanistic therapies
(Akor 2019; Franzblau 2008; Gilbert 2016; Kokka 2019; Koopman
2005; Michalopoulou 2015; Orang 2017; Saggurti 2014; Taghizadeh
2018), six CBT (Cohen 2013; Kiely 2010; Ferrari 2018; Gilbert 2006;
Johnson 2011; Tirado-Mufioz 2015), four third-wave CBTs (Ghahari
2017; Jaffe 2017; Kubany 2004; Myers 2015), and three other
psychologically-orientated Interventions (Bowland 2012; Cheung
2019; Hernandez-Ruiz 2005). We did not classify any trials as
psychodynamic therapies in this review. In addition, consistent
with our protocol (Tan 2018), we excluded systemic therapies.

Content and main therapeutic techniques

While we classified the trials according to CCDAN classification of
psychological therapies, these included a diverse range of therapies
such as narrative exposure therapy (e.g. Orang 2017), trauma-
informed cognitive therapy (e.g. Kubany 2004), mindfulness-based
cognitive therapy (e.g. Ghahari 2017), and spiritually focused
psychological intervention (e.g. Bowland 2012). Overall, the
intervention models and main therapeutic techniques employed
in the trials were heterogeneous. For example, models included
trauma recovery and empowerment model (e.g. Bowland 2012),
transtheoretical model and psychosocial readiness model (e.g.
Hegarty 2013). Some trials were informed by mindfulness-based
cognitive theories (e.g. Ghahari 2017), while others were informed
by interpersonal psychotherapeutic theories (e.g. Zlotnick 2019).
Overall the psychological therapies included a very diverse range
of therapeutic techniques such as patient-centred care and active
listening, motivational interviewing, psycho-education, cognitive
restructuring, social-skills building, problem-solving techniques
for validating women’s experiences and feelings, and relaxation
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techniques. Most of the trials (29, 88%) were delivered face-to-face,
with the majority being individual (16, 55%), followed by group (11,
38%), with only a few combining individual and group sessions (2,
7%). All trials were considered pragmatic interventions, that is, the
psychological therapies were tailored to meet the needs and wants
of the participating women.

Duration of interventions

Twenty trials (61%) involved five or more psychological sessions
(Bowland 2012; Bryant 2017; Cheung 2019; Cohen 2013; Kiely 2010;
Ferrari 2018; Ghahari 2017; Gilbert 2006; Graham-Bermann 2015;
Hegarty 2013; Hirani 2010; Johnson 2011; Kokka 2019; Kubany
2004; Michalopoulou 2015; Myers 2015; Orang 2017; Saggurti 2014;
Stevens 2015; Tirado-Mufioz 2015). Thirteen trials (39%) involved
up to four psychological sessions (Akor 2019; Choo 2016; Franzblau
2008; Gilbert 2016; Hegarty 2019; Hernandez-Ruiz 2005; Jaffe
2017; Koopman 2005; Rhodes 2015; Saftlas 2014; Taghizadeh 2018;
Zlotnick 2011; Zlotnick 2019). Overall, the average number of
psychological sessions was 9.5 (range two to 50 sessions).

Person delivering the intervention

In this review, there were 18 trials (55%) of psychological therapies
delivered by healthcare workers including allied health and
medical practitioners (Cohen 2013; Kiely 2010; Franzblau 2008;
Graham-Bermann 2015; Hegarty 2013; Hirani 2010; Jaffe 2017;
Johnson 2011; Koopman 2005; Kubany 2004; Myers 2015; Orang
2017; Rhodes 2015; Saggurti 2014; Stevens 2015; Taghizadeh 2018;
Tirado-Mufioz 2015; Zlotnick 2011). Seven psychological trials were
delivered by non-healthcare workers including community support
workers and women advocates with training in psychological
techniques (Bowland 2012; Bryant 2017; Cheung 2019; Ferrari 2018;
Gilbert 2006; Hernandez-Ruiz 2005; Saftlas 2014). In addition, three
trials were delivered online or led by facilitators, for example, via a
website (Choo 2016; Gilbert 2016; Hegarty 2019). In five trials it was
unclear about the person (e.g. field co-ordinators) delivering the
intervention (Akor 2019; Ghahari 2017; Kokka 2019; Michalopoulou
2015; Zlotnick 2019). Nine trials reported the gender of the therapist
or healthcare worker delivering the intervention, with the majority
(78%) being only female (Bowland 2012; Choo 2016; Franzblau
2008; Hernandez-Ruiz 2005; Orang 2017; Stevens 2015; Taghizadeh
2018). Specifically, in Hegarty 2013 and Kubany 2004, 62% and 84%
respectively, were female therapists.

Funding of trials and conflict of interest

Twenty-six trials (79%) reported sponsorship and funding source.
These included national institutes and peak funding bodies for
health and medical research (e.g. Cheung 2019; Kiely 2010; Ferrari
2018; Hegarty 2013), university-based grants (e.g. Hirani 2010;
Taghizadeh 2018), and other sources. Most trials explicitly indicated
that these funding bodies did not contribute to the development,
design, implementation, evaluation and knowledge dissemination
activities. Overall, 23 trials (70%) provided information about
any conflict of interests. Whilst most trials reported no conflicts
of interest, including financial relationships with commercial
interests, two trials disclosed potential competing interests (Ferrari
2018; Johnson 2011). These included receiving payment for
training individuals delivering the psychological intervention, if
the psychological trial was approved to be implemented in
service settings (Ferrari 2018); and one trial author provided
the medication for the treatment of postpartum depression in a

separatetrial (Johnson 2011). Overall, no other competing interests
were disclosed.

Participant characteristics

A total of 77,006 women aged 16 years and older were approached
to take part in the included trials (16 years of age is the minimum
age for sexual consent in most countries). Of these, 8297 (11%) met
the main inclusion criteria of women who self-reported previous
or recent experience of IPV. Of those eligible, 2343 (28%) declined
to participate; 5954 (72%) signed written informed consent, and
5517 (67%) fully completed baseline measure(s) and were then
randomised into the experimental intervention (2798, 51%) or
comparator interventions (2719, 49%). The average sample size
for the experimental intervention was 82 and ranged from fewer
than 10 (e.g. Hirani 2010; Tirado-Mufioz 2015), to more than 200
women participants (e.g. Rhodes 2015; Bryant 2017; Hegarty 2019).
Fourteen trials (43%) reported a priori sample power analysis (Akor
2019; Bowland 2012; Bryant 2017; Cheung 2019; Kiely 2010; Ferrari
2018; Gilbert 2016; Graham-Bermann 2015; Hegarty 2013; Hegarty
2019; Johnson 2011; Rhodes 2015; Saftlas 2014; Zlotnick 2011).

Participants’ socio-demographic characteristics

The age range of the women recruited extended from 16 (e.g.
Hegarty 2019) to 83 years (e.g. Bowland 2012). The average age
of the total sample was 37 years (range 16 to 83; SD 7.8), with
no differences in age between the experimental (mean 36.1; SD
7.5) and comparator interventions (mean 35.9; SD 8.1). The socio-
economic status of women was generally low, with approximately
66% (3662 women) of the total sample unemployed. None of
the trials reported any information about financial dependence
or economic support from the intimate partner. In terms of
education, the participating women had completed approximately
12.5 years of education (SD 3.2), with around 51% (2824) having
completed secondary education. In terms of relationship status,
54% (2954) were currently married or living with a partner, whereas
approximately 38% (2111) were divorced, separated, or widowed.
More than 90% of women in four trials were married (Cheung
2019; Orang 2017; Saggurti 2014; Tirado-Mufioz 2015). Fourteen
trials reported on the number of dependent children (Ghahari 2017,
Gilbert 2006; Graham-Bermann 2015; Hegarty 2013; Hegarty 2019;
Hernandez-Ruiz 2005; Hirani 2010; Jaffe 2017; Johnson 2011; Kokka
2019; Koopman 2005; Myers 2015; Rhodes 2015; Saggurti 2014),
with an average of two dependent children. Participants’ ethnic
backgrounds were diverse across trials, and included white, African
American, Asian/Pacific Islander, multiracial/other. For example, in
one trial (Gilbert 2006), women identified as Latina (59.3%), African
American (15.6%), and white (20.6%), whilst some trials involved
single ethnic groups such as Chinese (Cheung 2019), Greek (Kokka
2019) and Iranian (Orang 2017).

Participant recruitment settings

Recruitment settings of participants included healthcare,
community, and shelter or refuge settings. Fifteen trials recruited
women from healthcare settings such as emergency departments,
family doctor clinics, psychiatric clinics, prenatal and family
planning clinics, substance use and treatment services (Akor 2019;
Bowland 2012; Choo 2016; Cohen 2013; Kiely 2010; Ghahari 2017;
Gilbert 2006; Hegarty 2013; Rhodes 2015; Saftlas 2014; Stevens
2015; Taghizadeh 2018; Tirado-Mufioz 2015; Zlotnick 2011; Zlotnick
2019). Nine trials used community settings such as community
adult literacy centres and universities (Bryant 2017; Franzblau 2008;
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Gilbert 2016; Hegarty 2019; Hirani 2010; Jaffe 2017; Kokka 2019;
Koopman 2005; Saggurti 2014). Four trials recruited women from
victim services and shelter settings (Hernandez-Ruiz 2005; Johnson
2011; Kubany 2004; Michalopoulou 2015). Five trials recruited from
a combination of either community, health or shelter or refuge
settings (Cheung 2019; Ferrari 2018; Graham-Bermann 2015; Myers
2015; Orang 2017).

Participants’ experience of IPV, other forms of violence and co-
morbidities

All women included in this review had reported recent or past
experiences of any form of IPV. More specifically, included women
were screened positive for recent experience of IPV during the
previous six months (9 trials, 27%; Choo 2016; Cohen 2013; Gilbert
2006; Hegarty 2019; Johnson 2011; Orang 2017; Rhodes 2015;
Saggurti 2014; Tirado-Mufioz 2015), previous 12-months (8 trials,
24%,; Kiely 2010; Ferrari 2018; Hegarty 2013; Jaffe 2017; Saftlas
2014; Stevens 2015; Zlotnick 2011; Zlotnick 2019), or previous two
years (2 trials, 6%; Cheung 2019; Franzblau 2008). The remaining
trials included women who reported ever having experienced IPV
at some stage in their lives (14 trials, 42%; Akor 2019; Bowland
2012; Bryant 2017; Ghahari 2017; Gilbert 2016; Graham-Bermann
2015; Hernandez-Ruiz 2005; Hirani 2010; Kokka 2019; Koopman
2005; Kubany 2004; Michalopoulou 2015; Myers 2015; Taghizadeh
2018). Six trials reported experience of other forms of violence and
abuse (Bowland 2012; Cohen 2013; Johnson 2011; Kubany 2004;
Rhodes 2015; Zlotnick 2011). For example, most women reported
histories of multiple traumas in addition to IPV (Kubany 2004).
These included experience of intense fear, helplessness or horror
in response to a mean of 9.0 (SD 4.2) types of events listed on the
Traumatic Life Events Questionnaire.

Participants’ experience of mental health conditions

Although 19 trials reported on depression scores at baseline,
most were means on a scale, which was difficult to translate into
diagnoses of depression due to the varied scales used. Hence, it
was unclear whether participants met the clinical and diagnostic
threshold for mental health conditions such as depression, anxiety
or PTSD. Nevertheless, some trials reported on clinical cut-off
points for depression, anxiety and PTSD. For example, in Rhodes
2015, 86% of women had scores above the clinical cut-off points
for depression and 40% had PTSD; in Johnson 2011, 61% of women
had major depression; in Hegarty 2013, 50% had depression and
70% had anxiety; in Cohen 2013, 77% of women had PTSD; and
in Bryant 2017, 20% of women reported suicidal intention in the
previous month.

Excluded studies

We excluded 120 studies (121 references) that did not meet the
inclusion criteria. In some cases, judgement was difficult, and
this led to extended discussion between the review authors to

reach a consensus. Overall, decisions for trial exclusions can be
described under the headings of (1) women, (2) intervention, and
(3) methodological characteristics.

1. Women's characteristics: we excluded trials that recruited
women with a history of sexual assaults, rape and sexual
aggression that were not by an intimate partner (e.g. Anderson
2010; Bass 2013; Echeburiia 1996; Foa 2005; Leiner 2012; Roemer
2004; Rothbaum 1997). Further, we excluded samples of women
who had been sexually abused and traumatised as children (e.g.
Fallot 2011; Morrissey 2005; Resick 2012). In Rychtarik 2005,
the sample included women from both nonviolent and violent
relationships with no separate analyses. We also excluded trials
with adolescent participants at ninth grade or with an average
age of 13.6 years (e.g. Foshee 2016; Gonzalez Guarda 2015; Shirk
2014).

2. Intervention characteristics: we excluded trials that evaluated
advocacy interventions (e.g. Hyman 2002; Taft 2009; Tiwari
2010), or empowerment- or safety-focused interventions (e.g.
BahadirYilmaz2018; Constantino 2005; Eden 2015; Kaslow 2010;
Pallitto 2016; Taft 2009; Tiwari 2010). In addition, we excluded
couple-based therapies (e.g. Brannen 1996; O'Leary 1999; Taft
2017; Zou 2010), and HIV/sexually-transmitted infection (STI)
risk reduction interventions with women who experienced IPV
(e.g. Carlson 2012; Melendez 2003; Wagman 2015).

3. Methodological characteristics: we excluded trials that
compared two types of interventions with no comparator
interventions satisfying our criteria. For example, assessing
efficacy of CBT group intervention in comparison to a
group of women who received CBT-based self-manual (Latif
2017), emotion-focused intervention versus goal-orientated
intervention (McWhirter 2011), Eye movement desensitisation
reprogramming (EMDR) versus relaxation training with a single-
subject research design (Colosetti 2000), exposure techniques
versus communication skills training (Crespo 2010), child-
parent psychotherapy compared with case management plus
individual counselling (Liberman 2005), or forgiveness therapy
versus alternative anger validation, interpersonal skill-building
intervention (Reed 2006). Further, we excluded trials that used
availability sampling with no randomisation. For example, we
excluded Tarquinio 2012 because participants were offered the
option of choosing EMDR or eclectic therapy.

Risk of bias in included studies

We assessed methodological quality according to the Cochrane
Collaboration's tool for assessing risk of bias (Higgins 2017). Review
authors (MH, JT, LOD, GG, AT) contributed to the assessment of the
risk of bias within each included trial based on domains of bias
with ratings of 'high' (high risk of bias), 'low' (low risk of bias), and
'unclear' (uncertain risk of bias) using Covidence. Summaries are
included in Figure 2 and Figure 3.
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Figure 2. Risk of Bias graph: review authors' judgements about each risk of bias item presented as percentages
across allincluded trials.
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Figure 3. (Continued)
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Assessment of risk of bias for individually randomised trials
Random sequence generation (selection bias)

All included trials described treatment allocation as random,
but only 20 trials described reliable low-risk random sampling
strategies, for example, the use of a computer-generated random
number table by staff who were independent of the trial (e.g.
Bryant 2017; Hegarty 2013; Stevens 2015; Tirado-Mufioz 2015).
Whilst eight trials used various methods with a high likelihood
of systematic bias, five trials provided insufficient information
to enable an assessment of the method used to generate the
allocation sequences. These methods included strategies such as
consecutive enrolment and allocation (e.g. Kubany 2004), or there
was insufficient information and evidence of sequence generation
(e.g. Hernandez-Ruiz 2005).

Allocation concealment (selection bias)

Twelve trials described reliable procedures to conceal the
allocation of participant status (Bryant 2017; Cheung 2019; Choo
2016; Cohen 2013; Kiely 2010; Ferrari 2018; Gilbert 2006; Gilbert
2016; Hegarty 2013; Hegarty 2019; Rhodes 2015; Zlotnick 2011); for
example, Cheung 2019 used a computer-generated list, recorded
by an investigator who was not involved in participant recruitment,
and placed in numbered, sequential, sealed, opaque envelopes.
Similarly, Ferrari 2018 used a remote, independent, automated
telephone randomisation service to conceal allocation. However,
in 10 trials allocation concealment was not feasible, due to various
logistical constraints such as limited clinic space and staffing (e.g.
Saftlas 2014). We rated these trials as high risk of bias. Further, in the
remaining 11 trials it was unclear whether allocation concealment
was satisfactory.

Blinding of participants and personnel (performance bias)

Blinding is an important aspect of clinical trials in order to avoid
and minimise bias in the design, implementation and evaluation
of treatment efficacy. However, in psychological trials, while it is
difficult to blind the participants and the clinical staff delivering
the therapies, blinding individuals analysing and interpreting the
results is feasible. In this review, only one trial (Hegarty 2019),
delivered through a website, satisfactorily blinded the participants
and the research team until after analysis of the final follow-up
data. However, in most trials (18, 55%) participants and those
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delivering the psychological therapies were likely to be aware
of treatment allocation (Akor 2019; Bowland 2012; Choo 2016;
Cohen 2013; Ferrari 2018; Gilbert 2006; Gilbert 2016; Graham-
Bermann 2015; Jaffe 2017; Johnson 2011; Kiely 2010; Koopman
2005; Kubany 2004; Myers 2015; Orang 2017; Rhodes 2015; Stevens
2015; Taghizadeh 2018). While these trials minimised the possible
effect of knowledge of group assignment using various strategies,
it remained unclear as to whether all participants as well as the
clinical and research personnel remained blinded. Further, in 14
trials (42%), due to the nature of the psychological therapies
(e.g. professional training in addition to provision of therapy
with women), it was not possible to blind the women to their
status as treatment or comparator group (Bryant 2017; Cheung
2019; Franzblau 2008; Ghahari 2017; Hegarty 2013; Hernandez-Ruiz
2005; Hirani 2010; Kokka 2019; Michalopoulou 2015; Saftlas 2014;
Saggurti 2014; Tirado-Mufioz 2015; Zlotnick 2011; Zlotnick 2019).
We rated these trials at high risk of bias, since the expectations
of the person delivering the psychological therapy may have
contributed to the observed treatment outcome.

Blinding of outcome assessment (detection bias)

Sixteen trials provided sufficient details of the strategies taken
to ensure that blinded assessment of the primary and secondary
outcomes and were rated as low risk of bias (Bowland 2012; Bryant
2017; Cheung 2019; Choo 2016; Cohen 2013; Kiely 2010; Ferrari
2018; Gilbert 2016; Graham-Bermann 2015; Hegarty 2013; Hegarty
2019; Johnson 2011; Kubany 2004; Orang 2017; Rhodes 2015;
Stevens 2015). Further, some trials explicitly reported that outcome
assessors were not blinded to the trial conditions and were rated
as high risk of bias (Franzblau 2008; Ghahari 2017; Hernandez-
Ruiz 2005; Hirani 2010; Kokka 2019; Michalopoulou 2015; Saftlas
2014; Tirado-Mufioz 2015; Zlotnick 2019). The remaining eight trials
provided insufficient information as to whether data collectors
were blinded. We rated these as unclear (Akor 2019; Gilbert 2006;
Jaffe 2017; Koopman 2005; Myers 2015; Saggurti 2014; Taghizadeh
2018; Zlotnick 2011).

Incomplete outcome data (attrition bias)

Attrition bias is one of the main limitations threatening the internal
validity of the included trials. Overall, the attrition rate was on
average 22% for the experimental and 20% for the comparator
interventions. Most trials (28, 85%) reasonably described attrition
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and reasons for exclusions of participants (Bowland 2012; Bryant
2017; Cheung2019; Choo 2016; Cohen 2013; Kokka 2019; Kiely 2010;
Ferrari 2018; Franzblau 2008; Gilbert 2006; Gilbert 2016; Graham-
Bermann 2015; Hegarty 2013; Hegarty 2019; Jaffe 2017; Johnson
2011; Kokka 2019; Koopman 2005; Kubany 2004; Michalopoulou
2015; Myers 2015; Orang 2017; Rhodes 2015; Saftlas 2014; Saggurti
2014; Stevens 2015; Taghizadeh 2018; Tirado-Mufioz 2015). In
terms of intent-to-treat analysis, 17 trials used various imputation
methods that included all participants, regardless of whether the
participant received the psychological therapies. However, in four
trials this risk was high (Akor 2019; Ghahari 2017; Hernandez-Ruiz
2005; Hirani 2010) or unclear ( Zlotnick 2011; Zlotnick 2019).

Selective outcome reporting (reporting bias)

In all trials, outcome measures described in the methods section
were also reported in the results sections of the main publication,
but this was not sufficient to meet the criteria for low risk for
selective outcome reporting. Nevertheless, we rated five trials at
low risk of bias, because the primary and secondary outcomes
described in the published protocol were also fully reported in
the main trial publication (Bryant 2017; Cheung 2019; Ferrari 2018;
Hegarty 2013; Rhodes 2015). The remaining trials we rated at
unclear risk for selective outcome reporting, due to insufficient
evidence from either the main publication or information from trial
register sites.

Additional factors that may have an impact on outcomes
Therapist allegiance/conflict of interest

In this review, there were four trials where the ‘therapist’ was also
either the author of the trial or conducted the assessment with
women in the experimental or comparator interventions, and we
rated these at ‘high’ risk of bias (Bowland 2012; Hernandez-Ruiz
2005; Kubany 2004; Zlotnick 2019). In 11 trials, therapy sessions
appeared to have been conducted by independent healthcare
or non-healthcare workers who appeared not to have a vested
interest in the provided therapies, we rated this as low risk of bias
(Cheung 2019; Cohen 2013; Kiely 2010; Ferrari 2018; Gilbert 2006;
Graham-Bermann 2015; Hirani 2010; Orang 2017; Rhodes 2015;
Stevens 2015; Tirado-Mufioz 2015). Further, four trials delivered
the psychological therapies online, for example, via a website,
and we rated these as low risk of bias (Choo 2016; Gilbert 2016;
Hegarty 2019; Zlotnick 2019). However, for the remaining 14 trials,
there were either insufficient details to assess therapist allegiance
or unclear conflict of interest when the primary authors also
delivered the training (Akor 2019; Bryant 2017; Franzblau 2008;
Ghahari 2017; Hegarty 2013; Jaffe 2017; Johnson 2011; Koopman
2005; Michalopoulou 2015; Myers 2015; Saftlas 2014; Saggurti 2014;
Taghizadeh 2018; Zlotnick 2011).

Therapist qualifications and training

Twenty-one trials provided adequate details about who delivered
the intervention, therapist qualifications or training prior to
delivery of the psychological therapies; we rated these trials at ‘low’
risk of bias (Bowland 2012; Bryant 2017; Cheung 2019; Cohen 2013,;
Kiely 2010; Ferrari 2018; Franzblau 2008; Graham-Bermann 2015;
Hegarty 2013; Hegarty 2019; Jaffe 2017; Johnson 2011; Kubany
2004; Myers 2015; Orang 2017; Rhodes 2015; Saftlas 2014; Saggurti
2014; Stevens 2015; Taghizadeh 2018; Tirado-Mufioz 2015). We
rated the remaining 12 trials at unclear risk of bias because there
was insufficient information provided about the nature and level of

training or therapists’ qualifications (Akor 2019; Choo 2016; Ghahari
2017; Gilbert 2006; Gilbert 2016; Hernandez-Ruiz 2005; Hirani 2010;
Kokka 2019; Koopman 2005; Michalopoulou 2015; Zlotnick 2011;
Zlotnick 2019).

Researcher allegiance/conflict of interest

In over half of the trials (17, 52%), trial authors reported no
competing interests (Bryant 2017; Cheung 2019; Choo 2016; Cohen
2013; Kiely 2010; Gilbert 2016; Hegarty 2013; Hegarty 2019; Johnson
2011; Koopman 2005; Myers 2015; Rhodes 2015; Saggurti 2014;
Stevens 2015; Taghizadeh 2018; Tirado-Mufioz 2015; Zlotnick 2019).
However, in 13 trials this risk remained unclear because of either
insufficient details or whether the researchers also conducted
the intervention or trained and supervised the individuals who
delivered the psychological therapies (Akor 2019; Franzblau 2008;
Ghahari 2017; Gilbert 2006; Graham-Bermann 2015; Hirani 2010;
Jaffe 2017; Kokka 2019; Kubany 2004; Michalopoulou 2015; Orang
2017; Saftlas 2014; Zlotnick 2011). We rated the remaining three
trials at high risk of bias, because the same researcher also
delivered the intervention (Bowland 2012; Hernandez-Ruiz 2005),
or trial authors explicitly declared competing interests (Ferrari
2018).

Protection against contamination

Generally, psychological support for or with women who
experience IPV occurred within broad routine clinical practice
settings such as medical clinics, community health centres,
women’s shelters and domestic violence services. Further, in terms
of psychological clinical trials, women assigned to experimental
or comparator interventions may have received some level
of psycho-education and support from their interaction with
clinical staff, social networks or interaction with other women
in the case of group-based interventions. Nevertheless, in this
review, 16 trials used reasonable strategies to minimise risk
of contamination (Akor 2019; Bowland 2012; Cheung 2019;
Choo 2016; Cohen 2013; Kiely 2010; Ferrari 2018; Franzblau
2008; Gilbert 2006; Hegarty 2019; Koopman 2005; Kubany 2004;
Rhodes 2015; Stevens 2015; Taghizadeh 2018; Tirado-Mufioz 2015).
Strategies to minimise contamination included individual-therapy
format, experimental and comparator interventions conducted at
dispersed geographical settings, as well as provision of usual care
or standard list of social services recourse to all participating
women. Three trials used a cluster-RCT methodology, which
minimises risk of contamination (Hegarty 2013; Hirani 2010;
Saggurti 2014). However, in 10 trials, it was unclear how trial
authors viewed or protected against contamination (Bryant 2017;
Ghahari 2017; Gilbert 2016; Graham-Bermann 2015; Jaffe 2017;
Johnson 2011; Michalopoulou 2015; Orang 2017; Zlotnick 2011;
Zlotnick 2019). We rated the remaining four trials at high risk of bias
becauseitwas highly likely thatindividuals from both groups would
have interacted with each other and exchanged information about
the interventions (Hernandez-Ruiz 2005; Kokka 2019; Myers 2015;
Saftlas 2014).

Reliability of outcome measures

In the review authors’ judgement, almost all trials (32, 97%)
included measures that had satisfactory psychometric properties
with appropriate references. We rated the remaining trial at unclear
risk of bias, because there was insufficient information about the
reliability and psychometric properties of the items (Saggurti 2014).
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Treatment fidelity

Seventeen of the 33 trials reported use of some methodology
to evaluate and assess treatment fidelity (Bowland 2012; Bryant
2017; Cheung 2019; Cohen 2013; Ferrari 2018; Gilbert 2006;
Graham-Bermann 2015; Hegarty 2019; Johnson 2011; Kubany 2004;
Michalopoulou 2015; Myers 2015; Rhodes 2015; Saggurti 2014;
Stevens 2015; Tirado-Mufioz 2015; Zlotnick 2019). For example,
10% of randomly selected psychological sessions were attended
by a supervisor, who used a checklist to ensure that relevant
treatment elements were provided (e.g. Bryant 2017), or adherence
to the treatment manual was discussed with a clinical psychologist
on a weekly basis (e.g. Graham-Bermann 2015). However, we
rated eight trials at high risk of bias because there was no
evidence or information to suggest trial authors had attempted
to assess treatment fidelity (Akor 2019; Franzblau 2008; Ghahari
2017; Hernandez-Ruiz 2005; Hirani 2010; Jaffe 2017; Kokka 2019;
Taghizadeh 2018). We rated the remaining eight trials at unclear
risk of bias because there was insufficient information or the taped
sessions were used only for training purposes and not for fidelity
assessment (Choo 2016; Kiely 2010; Gilbert 2016; Hegarty 2013;
Koopman 2005; Orang 2017; Saftlas 2014; Zlotnick 2011).

Other potential sources of bias

We also considered other potential sources of bias, not listed above.
We rated 20 trials at low risk of other bias (Bryant 2017; Cheung
2019; Cohen 2013; Kiely 2010; Ferrari 2018; Gilbert 2006; Gilbert
2016; Graham-Bermann 2015; Hegarty 2013; Hegarty 2019; Johnson
2011; Koopman 2005; Kubany 2004; Michalopoulou 2015; Orang
2017; Rhodes 2015; Saftlas 2014; Saggurti 2014; Stevens 2015;
Taghizadeh 2018). However, we rated 11 trials at high risk of bias
because of various issues such as risk of type Il errors, baseline
differences between groups or small sample sizes (Bowland 2012;
Choo 2016; Franzblau 2008; Ghahari 2017; Hernandez-Ruiz 2005;
Hirani 2010; Jaffe 2017; Kokka 2019; Tirado-Mufioz 2015; Zlotnick
2011; Zlotnick 2019). We rated the remaining two trials at unclear
risk of bias because there was insufficient information about
various methodological aspects of the trial such as intervention
location, number of participants approached and then recruited, or
detailed inclusion and exclusion criteria (Akor 2019; Myers 2015).

Additional assessment of risk of bias for cluster-RCTs
Cluster consideration in analysis

Two of the three cluster-RCTs reported appropriate statistical
techniques (e.g. intra-class correlation) that accounted for cluster
in analysis (Hegarty 2013; Saggurti 2014). However, we rated Hirani
2010 at high risk of bias because there was no evidence to suggest
any cluster consideration in the statistical analysis.

Loss of clusters

We rated all three cluster-RCTs at low risk of bias (Hegarty 2013;
Hirani 2010; Saggurti 2014). In terms of Hegarty 2013, in both the
experimental and comparator intervention, we excluded only three
clusters due to women's non-response or non-participation.

Baseline imbalance between randomised groups

We rated all three cluster-RCTs at low risk of bias (Hegarty 2013;
Hirani 2010; Saggurti 2014). There were no significant differences
at baseline between the randomised groups, although in Saggurti

2014, religion differed significantly between groups at baseline (P
=0.03).

Identification and recruitment bias

We rated all three cluster-RCTs at low risk of bias (Hegarty 2013;
Hirani 2010; Saggurti 2014), because identification and selection
bias were minimised through various strategies.

Assessment of risk of bias for cross-over trials

In this review, there were no cross-over trials.

Effects of interventions

See: Summary of findings 1 Psychological therapies for women
who experience intimate partner violence

Primary outcomes
1. Depression

Nineteen trials (58%) evaluated the effects of the psychological
therapies on the primary outcome of depression as a continuous
(Bowland 2012; Cheung 2019; Ferrari 2018; Franzblau 2008; Gilbert
2006; Graham-Bermann 2015; Hegarty 2019; Hirani 2010; Johnson
2011; Kokka 2019; Koopman 2005; Kubany 2004; Orang 2017;
Saftlas 2014; Stevens 2015; Tirado-Mufioz 2015; Zlotnick 2011)
or dichotomous outcome (Kiely 2010; Hegarty 2013). The trials
measured depression using the Beck Depression Inventory (trials
include Cheung 2019; Franzblau 2008; Graham-Bermann 2015;
Hirani 2010; Johnson 2011; Kokka 2019; Koopman 2005; Kubany
2004; Tirado-Mufioz 2015), Center for Epidemiologic Studies Short
Depression Scale (Hegarty 2019; Saftlas 2014; Stevens 2015),
Patient Health Questionnaire (Ferrari 2018; Orang 2017), Brief
Symptom Inventory (Gilbert 2006), Edinburgh Postnatal Depression
Scale (Zlotnick 2011), Geriatric Depression Scale (Bowland 2012),
Hospital Anxiety and Depression Scale (Hegarty 2013) and Johns
Hopkins Depression Scale (Kiely 2010). In all scales, lower scores
indicate a better outcome. The trials included CBT (Kiely 2010;
Ferrari 2018; Gilbert 2006; Johnson 2011; Tirado-Mufioz 2015),
humanistic therapies (Franzblau 2008; Kokka 2019; Koopman
2005; Orang 2017), integrative therapies (Graham-Bermann 2015;
Hegarty 2013; Hegarty 2019; Hirani 2010; Saftlas 2014; Stevens
2015; Zlotnick 2011), third-wave CBTs (Kubany 2004) and other
psychologically-orientated interventions (Cheung 2019; Bowland
2012). Most trials (14, 74%) included five or more psychological
sessions. Similarly, most therapies (12, 63%) were delivered by
healthcare workers.

While 19 trials provided data about depression, only four trials
measured depression as a continuous outcome and two as a
dichotomous outcome within our primary time frame of medium-
term follow-up (six to under 12 months). Pooled data showed
probable beneficial effect of psychological therapies in reducing
depression (continuous outcome: SMD -0.24,95% CI -0.47 to —0.01;
four trials, 600 women; moderate-certainty evidence, low level
of statistical heterogeneity Chi2 = 4.62, P = 0.20, 12 = 35%; see
Analysis 1.1; and dichotomous outcome: OR 0.68, 95% CI 0.47 to
0.98; two trials, 528 women; high-certainty evidence, no evidence
of statistical heterogeneity Chi2=0.00, P =0.95, 12 = 0%); see Analysis
1.2).

In terms of short-term follow-up, results revealed that
psychological therapies probably reduce depression (SMD -0.45,
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95% CI1-0.67 to —0.22; 15 trials, 1247 women; high level of statistical
heterogeneity Chi? = 42.85, P < 0.001, I? = 67%), but there may be
no evidence of beneficial effect of therapy within long-term follow-
up (SMD -0.08, 95% Cl -0.30 to 0.14; three trials, 503 women; low
level of statistical heterogeneity Chi® =2.48, P = 0.29, I* = 19%; see
Analysis 1.1).

We observed a tendency towards symmetrical funnel plotsin Figure
4, discarding possible publication and reporting biases. In addition,
we conducted sensitivity and subgroup analyses.

Figure 4. Funnel plot of comparison: 1 Intervention vs Control, outcome: 1.1 Depression (continuous).
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Sensitivity analyses

We conducted a sensitivity analysis based on allocation
concealment (selection bias). Overall, seven trials with low risk
of allocation concealment used continuous (Cheung 2019; Ferrari
2018; Gilbert 2006; Hegarty 2019; Zlotnick 2011), or dichotomous
outcomes (Hegarty 2013; Kiely 2010), to test the efficacy of
psychological therapies in reducing depression.

However, there was an insufficient number of trials with continuous
outcome at low risk of bias with available data within medium-term
follow-up. Hence, within short-term follow-up, results from three
trials with low risk of bias indicated beneficial effects of therapy
(SMD -0.21, 95% Cl -0.43 to 0.00), with no evidence of statistical
heterogeneity (Chi2=0.27, P = 0.87, 12 = 0%). However, within long-
term follow-up, results from two trials with low risk of bias indicated
no evidence of beneficial effect of therapy (SMD -0.10, 95% CI -0.38
t00.18), with moderate level of statistical heterogeneity (Chi*=2.26,
P=0.13, 12 = 56%).

In terms of dichotomous outcome, within medium-term follow-up,
results indicated that fewer women reported depression following
the psychological therapies (OR 0.68, 95% CI 0.47 to 0.98), with no
evidence of statistical heterogeneity (Chi?=0.00, P = 0.95, 1> = 0%).

Subgroup analyses

Results from the prespecified subgroup analyses for depression
outcome areincluded in Analysis 1.3 (recruitment setting), Analysis
1.4 (type of intervention), Analysis 1.5 (intensity of intervention)
and Analysis 1.6 (person delivering the intervention). All of the
subgroups had insufficient trials with available data at our primary
time frame of medium-term follow-up; hence we consistently
based analyses on any follow-up time frames, with continuous
data.

Recruitment setting of participants

Trials that evaluated effect of psychological therapies on
depression recruited women from healthcare settings (six trials,
Bowland 2012; Gilbert 2006; Saftlas 2014; Stevens 2015; Tirado-
Mufioz 2015; Zlotnick 2011), community (five trials, Franzblau 2008;
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Hegarty 2019; Hirani 2010; Kokka 2019; Koopman 2005), shelter/
refuge (Johnson 2011), and a combination of various settings
such as community and shelter/refuge settings (three trials, Ferrari
2018; Graham-Bermann 2015; Kubany 2004), or healthcare and
community settings (two trials, Cheung 2019; Orang 2017). There
was no evidence of a difference between the subgroups based on
recruitment setting of participants (test for subgroup differences:
Chi2=3.43,df=3,P=0.33,12=12.5%).

Type of intervention

There was no evidence of a difference between the subgroups
based on type of intervention (test for subgroup differences:
Chi2 = 493, df = 3, P = 0.18, 12 = 39.1%). Results indicate
that trials classified as CBT (Ferrari 2018; Gilbert 2006; Johnson
2011; Tirado-Mufioz 2015), humanistic therapies (Franzblau 2008;
Kokka 2019; Koopman 2005; Orang 2017), integrative therapies
(Graham-Bermann 2015; Hegarty 2019; Hirani 2010; Saftlas 2014;
Stevens 2015; Zlotnick 2011), and other psychologically-orientated
Interventions (Cheung 2019; Bowland 2012), were probably
beneficial in reducing depression.

Intensity of interventions

Twelve trials tested the effects of five or more psychological
sessions in reducing depression in comparison with women
receiving usual care (Ferrari 2018; Johnson 2011; Orang 2017;
Stevens 2015; Tirado-Mufioz 2015), waiting list (Bowland 2012;
Cheung 2019; Graham-Bermann 2015; Hirani 2010; Kokka 2019;
Kubany 2004) and minimal intervention (Gilbert 2006). Further,
five trials evaluated up to four sessions of psychological therapies
with women in comparison with minimal intervention (Hegarty
2019; Koopman 2005; Saftlas 2014), usual care (Zlotnick 2011) and
waiting list (Franzblau 2008). There was evidence of a difference
between the subgroups based on intensity of intervention (test for
subgroup differences: Chi2=10.11,df=1,P=0.001, 12=90.1%), with
five or more sessions probably reducing depression (SMD —0.49,
95% CI —0.73 to -0.25; 17 trials, 1729 women).

Person delivering the intervention

Ten trials of psychological therapies used healthcare workers,
including allied health and medical practitioners, to deliver the
intervention (Franzblau 2008; Graham-Bermann 2015; Hirani 2010;
Johnson 2011; Koopman 2005; Kubany 2004; Orang 2017; Stevens
2015; Tirado-Munoz 2015; Zlotnick 2011). Five trials used non-
healthcare workers, including community support and women
advocacy workers, to deliver the intervention (Bowland 2012;
Cheung 2019; Ferrari 2018; Gilbert 2006; Saftlas 2014). There was
no evidence of a difference between the subgroups based on the
person delivering the intervention (test for subgroup differences:
Chi2=1.30,df=1,P=0.25,12=23.0%). Healthcare workers and non-
health care workers delivering the psychological therapies were
probably beneficial in reducing depression.

2. Self-efficacy

Four trials (12%) measured and reported self-efficacy as a
continuous outcome (Hegarty 2019; Hirani 2010; Kokka 2019;
Saftlas 2014). They measured self-efficacy using the General Self-
Efficacy Scale (Hegarty 2019; Hirani 2010 ; Kokka 2019), and the
Domestic Violence Coping Self-Efficacy Measure (Saftlas 2014), with
higher scores indicating a better outcome. We classified these trials
as integrative therapies (Hegarty 2019; Hirani 2010; Saftlas 2014),

and humanistic therapies (Kokka 2019). The trials recruited women
from community (Hegarty 2019; Hirani 2010; Kokka 2019), and
healthcare settings (Saftlas 2014). In terms of intervention intensity,
Hegarty 2019 and Saftlas 2014 included up to four sessions, and
Hirani 2010 and Kokka 2019 had five or more sessions.

There was only one trial with available data within our primary time
frame of medium-term follow-up. Results indicated that there may
be no evidence of beneficial effect of therapy (SMD -0.12, 95% Cl
-0.33 to 0.09; one trial, 346 women; low-certainty evidence; see
Analysis 1.7).

There were insufficient trials available to conduct subgroup
analyses.

3. Dropouts from treatment

All included trials in this review directly or indirectly reported
the number of participants who dropped out from experimental
and comparator intervention groups. A total of 5517 women with
completed baseline assessment (67% of those eligible for the
trials) were randomly assigned to the experimental (2798, 51%) or
comparator interventions (2719, 49%). Overall, the dropout rates
ranged from 0% to 55% and 0% to 71% for the experimental and
comparator interventions respectively. At medium-term follow-
up, pooled data from five trials showed no evidence to support
differences in dropouts between experimental and comparator
interventions (SMD 1.04, 95% CI 0.75 to 1.44; five trials, 840 women;
no evidence of statistical heterogeneity Chi?=3.07, P =0.55, 1= 0%;
see Analysis 1.8).

In addition, results showed no evidence of a difference in dropouts
between experimental and comparator interventions within short-
term follow-up (SMD 1.21, 95% CI 0.98 to 1.48; 14 trials, 3022
women; no evidence of statistical heterogeneity Chi? = 7.28, P =
0.97,12=0%, see Analysis 1.8). Similarly, results showed no evidence
of a difference in dropouts between experimental and comparator
interventions within long-term follow-up (SMD 1.08, 95% CI 0.85 to
1.38; six trials, 1655 women; no evidence of statistical heterogeneity
Chi?=5.62, P =0.34, 12 = 11%; see Analysis 1.8).

Secondary outcomes

1. Mental health

Four of the 33 trials (12%) evaluated the effects of psychological
therapies on general measures of mental health as a continuous
outcome (Bryant 2017; Ferrari 2018; Hegarty 2013; Orang 2017).
Trials measured mental health using a variety of measures
including the 12-item General Health Questionnaire (Bryant
2017), Clinical Outcomes in Routine Evaluation-Outcome Measure
(Ferrari 2018), Mental Health Status SF-12 (Hegarty 2013), and
Perceived Stress Scale (Orang 2017). Lower scores indicate
better mental health functioning. These trials included integrative
therapies (Bryant 2017; Hegarty 2013), CBT (Ferrari 2018), and
humanistic therapies (Orang 2017). All trials included five or more
psychological sessions, with women recruited from healthcare
settings (Hegarty 2013), community (Bryant 2017), healthcare
and community (Orang 2017) and community and shelter/refuge
settings (Ferrari 2018). All trials were delivered by a therapist,
including two trials by healthcare workers (Hegarty 2013; Orang
2017).
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In terms of our primary time frame of medium-term follow-up,
results from two trials (219 women) showed that there may be no
evidence of a difference between groups (SMD -0.11, 95% CI -0.38
to 0.16). There was no evidence of statistical heterogeneity (Chi2 =
0.03, P = 0.87, 12 = 0%; see Analysis 1.9). However, results revealed
that psychological therapies may improve mental health within
short-term follow-up (SMD —0.34, 95% CI -0.55 to —0.13; two trials,
353 women; no evidence of statistical heterogeneity Chi* = 0.00, P
=0.95, I = 0%) and long-term follow-up periods (SMD -0.27, 95%
Cl -0.48 to -0.06; two trials, 355 women; no evidence of statistical
heterogeneity Chi*=0.45, P = 0.50, I> = 0%); see Analysis 1.9).

2. Anxiety

Six trials measured and reported on anxiety as a continuous
(Bowland 2012; Ferrari 2018; Ghahari2017; Kokka 2019; Hernandez-
Ruiz 2005) or dichotomous outcome (Hegarty 2013). Trials
measured anxiety using the State-Trait Anxiety Inventory (Ghahari
2017; Hernandez-Ruiz 2005), Depression, Anxiety, and Stress
Scale (Kokka 2019), Beck Anxiety Inventory (Bowland 2012),
Generalized Anxiety Disorder questionnaire (Ferrari 2018) and
Hospital Anxiety and Depression Scale (Hegarty 2013). We classified
these psychological trials as CBT (Ferrari 2018), third-wave CBTs
(Ghahari 2017), humanistic therapies (Kokka 2019), integrative
therapies (Hegarty 2013), and other psychologically-orientated
interventions (Bowland 2012; Hernandez-Ruiz 2005). Intervention
intensity included up to four sessions with women recruited
from a shelter setting (Hernandez-Ruiz 2005), and five or more
sessions with women recruited from healthcare settings (Hegarty
2013; Bowland 2012; Ghahari 2017), community (Kokka 2019), or
community and shelter/refuge settings (Ferrari 2018). While all six
interventions were delivered by a therapist, only one included
healthcare workers (e.g. general practitioners, Hegarty 2013).

There were no trials with available continuous data within our
primary time frame of medium-term follow-up. However, results
indicated that psychological therapies probably reduce anxiety at
short-term follow-up (SMD -0.96, 95% CI -1.29 to -0.63; four trials,
158 women; no evidence of statistical heterogeneity Chi?=0.66, P =
0.88, 12=0%). In terms of long-term follow up, results from one trial
showed no beneficial effect of therapy (SMD -0.20, 95% CI —0.51 to
0.10; one trial, 166 women; see Analysis 1.10).

In terms of anxiety as a dichotomous outcome, one trial (Hegarty
2013), showed that fewer women experienced anxiety if they
received the integrative therapy, but the 95% Cl crossed the line of
no therapy effect at medium-term (OR 0.82, 95% Cl 0.45 to 1.49; 192
women) and at long-term follow-up (OR 0.87, 95% Cl 0.48 to 1.57;
195 women; see Analysis 1.11).

3. Post-traumatic stress disorder

Ten trials measured and reported PTSD as a continuous outcome
(Bryant 2017; Cohen 2013; Ferrari 2018; Graham-Bermann 2015;
Johnson 2011; Koopman 2005; Kubany 2004; Orang 2017
Stevens 2015; Zlotnick 2011). Trials measured this outcome using
the Clinician Administered PTSD Scale (Cohen 2013; Johnson
2011; Kubany 2004), Post-traumatic Stress Disorder Checklist
(Stevens 2015; Bryant 2017; Koopman 2005), Longitudinal Interval
Follow-up Examination (Zlotnick 2011), Post-traumatic Stress
Symptoms— Interview (Orang 2017), PTSD Symptom Scale (Ferrari
2018) and Post-traumatic Stress Scale for Domestic Violence
(Graham-Bermann 2015). The trials evaluated the efficacy of CBT

(Cohen 2013; Ferrari 2018; Johnson 2011), humanistic therapies
((Koopman 2005; Orang 2017), Integrative Therapies (Bryant 2017,
Graham-Bermann 2015; Stevens 2015; Zlotnick 2011), and third-
wave CBTs (Kubany 2004). Most of these trials (8, 80%) included five
or more sessions delivered by a therapist.

In terms of our primary time frame of medium-term follow-up,
pooled results from four trials (n = 484) showed that there may
be no evidence of a difference between groups (SMD -0.24, 95%
Cl -0.54 to 0.06), with a moderate level of statistical heterogeneity
(Chi2 = 6.57, P = 0.09, |12 = 54%). In terms of short and long-term
follow-up, results indicated no beneficial effect of therapy (see
Analysis 1.12).

4. Quality of life

Four trials assessed quality of life (Ferrari 2018; Hegarty 2013;
Rhodes 2015; Tirado-Muioz 2015). Trials measured this outcome
using the Short Form-12 (Ferrari 2018), WHO Quality of Life-BREF
(Hegarty 2013), Quality of Life Scale (Rhodes 2015), and a visual
analogue scale ranking from 0 (lowest quality of life/health) to 100
(highest quality of life/health (Tirado-Mufioz 2015).

Results indicate that there may be no evidence of a difference
between groups at medium-term follow-up (SMD 0.10, 95% ClI
-0.07 to 0.27; two trials, 557 women; no evidence of statistical
heterogeneity Chi? = 0.02, P = 0.88, I> = 0%; see Analysis 1.13).
Similarly, results showed no beneficial effect of therapy at short
(SMD 0.16, 95% CI -0.04 to 0.36; two trials, 382 women; no evidence
of statistical heterogeneity Chi*=0.00, P=0.98, 1>=0%) or long-term
follow-up (SMD 0.11, 95% CI -0.04 to 0.25; four trials, 699 women;
no evidence of statistical heterogeneity Chi*=2.33,P=0.51,1>=0%).

5. Re-exposure to IPV

Sixteen trials (49%) reported data on re-exposure to IPV as a
continuous (Ferrari 2018; Hegarty 2019; Jaffe 2017; Kokka 2019;
Rhodes 2015; Stevens 2015; Tirado-Mufioz 2015; Zlotnick 2011;
Zlotnick 2019) or dichotomous outcome (Gilbert 2006; Gilbert 2016;
Hegarty 2013; Hirani 2010; Kiely 2010; Saggurti 2014; Taghizadeh
2018). Trials measured this outcome using the Revised Conflict
Tactics Scale (Gilbert 2006; Gilbert 2016; Jaffe 2017; Rhodes 2015;
Zlotnick 2011), Conflict Tactics Scale (Kiely 2010; Taghizadeh
2018), Composite Abuse Scale (Ferrari 2018; Hegarty 2013; Hegarty
2019; Stevens 2015; Zlotnick 2019), Psychological Maltreatment of
Women Inventory (Tirado-Mufioz 2015), Women Abuse Screening
Tool (Kokka 2019), and non-standardised questionnaire (Hirani
2010) or single items such as “Have you and your husband had
an argument or fight where he physically or sexually hurt you in
the past 3 months?” (physical/sexual violence); and “Was there any
coercion or pressure on you to have sex the last time you had sex
with your husband?” (sexual coercion) (Saggurti 2014).

These trials evaluated four types of psychological therapies,
including CBT (Kiely 2010; Ferrari 2018; Gilbert 2006; Tirado-
Mufioz 2015), humanistic therapies (Gilbert 2016; Kokka 2019;
Saggurti 2014; Taghizadeh 2018), integrative therapies (Hegarty
2013; Hegarty 2019; Hirani 2010; Rhodes 2015; Stevens 2015;
Zlotnick 2011; Zlotnick 2019) and third-wave CBTs (Jaffe 2017). Ten
of the 16 trials (62%) included five or more sessions of psychological
therapy with women recruited from healthcare settings (Kiely 2010;
Gilbert 2006; Hegarty 2013; Stevens 2015; Tirado-Mufioz 2015),
community (Hirani 2010; Hegarty 2019; Kokka 2019; Saggurti 2014),
and community and/or shelter/refuge settings (Ferrari 2018).

Psychological therapies for women who experience intimate partner violence (Review) 27
Copyright © 2020 The Cochrane Collaboration. Published by John Wiley & Sons, Ltd.



Trusted evidence.
Informed decisions.
Better health.

= 3 Cochrane
st g Library

Cochrane Database of Systematic Reviews

While 16 trials reported on re-exposure to any form of IPV, only
three trials had IPV as an outcome within our primary time frame of
medium-term follow-up (six to under 12 months). Results indicated
that there may be no evidence of a difference between groups
in re-exposure to any form of IPV within medium-term follow-
up (continuous: SMD 0.03, 95% CI -0.14 to 0.20; two trials, 547
women; moderate-certainty evidence; no evidence of statistical
heterogeneity Chi? = 0.07, P = 0.79, I* = 0%; see Analysis 1.14; and
dichotomous: OR 1.29, 95% CI 0.55 to 3.01; one trial, 186 women,;
high-certainty evidence; see Analysis 1.15).

In terms of short and long-term follow-up, results indicated no
beneficial effect of therapy in reducing re-exposure to any form of
IPV.

6. Safety planning or safety behaviour, or both

Three trials reported safety planning or safety behaviour, or both
as a dichotomous (Hegarty 2013; Saftlas 2014) or a continuous
outcome (Hegarty 2019). Trials measured this outcome using
the Safety Promoting Behaviour Checklist (Hegarty 2013; Hegarty
2019), and stage-of-readiness-to-change adapted tool (Saftlas
2014). These trials evaluated integrative therapies delivered face-
to-face (Hegarty 2013; Saftlas 2014), or through a website (Hegarty
2019). They recruited women from healthcare (Hegarty 2013;
Saftlas 2014), or community settings (Hegarty 2019).

In terms of continuous outcomes within medium-term follow-up,
results from Hegarty 2019 indicated that there may be no evidence
of a difference between groups (SMD 0.04, 95% CI -0.18 to 0.25; one
trial, 337 women; see Analysis 1.16). Similarly, as a dichotomous
outcome, in Hegarty 2013 trial, higher numbers of women reported
safety planning or safety behaviours, or both, but the 95% ClI
crossed the line of no beneficial effect of therapy (OR 1.25, 95% CI
0.68 t0 2.27; one trial, 191 women; see Analysis 1.17).

7. Use of healthcare and IPV services

Two trials reported use of healthcare and IPV services as a
dichotomous outcome (Hegarty 2013; Rhodes 2015). Both trials
evaluated integrative therapies delivered by healthcare workers,
with women recruited from healthcare settings. However, only one
trial with available data within medium-term follow-up indicated
there may be no evidence to support a beneficial effect of therapy
in increasing use of healthcare or IPV services (OR 1.21, 95% Cl 0.44
to 3.33; one trial, 364 women; see Analysis 1.18). In terms of short
and long-term follow-up, results indicated no beneficial effect of
therapy in increasing use of healthcare and/or IPV services.

8. Social support

Three trials measured and reported social support as a continuous
(Johnson 2011; Stevens 2015) or a dichotomous outcome (Rhodes
2015). Trials measured this outcome using different scales such
as the Inventory of Socially Supportive Behaviors (Johnson 2011),
Social Provisions Scale (Stevens 2015), and a single-item question
“Do you have someone to talk to about any problem?” (Rhodes
2015). We classified the trials as CBT using five or more sessions
(Johnson 2011), and integrative therapies using up to four sessions
(Rhodes 2015), and five or more sessions (Stevens 2015). All
three trials were delivered by a healthcare worker. While one trial
recruited women from shelters (Johnson 2011), the other two trials
used healthcare settings (Rhodes 2015; Stevens 2015).

Both Johnson 2011 and Stevens 2015 reported social support as a
continuous outcome at short- and medium-term follow-up. Results
indicated that there may be no evidence of a difference between
groups at medium-term follow-up (SMD 0.05, 95% CI -0.21 to 0.31;
two trials, 235 women; no evidence of statistical heterogeneity Chi?
=0.04, P =0.84, 1% =0%). Similarly, these trials found no evidence of
a difference between groups at short-term follow-up (see Analysis
1.19).

In terms of dichotomous outcome, while women who received the
experimental intervention (Rhodes 2015) reported higher social
support, the 95% Cls showed that there may be no evidence of
a difference between groups at medium-term follow-up (OR 1.24,
95% C1 0.68 to 2.27; one trial, 364 women). Similarly, this trial found
no evidence of a difference between groups at short or long-term
follow-up (see Analysis 1.20).

Women’s satisfaction with and views about the psychological
therapies

Twelve trials (36%) explored women’s views of benefits
and difficulties experienced in the psychological trials using
quantitative and qualitative methodologies, or both (Cheung
2019; Choo 2016; Ferrari 2018; Hegarty 2013; Hegarty 2019; Jaffe
2017; Johnson 2011; Kokka 2019; Kubany 2004; Saggurti 2014;
Tirado-Mufioz 2015; Zlotnick 2019). In one trial, the mean overall
satisfaction score on the Client Satisfaction Questionnaire (CSQ-8)
was 27.7 (95% ClI 26.3 to 29.1) out of a possible 32, with
higher scores indicating higher satisfaction (Choo 2016). Similarly,
using the same measure (CSQ-8), Kubany 2004 found that the
percentage of participants who were maximally satisfied with the
psychological intervention was 64% immediately post-treatment,
67% at three-month follow-up, and 72% at six-month follow-up.
In two trials, most women agreed that they were glad they had
participated (Cheung 2019; Hegarty 2013), and the mean score
on how supported they felt by the experimental intervention was
higher than in the comparator intervention (Hegarty 2013).

Adverse events and harm related to participation

Twelve trials monitored and recorded adverse events (harm)
related to participation throughout the psychological therapies
(Bryant 2017; Cheung 2019; Ferrari 2018; Gilbert 2006; Gilbert
2016; Hegarty 2013; Johnson 2011; Michalopoulou 2015; Rhodes
2015; Saftlas 2014; Stevens 2015; Zlotnick 2019). Of these, eight
trials reported no adverse events or harms (Bryant 2017; Cheung
2019; Gilbert 2006; Gilbert 2016; Michalopoulou 2015; Rhodes 2015;
Saftlas 2014; Stevens 2015). In Johnson 2011 there were seven
hospitalisations (five medical, two substance-related) and four life-
threatening traumatic experiences (two abuse-related) reported
over the course of the six-month follow-up period, although these
were classified as unrelated to the trial. Similarly, in a trial recruiting
women from community, shelter and refuge settings in two UK
cities, 22 women (15 in the experimental group, seven in the
comparator intervention group) reported a total of 32 serious
adverse events (Ferrari 2018). Examples of these adverse events
included six cases of attempted suicide, seven cases related
to pregnancy or miscarriage, and three cases of injuries from
physical assault. Trial authors reported that there was insufficient
information to determine whether these harms were specifically
related to trial participation. Further, in a trial that recruited
perinatal women seeking mental health treatment at an urban
hospital-based behavioural health clinic, there were a total of
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22 serious adverse events that were classified as unrelated to
participation in the psychological trial (Zlotnick 2019). However,
only one trial measured benefits and harms using a validated
measure (adapted version of Consequences of Screening Tool;
Valpied 2019); and did not detect any significant harms. Most
respondents agreed that they were glad they had participated in
the project (145, 87.3%) and there were no differences between
groups on the harm-benefit visual analogue scale used as part of
harm assessment (experimental mean 77.0 (SD 20.5); comparator
mean 73.7 (SD 18.9); MD 4.4 (95% CI -0.8 to 9.6; P = 0.092)).

Cost-benefit measures

Three trials reported cost-effectiveness analysis and economic
evaluation in their published protocols (Ferrari 2018; Hegarty 2013;
Hegarty 2019), but the main outcome papers did not report on any
economic evaluation.

Process evaluation

Most of the included trials (30, 91%) did not investigate mechanism-
related processes (or at least at the time of searches had not
published a process evaluation), i.e. related studies measuring
how the psychological interventions might have worked and
under what circumstances and in which contexts. One trial
deliberately did not measure process evaluation because of
the priority of measuring effectiveness of the intervention and
limiting the assessment burden on participants (Bryant 2017).
Ferrari 2018 conducted a nested qualitative trial (Evans 2018),
to explore women’s experiences with the psychological therapy
offered as part of the trial. They revealed that women valued
the educational, psychological and emotional elements of the
intervention, but that adherence was affected by women’s
‘psychological readiness’ to engage, as well as practical issues
such as housing insecurity, legal proceedings, availability of
child care, and breaks in the continuity of professional care
(Evans 2018). However, there was unclear information available
on the pathway to change. A follow-up process evaluation of
Hegarty 2013 using qualitative methods found that favourable
doctor communication was strongly associated with engaging
women and uptake of the psychological intervention (O'Doherty
2016). In common with Evans 2018, uptake of the psychological
intervention was promoted by a concurrent belief that the partner's
behaviour was problematic (even if it had not been fully named
as abuse). An unintended effect of the research detected by the
subsequent interviews was its influence on women's awareness
of the abuse, shaping help-seeking cognitions and increasing
openness to seeking help. Other key themes promoting uptake of
the intervention were primary care or family practice offering a
discreet option for care and opportunities created by the research
itself to access an intervention. On the other hand, there was fear
of disclosure occurring within the time-pressured environment of
general practice, and participants largely perceived the role of
family doctors as addressing a person's medical problems rather
IPV-related issues. This evaluation answered questions related to
circumstances and context. A further sub-trial of Hegarty 2013
used path analysis to test mediation effects from assignment to
outcome and reported an effect on depression via self-efficacy,
doctor support and safety enquiry (Valpied 2019).

DISCUSSION

Overall, there is very limited examination of psychological
therapies for women with intimate partner violence (IPV) in the
literature, considering the high association of IPV and mental
health problems globally (World Health Organization 2013a).
Criticism of psychological approaches for survivors of IPV suggest
that psychological therapies may cause harm by blaming or
pathologising the survivor (Humphreys 2003; Humphreys 2004).
Further, trauma informed approaches suggest that concentrating
on symptom reduction (whatis wrong with you?) as an intervention
instead of exploring past trauma (what has happened to you?)
might cause harm when the psychological model is applied to the
social problem of IPV (Quadara 2015; Warshaw 2013).

Summary of main results

Our review aimed to assess the effectiveness of psychological
therapies for women who self-reported previous or recent
experience of any form of IPV, primarily on depression, self-efficacy
and any indicators of harm. Our review includes 33 trials, involving
5517 women randomly assigned to the experimental (2798, 51%)
and comparator interventions (2719, 49%). We classified the trials
according to CCDAN psychological therapies, involving up to four
sessions or five or more sessions, delivered by healthcare or
non-healthcare workers trained in psychological techniques. We
classified follow-up periods as short-term (within six months post-
baseline), medium-term (six to 12 months) and long-term (more
than 12 months), with medium-term as our primary time frame.
The overall certainty of the body of evidence was low to moderate,
mainly due to heterogeneity or risk of bias, or both.

For our primary outcomes, evidence showed that for women
who experience IPV, psychological therapies probably reduce
depression. However, there is limited available evidence of
beneficial effects of therapy in enhancing self-efficacy. In addition,
whilst there was no evidence of group differences in attrition and
dropout rates, there were limited data on harm. Our subgroup
analyses indicated that there may be no evidence of a difference
between groups on depression, based on type of intervention,
recruitment settings of participants or the person delivering the
intervention. However, longer duration of psychological therapies
(five or more sessions) showed a probable beneficial effect in
reducing depression outcome than fewer sessions.

For our secondary outcomes, there was evidence that for women
who experience IPV, psychological therapies may reduce anxiety
symptoms. However, there is limited available evidence of whether
psychological therapies improve general mental health symptoms,
quality of life, social support, uptake of healthcare and IPV services
and safety planning, or reduce PTSD and re-exposure to any form of
IPV. Overall, we did not find evidence that psychological therapies
had a negative or harmful effect.

Overall completeness and applicability of evidence

Most trials were conducted in English-speaking, high-income
countries (e.g. USA, Australia, UK), which limits applicability to low-
and middle-income settings and for non-English speakers. Some
trials used culturally-adapted measures or local-language versions
of well-established measures (e.g. Orang 2017), or translated
and adapted interventions to meet the needs of the local
women (e.g. Tirado-Muioz 2015). Furthermore, participants' ethnic
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backgrounds were diverse across the trials. The nature of IPV, social
and healthcare responses to IPV, as well as the ability to deliver and
receptivity to psychological therapies, differ across countries and
limit the generalisability of these findings.

We classified psychological therapies in this review according to
CCDAN criteria, including CBT (six trials), third-wave CBTs (four
trials), humanistic therapies (nine trials), integrative therapies (11
trials) and other psychologically-orientated interventions (three
trials). We identified no eligible trials of psychodynamic therapies
and only one trial had a specific trauma focus (Kubany 2004). There
was clinical and statistical heterogeneity across the trials for certain
outcomes (e.g. depression). Whilst a reasonable number of trials
(19) provided data on the primary outcome of depression, only
four trials reported data about self-efficacy (Hegarty 2019; Hirani
2010; Kokka 2019; Saftlas 2014), and only two trials reported data
about the use of healthcare and IPV services (Hegarty 2013; Rhodes
2015). Further, the outcome of PTSD, which is highly associated
with IPV, was addressed in only 10 trials. The small number
of trials for some outcomes meant that there was insufficient
evidence for us to conduct subgroup and sensitivity analyses, so
that our understanding of heterogeneity across the trials remains
incomplete.

Quality of the evidence

The quality of trials ranged from low to high, mainly due to risks of
bias. Except for blinding of participants and personnel, we assessed
only five trials as having low risk of bias in all the criteria that we
considered (Bryant 2017; Cheung 2019; Ferrari 2018; Hegarty 2019;
Rhodes 2015). For random sequence generation, we rated 12 trials
athigh or unclear risk of bias because there were insufficient details
or evidence about whether trial authors used reliable methods
of sequence generation. We rated 21 trials at high or unclear risk
because it was not clear if they maintained allocation concealment.
Attrition rates and loss at follow-ups were similar between women
in the experimental and comparator interventions, and this was
not a major concern for most trials. When considering the body of
evidence in terms of GRADE for primary outcomes, we rated the
certainty of evidence as moderate for depression and low for self-
efficacy. For secondary outcomes, the certainty of evidence was
mainly low due to risks of bias, inconsistency and imprecision.

Potential biases in the review process

Risk of introducing potential bias is likely to have occurred at
any stage of the review process and we used various strategies to
minimise this risk. Two review authors assessed eligibility based on
titleand abstract, and four review authors assessed eligibility based
on full texts. We believe that our search process identified all of the
published trials of psychological therapies as defined in this review
and published up to the search date. Two review authors made
decisions about inclusion or exclusion of trials and any changes
made to the protocol were made by discussion and with the
involvement of all review authors. Four review authors contributed
to data extraction and 'Risk of Bias' assessment. One review author
exported data from Covidence to Review Manager 2014 and a
second review author checked them. However, assessing risk of
bias, for example, requires individual judgement about the impact
of bias on outcomes, so it is possible that a different review team
may not have agreed with all of our assessments.

Agreements and disagreements with other studies or
reviews

We identified 32 previous reviews that used various methodologies
to review a diverse range of domestic violence interventions
and prevention programmes (e.g. screening, advocacy, safety and
empowerment programmes, primary care, secondary and tertiary
interventions, family therapies) for women who have experienced
IPV. Of these, only two peer-reviewed systematic reviews assessed
the efficacy of certain types of psychological therapies. The first
review identified 19 studies (all RCTs) and assessed the efficacy of
CBT and advocacy interventions in relation to one main outcome
of IPV (Tirado-Mufioz 2014). The second review identified 21
studies (including RCTs and non-RCTs) and assessed the efficacy
of short-term mental health interventions for survivors of IPV in
relation to several outcomes including IPV and depression (Arroyo
2017). Our review represents a rigorous extension of existing
work by synthesising the findings from a larger number of trials
and assessing the effectiveness of psychological therapies on a
range of primary and secondary outcomes. Overall, based on our
statistical analysis and conclusions, we agree with the Arroyo 2017
review, that psychological therapies in general are beneficial in
reducing some psychological symptoms compared to comparator
conditions (e.g. depression). Furthermore, and similar to the
Tirado-Mufioz 2014 review, we produced inconsistent findings
about the beneficial effect of psychological therapies in reducing
re-exposure to IPV. Overall, our review has extended the evidence
available for the efficacy of various types of psychological therapies
for women who experience IPV, although limited in conclusions
around trauma-focused psychological therapies.

AUTHORS' CONCLUSIONS

Implications for practice

Overall, the body of evidence supports trained healthcare and
other workers offering and delivering psychological therapies
with women who have experienced any form of intimate
partner violence (IPV), as they probably reduce depression
and may reduce anxiety symptoms. Specifically, in terms of
depression outcome, while five or more sessions may be more
beneficial than fewer sessions, there was no evidence of a
difference between recruitment settings of participants, types of
psychological therapies, or the person delivering the intervention.
However, clinicians should know that this review found uncertain
evidence about the beneficial effect of psychological therapies on
other outcomes (self-efficacy, mental health, post-traumatic stress
disorder, quality of life, social support, uptake of healthcare and
IPV services, re-exposure to IPV, or safety planning). Thus, while
psychological therapies for women with IPV may reduce depression
and anxiety, their ongoing needs (e.g. reduction to exposure of
IPV, safety, support and holistic healing from complex trauma) may
not be addressed by this approach. Clinicians and other workers
need to identify women's own goals and needs and offer combined
strategies that may include advocacy (Rivas 2015), and trauma-
informed approaches (Warshaw 2013), either through working in
a team or seeking training on promoting safety and recovery for
women in the context of IPV. Workers need to understand that
women may be at different stages on their pathway to safety and
healing from the trauma of IPV (Garcia-Moreno 2015). Tailoring
their responses to each individual woman is required in addition to
delivering a particular psychological therapy as many women need
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to feel safe from the threat of severe violence and death to be able
to engage in therapy.

Implications for research

The evidence base supports that future psychological trials explore
women's and practitioners' views and experiences of what they see
as appropriate outcomes (O'Doherty 2014), and what they would
want from any psychological therapy to improve our understanding
of how to assist women's healing and recovery. Holistic healing
and recovery is not just reduction in psychological symptoms;
there was insufficient evidence to look at a broader concept
of improvement in women's lives. We need more trials that
distinguish the psychological needs of those recently or currently
experiencing IPV from those who have past experiences. We need
research that investigates psychological therapies and advocacy
(information, safety planning) as combined interventions, either
delivered by trained individuals or by a multidisciplinary team.
We need research that tests trauma-informed approaches at an
individual and system level.

Theclinically 'active ingredients' of the reviewed therapies warrant
further investigation through process evaluation, e.g. effect of
therapeutic relationship. While 17 of the 33 included trials reported
the use of some methods to assess treatment fidelity and
adherence to treatment protocol or manual, we are unclear about
which specific elements and components of the psychological
therapies are important and relevant for the participating women.

We considered the overall certainty of the body of evidence to
be low to moderate, due to some trials having weak designs
and methodologies. Overall, there is a need for more trials with
consistent eligibility criteriaand outcomes at similar follow-up time
points, as we were unable to synthesise much of the research.
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Types of participants: all pregnant victims of IPV < 34 weeks who consented to the trial were included.
Total duration of trial: approximately 6 weeks

Funding for trial: NR

Conflict of interest of trial authors: trial authors did not report any potential Col

Type of analysis: descriptive statistics, Chi2 and t-test

Assessment modality (e.g. face-to-face, telephone, online): face-to-face

ITT analyses: NR

Participants Baseline characteristics
Experimental intervention

o Age: 20-34 years age group 34 (94.4%)

« Ethnicity: NR (trial was conducted in North Central Nigeria)

« Employment: NR (although in terms of occupation 19 (52.8%) were unskilled
+ Education: 26 (72.2%) with tertiary eduction

+ Relationship status: 35 (97.2%) married

« Gender (% women): 100

« Dependent children: NR

« Number analysed (data analysis at post-treatment stage): NR

« Number of participants eligible assigned: 72

« Number of participants dropped out (by final follow-up): NR

« Comorbidities: NR

« Experience of IPV: all participating women had experienced IPV as measured by AAS
» Experience of other types of violence and abuse: NR

+ Remuneration: NR

« Financial dependence (on partner): NR

Comparator intervention

« Age:20-34 years age group 28 (77.8%)

« Ethnicity: NR (trial was conducted in North Central Nigeria)

« Employment: NR (although in terms of occupation 22 (61.1%) were unskilled
+ Education: 17 (47.2%) with tertiary eduction

+ Relationship status: 34 (94.4%) married

« Gender (% women): 100

« Dependent children: NR

« Number analysed (data analysis at post-treatment stage): NR

« Number of participants eligible assigned: 72

« Number of participants dropped out (by final follow-up): NR

« Comorbidities: NR

« Experience of IPV: all participating women had experienced IPV as measured by AAS
« Experience of other types of violence and abuse: NR

« Remuneration: NR

« Financial dependence (on partner): NR

Total sample

« Age: 20-34 years age group 62 (86.1%)
« Ethnicity: NR (trial was conducted in North Central Nigeria)
« Employment: NR (although in terms of occupation 41 (56.9%) were unskilled
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+ Education: 43 (59.7%) with tertiary eduction

+ Relationship status: 69 (95.8%) married

« Gender (% women): 100

« Dependent children: NR

« Number analysed (data analysis at post-treatment stage): NR
« Number of participants eligible assigned: 72

« Number of participants dropped out (by final follow-up): NR
« Comorbidities: NR

« Experience of IPV: all participating women had experienced IPV as measured by AAS
« Experience of other types of violence and abuse: NR

« Remuneration: NR

« Financial dependence (on partner): NR

Included criteria: all pregnant victims of IPV < 34 weeks who consented to the trial were included.

Excluded criteria: pregnant women with no intimate partners, e.g. those who were raped by persons
they had no relationship with, were excluded from the trial.

Baseline differences: there were no differences between the groups at pre-test. There was evidence
that randomisation procedure was successful.

Total number of participants within all groups: 72

Number of eligible people recruited: NR

Sample power calculation: power analysis and sample size determination
Number of eligible people consented: 72

Total number of participants approached: NR

Number ineligible: NR

Number eligible: 72

Recruitment setting of participants (e.g. healthcare setting, community setting, shelter setting):
healthcare setting

Number declined to participate: NR

Interventions Intervention characteristics
Experimental intervention

« Brief description (rationale, main components): counselling was done using the SOS-DoC frame work
(S—offer support and assess safety; O—discuss options; S—validate patient’s strengths; Do—docu-
ment observations, assessment, and plans; C—offer continuity).

« Type of intervention: short-term intensive counselling sessions

« Mode of delivery (how): one-on-one face-to-face

« Frequency and duration of delivery (when and how much): 3 counselling sessions at 2-weekly intervals

+ Level of mental health training of person delivering the intervention: NR

« Fidelity assessment: NR

« Intervention model: counselling was done using the SOS-DoC frame work (S—offer support and assess
safety; O—discuss options; S—validate patient’s strengths; Do—document observations, assessment,
and plans; C—offer continuity)

« Person delivering the intervention (who provided the intervention): therapist, self-directed or com-
bined: NR

« Intervention location (where): the trial was conducted at the ANC of the University of Abuja Teaching
Hospital (UATH), Gwagwalada, North Central Nigeria
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« Tailoring of intervention (personalised, titrated or adapted): the framework was individualized for
eachvictim and depending on what was reported as the likely cause of the IPV suggestions were made

to resolve such problems

« Intervention modifications (during the trial): NR

« Main techniques of intervention: it combines 2 therapeutic counselling techniques, nondirective
counselling, which aims at encouraging the client to discuss her/his problems with the counsellor
who, through listening, affirms the patient’s worth and allows her/him to take time to express their
thoughts; and problem-solving therapy, which involves systematically teaching generic skills in active

problem solving to reduce stress and enhance self-efficacy

« Intervention manual: NR

« CCDAN psychological therapies: integrative therapies

« Intervention attendance: NR

« Intensity of intervention: up to 4 sessions

« Person delivering the intervention (healthcare workers, non healthcare workers): unclear

« Gender of therapist: NR

Comparator intervention

« Brief description (rationale, main components): waiting list

« Type of intervention: waiting list

Outcomes

Family function

» Outcome type: continuous outcome
» Reporting: fully reported

« Scale: SCORE-15

» Direction: lower is better

Dropouts from treatment

« Outcome type: dichotomous outcome
» Reporting: fully reported
« Direction: lower is better

Identification

Sponsorship source: NR
Country: Nigeria

Setting: Health

Comments: the trial was conducted at the ANC of the University of Abuja Teaching Hospital (UATH),

Gwagwalada, North Central Nigeria

Trial authors: BO Akor, LA Moses, ND Baamlong, LL Shedul, AS Haruna, JM Abu, OU Chira, NR Ripiye &

RA Abdulkareem

Institution: University of Abuja Teaching Hospital, Gwagwalada, Nigeria

Email: blessingaj@yahoo.com

Address: Department of Family Medicine, University of Abuja Teaching Hospital, Gwagwalada, Nigeria

Title (main 'outcome' publication): Effect of counselling on the family function of intimate partner vi-
olence victims attending ANC in a tertiary hospital in North Central Nigeria

Registered trial protocol ID: NR

Notes

Analysis of any cost/benefit measures: NR

Process evaluation: NR
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Summary of participants' views about the intervention: NR

Adverse events (harm) related to participation: NR

Risk of bias

Bias Authors' judgement  Support for judgement

Random sequence genera-  High risk Judgement comment: "systematic sampling was used to recruit 72 IPV victims

tion (selection bias) who were randomised into 2 arms of 36 each by simple balloting". No further
evidence provided about random sequence generation.

Allocation concealment High risk Judgement comment: "the victims were then allocated into a control and in-

(selection bias) tervention arm by simple balloting of 36 per arm". No further evidence provid-
ed about allocation concealment.

Blinding of participants Unclear risk Judgement comment: there is insufficient information to assess blinding of

and personnel (perfor- participants and personnel.

mance bias)

All outcomes

Blinding of outcome as- Unclear risk Judgement comment: "a research assistant, who did not know which arm the

sessment (detection bias) victims belonged to, assessed their family function at the beginning of the tri-

All outcomes al". However, it is not clear as to who and how post-assessment was conduct-
ed.

Incomplete outcome data  High risk Judgement comment: there is not sufficient information about attrition, exclu-

(attrition bias) sion or dropouts at different stages of the trial.

All outcomes

Selective reporting (re- Unclear risk Judgement comment: all outcomes described in the methods section were ad-

porting bias) equately collected, analysed and reported in the results section of the main
published trial. However, there was insufficient or unclear evidence from ei-
ther the trial protocol or trial registry sites to assess this domain.

Other bias Unclear risk Judgement comment: the published trial outcome paper had insufficient in-

formation about various aspects related to the trial, including recruitment, re-
tention rate, as well as limitations of the trial.

Bowland 2012

Study characteristics

Methods Trial design: RCT
Trial grouping: parallel group
Randomisation method: women were paired on scores from a spiritual distress scale and then ran-
domised into treatment or control groups using a random number table.
Primary outcomes: the outcome variables of post-traumatic stress, depression, anxiety, and somatic
symptoms were measured using instruments with established validity and reliability.
Secondary outcomes: NR
Timing of outcome measurements: baseline (prior to the beginning of the intervention); post-treat-
ment (after 11 weeks at the end of intervention); follow-up (3-months from post-treatment)
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Types of participants: sample was composed of adult female community-dwelling survivors (age = 55
years) who lived in St. Louis, Missouri. Ads were placed in a senior newspaper, and a poster and flyers
were circulated at a university hospital. Most participants came from the hospital research volunteer
list (n=28)

Total duration of trial: a total of 3 experimental groups were held sequentially beginning in July 2006
and ending in January 2008. 3 groups also completed the control condition during the same period. Re-
cruitment for this project ran from February 2006-July 2007

Funding for trial: NR

Conflict of interest of trial authors: NR

Type of analysis: MANOVAs, t-tests, and regression analyses

Assessment modality (e.g. face-to-face, telephone, online): face-to-face or by phone

ITT analyses: NR

Participants Baseline characteristics
Experimental intervention

« Age:M=60.33 years,SD =4.6

« Ethnicity: NR

« Employment: NR

» Education: completed college (13, 48%)

+ Relationship status: 11 (50%) partnered

« Gender (% women): 100

» Dependent children: NR

« Number analysed (data analysis at post-treatment stage): 21
« Number of participants eligible assigned: 21

« Number of participants dropped out (by final follow-up):
« Comorbidities: NR

« Experience of IPV: NR

» Experience of other types of violence and abuse:

+ Remuneration: NR

« Financial dependence (on partner): NR

Comparator intervention

« Age:M=6232years,SD=7.7

« Ethnicity: NR

« Employment: NR

« Education: completed college (14, 52%)

+ Relationship status: 11 (50%) partnered

« Gender (% women): 100

« Dependent children: NR

« Number analysed (data analysis at post-treatment stage): 22
« Number of participants eligible assigned: 22

« Number of participants dropped out (by final follow-up): NR
« Comorbidities: NR

« Experience of IPV: 17 (77.3%)

« Experience of other types of violence and abuse:

« Remuneration: NR

« Financial dependence (on partner): NR

Total sample
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« Age:M=61.3 years, with a range of 55-83 years

« Ethnicity: 36 (84%) were white, 6 (14%) were African American, and 1 was Eastern Indian
« Employment: 65% had incomes of < USD 50,000

« Education: the majority of the sample (n =27) held an associate's or bachelor's degree

+ Relationship status: 23 women were partnered and 20 were single at the time of the trial
« Gender (% women): 100

« Dependent children: NR

« Number analysed (data analysis at post-treatment stage): 36

« Number of participants eligible assigned: 43

« Number of participants dropped out (by final follow-up): 7

+ Comorbidities: NR

« Experience of IPV: women reported domestic violence and sexual assault beginning in young adult-
hood. Approximately 33% also disclosed chronic emotional abuse in their current primary relation-
ship. Women reported domestic violence and sexual assault beginning in young adulthood

« Experience of other types of violence and abuse: 42 of 43 women reported they had been exposed to
multiple types of violence and abuse.

« Remuneration: NR
« Financial dependence (on partner): NR

Included criteria: during the initial phone screening, participants in the trial indicated they had cur-
rent trauma-related distress. None of the women, however, was in crisis due to current physical or sex-
ual violence. Eligibility criteria for the trial specified that participants have a history in the Christian tra-
dition. This was used to increase the homogeneity of this small sample, because subgroup analysis was
not possible. Participants were not in psychotherapy, did not have significant cognitive impairments,
and were not actively suicidal or psychotic. Women who did not meet these criteria were referred to
other community resources.

Excluded criteria: women who were attending psychotherapy, had significant cognitive impairments,
and/or were actively suicidal or psychotic were excluded. Women who did not meet the inclusion crite-
ria were referred to other community resources.

Baseline differences: there were no differences between the groups at pre-test. There was evidence
that randomisation procedure was successful.

Total number of participants within all groups: 43
Number of eligible people recruited: 44

Sample power calculation: a power analysis revealed that a sample size of 48, assuming an effect size
of 1.0, would provide power of approximately 80% to detect a relationship between the intervention
and the mental health outcomes

Number of eligible people consented: 44
Total number of participants approached: 129
Number ineligible: 60

Number eligible: 69

Recruitment setting of participants (e.g. healthcare setting, community setting, shelter setting):
healthcare setting (most participants came from the hospital research volunteer list)

Number declined to participate: NR

Interventions

Intervention characteristics
Experimental intervention

« Brief description (rationale, main components): "practitioners and trauma survivors from an agency
serving clients with co-occurring disorders developed a brief group intervention (1.5 h/session) that
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was used in the present trial. The intervention was chosen because it is a manualised psycho-educa-
tional, cognitive restructuring, and skill-building approach to addressing spiritual struggles in recov-
ery (Fallot & The Spirituality Workgroup, 2001-2004). The modelis an offshoot of the Trauma Recovery
and Empowerment Model (TREM) (Harris & The Community Connections Trauma Work Group, 1998).
The feminist Social Work perspective was used to raise questions, for instance, about endurance and
sacrifice of self for others. Alternative viewpoints to patriarchal interpretations of scripture and reli-
gious life were sometimes introduced".

Type of intervention: spiritual intervention (psycho-educational, cognitive restructuring, and skill-
building)

Mode of delivery (how): group-based face-to-face

Frequency and duration of delivery (when and how much): total of 11 weekly sessions, 1.5 h/session

Level of mental health training of person delivering the intervention: all of the facilitators in this trial
had training in theology and pastoral care

Fidelity assessment: to assess leader fidelity to the group treatment model, an independent evaluator
rated videotaped sessions randomly selected from each of the 6 groups. The mean adherence score
for 18 sessions was 83.3% (SD = 19.40; range = 40%-100%).

Intervention model: manualised psycho-educational, cognitive restructuring, and skill-building ap-
proach to addressing spiritual struggles in recovery; offshoot of the Trauma Recovery and Empower-
ment Model (TREM) (manualised psycho-educational, cognitive restructuring, and skill-building ap-
proach to addressing spiritual struggles in recovery)

Person delivering the intervention (who provided the intervention): therapist, self-directed or com-
bined: therapist (the first author, who conducted the intervention, was trained using the TREM model)

Intervention location (where): NR
Tailoring of intervention (personalised, titrated or adapted): NR
Intervention modifications (during the trial): NR

Main techniques of intervention: psycho-educational, cognitive restructuring, and skill-building. Dur-
ing session 1, participants discussed their spiritual histories in relation to their traumatic experiences.
In session 2, spiritual gifts, such as discernment, forgiveness, and trust, were identified as qualities
participants had or needed in their lives. In session 3, a spiritual recovery action plan was developed
after participants discussed research literature about the value of positive spiritual coping for health.
The harm of negative coping, such as viewing God as punishing or abandoning, or being unable to
forgive oneself for abuse, was also discussed. Women named spiritual needs and places of struggle in
their spiritual lives. Different psychological struggles often connected with trauma, including anger,
fear and powerlessness, guilt and shame, despair, and loneliness, were explored in sessions 4 through
8 as challenges with potential spiritual solutions. Experiences within organised religious traditions
were also discussed frequently. Sessions 9 through 11 focused on recovery strategies, such as prayer,
music, poetry, visiting a new congregation when the old one was not meeting spiritual needs, reading
a new translation of sacred text, and joining or creating a spiritual support group

Intervention manual: the intervention was chosen because it is a manualised psycho-educational,
cognitive restructuring, and skill-building approach to addressing spiritual struggles in recovery

CCDAN psychological therapies: other psychologically-orientated interventions
Intervention attendance: NR
Intensity of intervention: = 5 sessions

Person delivering the intervention (healthcare workers, non healthcare workers): non-healthcare
workers

Gender of therapist: female

Comparator intervention

Brief description (rationale, main components): waiting list
Type of intervention: waiting list

Outcomes Depression
« Outcome type: continuous outcome
» Reporting: fully reported
« Scale: GDS
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« Range: 0-30
« Direction: lower is better

Anxiety

« Outcome type: continuous outcome
+ Reporting: fully reported

» Scale: BAI

« Range: 0-63

« Direction: lower is better

Dropouts from treatment

« Outcome type: dichotomous outcome
« Reporting: fully reported
» Direction: lower is better

Identification

Sponsorship source: NR

Country: USA

Setting: community

Comments: community-dwelling women survivors of interpersonal trauma (including IPV victims)
Trial authors: Sharon Bowland, Tonya Edmond, and Roger D. Fallot

Institution: Washington University St. Louis, Missouri

Email: aron.bowland®@louisville.edu

Address: Washington University St. Louis, Missouri

Title (main 'outcome' publication): Evaluation of a spiritually focused intervention with older trauma
survivors

Registered trial protocol ID: NR

Notes Analysis of any cost/benefit measures: NR
Process evaluation: NR
Summary of participants' views about the intervention: NR
Adverse events (harm) related to participation: NR

Risk of bias

Bias Authors' judgement Support for judgement

Random sequence genera-
tion (selection bias)

Low risk Judgement comment: "women were paired on scores from a spiritual distress
scale (SDS) and then randomised into treatment or control groups using a ran-
dom number table".

Allocation concealment
(selection bias)

High risk Judgement comment: A total of 3 experimental groups were held sequential-
ly beginning in July 2006 and ending in January 2008. Three groups also com-
pleted the control condition during the same period. Subsequently, the con-
trol participants were offered the opportunity to enter treatment. There is no
evidence of allocation concealment.
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Blinding of participants Unclear risk Judgement comment: "the first author, who conducted the intervention, was
and personnel (perfor- trained using the TREM model. Further, the testers (Ph.D. students) were blind
mance bias) to the treatment conditions of the participants". However, insufficient infor-
All outcomes mation provided to adequately assess the blinding of participants and other
personnel.
Blinding of outcome as- Low risk Judgement comment: "the testers were blind to the treatment conditions of
sessment (detection bias) the participants. Testing was conducted by 5 PhD students with clinical experi-
All outcomes ence with trauma survivors".
Incomplete outcome data  Low risk Judgement comment: attrition and exclusions of participants were reasonably
(attrition bias) described. The outcome variables of post-traumatic stress, depression, anxi-
All outcomes ety, and somatic symptoms were fully measured and reported.
Selective reporting (re- Unclear risk Judgement comment: all outcomes described in the methods section were ad-
porting bias) equately collected, analysed and reported in the results section of the main
published trial. However, there was insufficient or unclear evidence from ei-
ther the trial protocol or trial registry sites to assess this domain.
Other bias High risk Judgement comment: "limitations in this trial must be acknowledged. Recruit-
ment, screening, and intervention were all completed by Sharon Bowland.
Ideally, investigators would not deliver the intervention, to reduce the poten-
tial for social desirability bias. Limited funds for advertising, having only 1 per-
son available to conduct recruitment, and extensive preliminary processes
led to a slow qualification timeline. Most likely, a larger sample would have re-
sulted in a more accurate measurement of the treatment effects. The fidelity
check on the intervention was performed by 1 evaluator, so interrater reliabil-
ity was not assessed. Finally, social desirability was not measured and cannot
be ruled out as a motivator for participants to improve. Finally, some partici-
pants had multiple trauma exposures, including childhood abuse, domestic vi-
olence, and sexual assault and the data analysis did not differentiate or adjust
the analysis for the type of trauma exposure". Overall, these add toward high
risk for other sources of bias.
Bryant 2017
Study characteristics
Methods Trial design: RCT
Trialgrouping: parallel group
Types of participants: women with a history of gender-based violence
Conflict of interest of trial authors: trial authors have declared that no competing interests exist
Funding for trial: trial was supported by Grand Challenges Canada #0368-04(www. grandchal-
lenges.ca/) to JU & AS, World Vision Canada (www.worldvision.ca/) to JU, and World Vision Australia
(www.worldvision.com.au/ home-east-Africa) to AS.
Primary outcomes: primary outcome was the GHQ-12, which indexes psychological distress, including
anxiety and depression
Secondary outcomes: PCL; WHODAS (WHO Disability Adjustment Schedule): PSYCHLOPS (Psychologi-
cal Outcome Profiles) and LEC scores
Randomisation method: participants were randomly allocated (on a 1:1 ratio) to either a 5-week
course of problem management or comparator intervention. Randomisation was conducted at the Uni-
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versity of New South Wales, Australia, by staff who were independent of the trial using computerised
software that generated random number sequences

Timing of outcome measurements: baseline, post-treatment and 3-month follow-up

Total duration of trial: 15 April 2015-16 January 2016

Assessment modality (e.g. face-to-face, telephone, online): face-to-face

Type of analysis: hierarchical linear models,

ITT analyses: yes

Participants Baseline characteristics

Experimental intervention

Age: M =35.2 years, SD=14.1

Gender (% women): 100

Ethnicity: adult women in urban Kenya (not reported)
Employment: working: 104 (49.8%)

Education: M =8.7 years, SD = 3.6

Relationship status: single 25 (12.0%); married 122 (58.4%); divorced/separated 42 (20.1%); widowed
20 (9.5%)

Dependent children: NR

Number analysed (data analyses at post-treatment stage): 156

Number of participants eligible assigned: 209

Number of participants dropped out (by final follow-up): 53

Comorbidities: suicidal intention in past month: 50 (23.9%)

Experience of IPV: 153 (73.2%)

Experience of other types of violence and abuse: physical assault 155 (74.2%); sexual assault 59
(28.2%)

Remuneration: participants were reimbursed KES 300 (approximately USD 3) for each assessment

Comparator intervention

Age: M =35.9 years, SD=12.7

Gender (% women): 100

Ethnicity: adult women in urban Kenya (not reported)
Employment: working: 108 (50.9%)

Education: 8.2 years (4.2)

Relationship status: single 30 (14.1%); married 119 (56.1%); divorced/separated 45 (21.2%); widowed
18 (8.5%)

Dependent children: NR

Number analysed (data analyses at post-treatment stage): 163
Number of participants eligible assigned: 212

Number of participants dropped out (by final follow-up): 49
Comorbidities: suicidal intention in past month: 35 (16.5%)
Experience of IPV: 152 (71.7%)

Experience of other types of violence and abuse: physical assault 153 (72.2%); sexual assault 72
(34.0%)

Remuneration: participants were reimbursed KSh 300 (approximately US$3) for each assessment

Total sample:

Age: NR
Gender (% women): 100
Ethnicity: NR
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« Employment: NR

« Education: NR

 Relationship status: NR

« Dependent children: NR

« Number analysed (data analyses at post-treatment stage): 319
« Number of participants eligible assigned: 421

« Number of participants dropped out (by final follow-up): 102

« Comorbidities: NR

« Experience of IPV: NR

« Experience of other types of violence and abuse: NR

» Remuneration: participants were reimbursed KES 300 (approximately USD 3) for each assessment

Included criteria: inclusion criterion of Gender-Based-Violence was endorsement of any (prior or cur-
rent) experience of interpersonal violence on either the LEC (25) or the WHO Violence Against Women
Instrument (WHO-VAW (26)), which were administered at baseline assessment

Excluded criteria: exclusion criteria included (a) imminent plans of suicide, (b) psychotic disorders,
or (c) severe cognitive impairment. Assessors referred any cases of threat of harm or self-harm to local
services.

Pretreatment: planned comparisons of women in the PM+ and EUC groups indicated that these 2
groups did not differ on any pretreatment factors.

Total number of participants: 421
Number of eligible people recruited: 451

Sample power calculation: power calculations indicated a minimum sample size of 133 partici-
pants/group using the test for paired means (power = 0.95, alpha = 0.05, 2-sided)

Number of eligible people consented: 421
Total number of participants within all groups: 421
Total number of participants approached: 1393

Recruitment setting of participants (e.g. healthcare setting, community setting, shelter setting):
community

Number eligible: 451

Number ineligible: 942

Interventions Intervention characteristics
Experimental intervention

o Brief description: WHO developed a brief psychological intervention, termed Problem Management
Plus (PM+), comprising strategies that people without qualifications or experience in mental health
can be trained to deliver to reduce common mental disorders following adversity

« Type of intervention: problem management
+ Mode of delivery (how): face-to-face
« Frequency and duration of delivery (when and how much): 5, weekly, 90-minute individual sessions

+ Level of mental health training of person delivering the intervention: CHWs with no prior training or
experience in mental healthcare

« Fidelity assessment: the fidelity checksindicated that CHWs adhered to the protocol by addressing the
requisite PM+ components in the appropriate sessions, including stress reduction (91.39%), problem
solving (94.25%), behavioural activation (83.25%), and accessing social support (92.82%).

 Intervention model: problem management psychological intervention
« Intervention attendance: 126 (61%) completed all 5 sessions

Psychological therapies for women who experience intimate partner violence (Review) 57
Copyright © 2020 The Cochrane Collaboration. Published by John Wiley & Sons, Ltd.



= 3 Cochrane
st g Library

Trusted evidence.
Informed decisions.
Better health. Cochrane Database of Systematic Reviews

Bryant 2017 (Continued)

CCDAN psychological therapies: integrative therapies

Intervention location (where): the PM+ sessions were provided in the participants' home, unless they
preferred to do them in an alternate location for safety or privacy reasons

Person delivering the intervention (who provided the intervention): therapist, self-directed or com-
bined: therapist (lay CHWs)

Tailoring of intervention (personalised, titrated or adapted):

Intervention modification (during the trial): prior to the trial, the translation and cultural adaptation of
PM+ was reviewed in 2 workshops with experts on PM+, translators, and CHWs to ensure that the as-
sessment tools and intervention were appropriate in the Nairobi context. The measures and interven-
tion were adapted for cultural appropriateness in terms of language, metaphors, content, concepts,
goals, methods, and context

Main techniques of intervention: PM+ commenced with an introduction to the programme, MI, psycho
education, and stress management (session 1); problem-solving strategies focused on specific prob-
lems nominated by the participant and review of stress management strategies (session 2); behav-
ioural activation and review of problem-solving and stress management (session 3); strengthening so-
cial supports and review of stress management, problem-solving, behavioural activation, and social
supports (session 4); and reinforcement of all strategies and relapse prevention education (session 5).

Intervention manual: participants allocated to PM+ were offered 5, weekly, 90-minute individual
sessions (the full English and Swabhili versions of the manual are available at www.who.int/men-
tal_health/emergencies/problem_management_plus/en/).

Intensity of intervention: = 5 sessions
Person delivering the intervention: non-healthcare workers
Gender of therapist: NR

Comparator intervention

Brief description: enhanced usual care (non-specific counselling)

Type of intervention: participants allocated to EUC were referred to primary healthcare centres, where
nurses provided non-specific counselling. The nurses providing EUC did not follow a specific manual,
they could use the strategies and number of sessions they deemed appropriate, and each nurse could
use their judgement on rescheduling missed appointments with participants; there was continuity of
the same nurse and same clinic for each woman in EUC

Outcomes

Mental health

Outcome type: continuous outcome
Reporting: fully reported

Scale: GHQ-12

Range: 0-36

Direction: lower is better

PTSD

Outcome type: continuous outcome
Reporting: fully reported

Scale: PCL

Range: 0-80

Direction: lower is better

Dropouts from treatment

Outcome type: dichotomous outcome
Reporting: fully reported
Direction: lower is better

Identification

Sponsorship source: trial was supported by Grand Challenges Canada #0368-04 (www. grandchal-
lenges.ca/) to JU & AS, World Vision Canada (www.worldvision.ca/) to JU, and World Vision Australia
(www.worldvision.com.au/ home-east-Africa) to AS.
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Country: Kenya
Setting: community (participants' home)

Comments: participants were recruited by interviewing 1 woman from 1 of every 10 households in
peri-urban areas in Nairobi

Trialauthors: Richard A. Bryant, Alison Schafer, Katie S. Dawson, Dorothy Anjuri, Caroline Mulili, Lin-
coln Ndogoni, Phiona Koyiet, Marit Sijbrandij, Jeannette Ulate, Melissa Harper Shehadeh, Dusan Hadzi-
Pavlovic, Mark van Ommeren

Institution:
Email: r.bryant@unsw.edu.au
Address: School of Psychology, University of New South Wales, Sydney, New South Wales, Australia

Trial title (main outcome publication): Effectiveness of a brief behavioural intervention on psycho-
logical distress among women with a history of gender-based violence in urban Kenya: a randomised
clinical trial

Registered trial protocol ID: ACTRN12614001291673

Notes

Analysis of any cost/benefit measures: NR

Process evaluation: NR. We did not measure mechanism-related processes because of the priority of
indexing the effectiveness of PM+ and limiting the assessment burden on participants.

Summary of participants' views about the intervention: NR

Adverse events (harm) related to participation: adverse reactions were monitored and recorded
throughout screening and the intervention. Indications of psychiatric crisis (e.g. imminent suicidal risk
as defined by suicidal plan) or need for acute protection were referred to the local advisory board, and
referral to appropriate services was made (including local hospitals providing psychiatric care). This
programme was safe insofar as it did not cause adverse outcomes, and could be used by women who
may be experiencing current IPV, in combination with relevant protective interventions.

Risk of bias

Bias

Authors' judgement Support for judgement

Random sequence genera-  Low risk Judgement comment: "randomisation was conducted at the University of New

tion (selection bias) South Wales, Australia, by staff who were independent of the trial using com-
puterised software that generated random number sequences".

Allocation concealment Low risk Judgement comment: "participants were randomly allocated (on a 1:1 ra-

(selection bias) tio) to either a 5-week course of PM+ or EUC, by staff who were independent
of the trial using computerised software that generated random number se-
quences".

Blinding of participants High risk Judgement comment: "participants were aware of treatment allocation, but

and personnel (perfor- research assessors were blinded".

mance bias)

All outcomes

Blinding of outcome as- Low risk Judgement comment: "assessors were blind to treatment condition, and

sessment (detection bias) blindness was optimised by having assessors trained and managed separate-

All outcomes ly from CHWSs. Fidelity of masking was measured by having assessors guess
the condition of each participant at the end of each assessment. Assessors
correctly guessed the condition of participants at a chance rate at both post-
treatment (50.6%) and follow-up (47.5%), indicating that blindness was main-
tained".
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Incomplete outcome data  Low risk Judgement comment: "319 (75.77%) completed the 3-month follow-up. The
(attrition bias) level of attrition was within the 30% margin with which the power analysis was
All outcomes calculated. Sensitivity analyses indicated that the results were not biased by

the attrition of the sample".

Selective reporting (re- Low risk Judgement comment: all outcome measures mentioned in the methods sec-
porting bias) tion were collected, analysed and fully reported in the results section. This was
also evident from the published protocol.

Other bias Low risk Judgement comment: none
Cheung 2019

Study characteristics

Methods Trial design: RCT

Trial grouping: parallel group

Assessment modality (e.g. face-to-face, telephone, online): face-to-face (including self-reports and
biomarker assessment, blood sample)

Conflict of interest of trial authors: Dr Fong reported receiving grants from the Health and Medical
Research Fund during the conduct of the trial. Prof Tiwari reported receiving grants from the Research
Council of the Hong Kong Special Administrative Region (SAR) Government during the conduct of the
trial and grants from the Research Council of the Hong Kong SAR Government outside the submitted
work. No other disclosures were reported.

Funding for trial: trial was funded by grant 11121361 from the Health and Medical Research Fund of
the Hong Kong SAR Government Food and Health Bureau

Primary outcomes: primary outcome measure was telomerase activity in peripheral blood mononu-
clear cells

Randomisation method: eligible participants were randomised to either the intervention or the wait-
ing list control group,assigned at a 1:1 ratio by block randomisations with randomly selected block
sizes of 4, 6, and 8. The list was computer-generated, recorded by an investigator (DSTC.) who was not
involved in subject recruitment, and placed in numbered, sequential, sealed, opaque envelopes. The
envelopes were kept by a centre staff person who was not involved in the trial; thus, the randomisa-
tions was centrally controlled to avoid any bias in selection

Secondary outcomes: secondary outcome measures included levels of pro inflammatory cytokines
(tumour necrosis factor (TNF) and interleukin (IL) 6) in peripheral blood plasma, depressive symptoms,
perceived stress, and perceived coping.

Timing of outcome measurements: data were collected at baseline, after training (after 6 weeks (i.e.
on completion of the 6-week group training)), and after the intervention (after 22 weeks (i.e. on com-
pletion of the entire Qigong intervention)).

Total duration of trial: 12 March 2014-26 May 2016
Type of analysis: Chi2 test and Mann-Whitney test, mixed-effects models

Types of participants: Chinese women were eligible to participate if they were = 18 years, willing to
undertake the Qigong intervention, available for all the data collection points, and receptive to random
allocation and had survived IPV in the preceding 2 years

Intention to Treat: yes

Participants Baseline characteristics
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Experimental intervention

Age: M =42.0 years, SD=8.7

Ethnicity: place of birth: Hong Kong 27 (20%); Mainland China 109 (80%)
Employment: employed 34 (25%)

Education: < 6 years 25 (19%); 7-13 years 101 (75%); tertiary 9 (7%)
Relationship status: married or cohabiting 124 (91%); single 4 (3%); divorced 8 (6%)
Gender (% women): 100

Dependent children: < 1 Child 44 (32%)

Number analysed (data analysis at post-treatment stage): 120

Number of participants eligible assigned: 136

Number of participants dropped out (by final follow-up): 16
Comorbidities: chronic illness 22 (16%)

Experience of IPV: NR

Experience of other types of violence and abuse: NR

Remuneration: finally, we will provide an incentive to the participants in the form of food coupons to
show our appreciation of their time and efforts.

Financial dependence (on partner): NR

Comparator intervention

Age: M =41.5years,SD=9.3

Ethnicity: place of birth: Hong Kong 29 (21%); Mainland China 106 (79%)
Employment: employed 21 (16%)

Education: <6 years 15 (11%); 7-13 years 111 (83%); tertiary 8 (6%)
Relationship status: married or cohabiting 128 (95%); single 2 (1%); divorced 5 (4%)
Gender (% women): 100

Dependent children: < 1 Child 50 (37%)

Number analysed (data analysis at post-treatment stage): 127

Number of participants eligible assigned: 135

Number of participants dropped out (by final follow-up): 8
Comorbidities: chronicillness 22 (16%)

Experience of IPV: NR

Experience of other types of violence and abuse: NR

Remuneration: finally, we will provide an incentive to the participants in the form of food coupons to
show our appreciation of their time and efforts.

Financial dependence (on partner): NR

Total sample

Age: M =42.0 years,SD =8.8

Ethnicity: Chinese women who have experienced IPV
Employment: NR

Education: NR

Relationship status: mean (SD) number of years of marriage was 21.3 (23.4) in the intervention group
and 20.2 (21.2) in the waiting list control group

Gender (% women): 100

Dependent children: NR

Number analysed (data analysis at post-treatment stage): 247
Number of participants eligible assigned: 271

Number of participants dropped out (by final follow-up): 24
Comorbidities: NR

Experience of IPV: Chinese women (N = 271) who survived IPV in the past 2 years recruited from a
community centre in Hong Kong, China
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+ Experience of other types of violence and abuse: NR

« Remuneration: finally, we will provide an incentive to the participants in the form of food coupons to
show our appreciation of their time and efforts.

« Financial dependence (on partner): not clearly reported, however it has been mentioned that 93 (69%)
of women within each intervention and control group experience financial hardship.

Included criteria: Chinese women were eligible to participate if they were = 18 years, willing to under-
take the Qigong intervention, available for all the data collection points, and receptive to random allo-
cation and had survived IPV in the preceding 2 years

Excluded criteria: women were excluded if they had participated in Qigong training or another mind-
body intervention within the previous 6 months or had serious medical conditions that might limit
their participation in Qigong. They were also excluded if they had psychiatric disorders, used medica-
tion or a psychological intervention for stress, or were abused by someone who was not their intimate
partner based on their self-reports

Pretreatment: at baseline, there were no statistically significant differences in the participants’ so-
cio-demographic characteristics or outcome measures between the intervention and waiting list con-
trol groups.

Number eligible: 271

Number ineligible: 1270

Number of eligible people consented: 271
Number of eligible people recruited: 271

Recruitment setting of participants (e.g. healthcare setting, community setting, shelter setting):
participants were recruited between 12 March 2014 and 25 October 2015, from a large community cen-
tre that provides diversified health and social services for users of all age groups in 3 districts in Hong
Kong, covering a population of approximately 830,000 individuals

Sample power calculation: to detect at least 0.075-U differences between the 2 groups with 80% pow-
er and at most a 5% chance of committing a false-positive error, we needed 113 participants/group.
Allowing for attrition of 5%( based on a previous clinical trial held in the same community where the
present trial was conducted), we rounded up the sample size to at least 240 participants in total.

Total number of participants approached: 1611
Total number of participants within all groups: 271

Number declined to participate: 70

Interventions

Intervention characteristics
Experimental intervention

« Brief description (rationale, main components): 1 of the various forms of Qigong is Baduanjin, mean-
ing “8 pieces of silken brocade” in Mandarin. It consists of 8 movements that are performed in a
smooth and graceful manner, hence the name. The movements, combined with breathing and med-
itation, exercise the mind and body for healing. Baduanjin was selected as the intervention because
it has been standardised by the Chinese Health Qigong Association and is easy to perform. The inter-
vention comprises (i) group learning and practice: a 2-h Qigong exercise training session provided by
a Qigong master twice a week for 6 consecutive weeks(total, 24 h), (ii) weekly group follow-up: a 1-
h Qigong exercise session provided by a Qigong master once a week for 4 consecutive months (total,
16 h) after the group learning and practice, and (iii) self practice: a 30-minute Qigong exercise session
performed by each individual participant once a day for the whole intervention period (total, 63 h).
Each participant will perform a total of 103 h of Qigong during the 5.5-month intervention period.
For each of the 2-h Qigong exercise training sessions during the 6-week group learning and practice
periods, the activities will include (i) a brief introduction to the basic theories of traditional Chinese
medicine and the physiology of mind-body connections, (ii) gentle movement or body stretching in
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a standing posture to facilitate a harmonious flow of gi along the energy channels,and (iii) Qigong ex-
ercise training delivered by an experienced Qigong master.

Type of intervention: Qigong intervention (a type of moving meditation)

Mode of delivery (how): face-to-face (group sessions and self-exercises)

Frequency and duration of delivery (when and how much): the intervention lasted 22 weeks and was
composed of (1) group training (12 2-h Qigong sessions for 6 weeks (twice weekly)); (2) weekly group
follow-up (16 one-h Qigong follow-up practice sessions from week 7 to week 22 (once weekly)); and (3)
self-practice (participants were encouraged to practice Qigong 30 min/day for the entire intervention
period (22 weeks)).

Level of mental health training of person delivering the intervention: the sessions were delivered by
a certified Qigong master with > 20 years of experience in teaching Qigong, who was provided with
standardised content of training and follow-up sessions

Fidelity assessment: a research assistant was assigned to each session to monitor the attendance of
participants, their adherence to the intervention, and the Qigong master’s use of standardised ele-
ments. To monitor the self-practice of Qigong in the intervention group, each participant entered the
details of duration and frequency of Qigong undertaken every day into a record card, which was sub-
mitted to the research assistant weekly.

Intervention model: traditional Chinese medicine and the physiology of mind-body connections
Person delivering the intervention (who provided the intervention): therapist, self-directed or com-
bined: therapist (Qigong master)

Intervention location (where): NR

Tailoring of intervention (personalised, titrated or adapted): NR

Intervention modifications (during the trial): NR

Main techniques of intervention: the activities will include (i) a brief introduction to the basic theories
of traditional Chinese medicine and the physiology of mind-body connections, (ii) gentle movement
or body stretching in a standing posture to facilitate a harmonious flow of gi along the energy chan-
nels, and (iii) Qigong exercise training delivered by an experienced Qigong master

Intervention manual: Baduanjin was selected as the intervention because it has been standardised by
the Chinese Health Qigong Association16 and is easy to perform

Intervention attendance: women in the intervention group who completed the trial (n=120) self-prac-
ticed Qigong for a mean (SD) 103.3 (138.2) min/week throughout the intervention. Most of them (89
(74.2%)) attended = 80% of the training sessions.

CCDAN psychological therapies: other psychologically-orientated interventions

Intensity of intervention: = 5 sessions

Person delivering the intervention: non-healthcare workers

Gender of therapist: NR

Comparator intervention

Brief description (rationale, main components): participants in the waiting list control group could
choose to attend monthly health education sessions unrelated to Qigong and given by a registered
nurse after 6 weeks on the waiting list and to receive post-intervention Qigong training after data col-
lection was completed (after 22 weeks).

Type of intervention: health education session

Outcomes

Depression

Outcome type: continuous outcome
Reporting: fully reported

Scale: BDI I

Range: 0-63

Direction: lower is better

Dropouts from treatment

Outcome type: dichotomous outcome
Reporting: fully reported
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« Direction: lower is better

Identification

Sponsorship source: trial was funded by grant 11121361 from the Health and Medical Research Fund
of the Hong Kong SAR Government Food and Health Bureau

Country: China
Setting: community

Comments: a single-blind randomised clinical trial among Chinese women (N =271) who survived IPV
in the past 2 years recruited from a community centre in Hong Kong, China

Trialauthors: Denise Shuk Ting Cheung; Wen Deng; Sai-Wah Tsao; Rainbow Tin Hung Ho; Cecilia Lai-
Wan Chan; Daniel Yee Tak Fong; Pui Hing Chau, Athena Wai Lin Hong; Helina Yin King Yuk Fung; Joyce
Lai Chong Ma; Agnes F. Y. Tiwari

Institution: School of Nursing, Li Ka Shing Faculty of Medicine, University of Hong Kong
Email: wdeng@hku.hk

Address: School of Nursing, Li Ka Shing Faculty of Medicine, University of Hong Kong, 21 Sassoon Rd,
Hong Kong, China

Title (main 'outcome' publication): Effect of a Qigong intervention on telomerase activity and mental
health in Chinese women survivors of intimate partner violence a randomized clinical trial

Registered trial protocol ID: NCT02060123

Notes Analysis of any cost/benefit measures: NR
Process evaluation: NR
Summary of participants' views about the intervention: all intervention participants rated the de-
gree of liking Qigong as 'like it very much' or 'like it'
Adverse events (harm) related to participation: there were no reports of adverse events or harm aris-
ing from participation in the trial.

Risk of bias

Bias Authors' judgement Support for judgement

Random sequence genera-
tion (selection bias)

Low risk Judgement comment: "eligible participants were randomised to either the
intervention or the waiting list control group, assigned at a 1:1 ratio by block
randomisation with randomly selected block sizes of 4, 6, and 8. The list was
computer-generated, recorded by an investigator (D.S.T.C.) who was not in-
volved in subject recruitment, and placed in numbered, sequential, sealed,
opaque envelopes".

Allocation concealment
(selection bias)

Low risk Judgement comment: "the list was computer-generated, recorded by an in-
vestigator who was not involved in subject recruitment, and placed in num-
bered, sequential, sealed, opaque envelopes. The envelopes were kept by a
centre staff person who was not involved in the trial; thus, the randomisation
was centrally controlled to avoid any bias in selection"

Blinding of participants
and personnel (perfor-
mance bias)

All outcomes

High risk Judgement comment: "outcome assessors and research assistants who en-
tered data were not involved in the trial design, did not know the trial hy-
potheses, and were blinded to group assignment. The nurse who collected
the blood and the laboratory technicians who processed the blood samples
did not know which group the participant and blood sample belonged to and
were blinded to the group assignment. Participants were not blinded to group
allocation. To minimise the possible effects from knowledge of group assign-
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ment on self-reported outcomes of the participants, the participants were told
they had to be randomised into 2 groups with different sequences for receiving
Qigong training because of limited class size".

Blinding of outcome as- Low risk Judgement comment: outcome assessors and research assistants who en-
sessment (detection bias) tered data were not involved in the trial design, did not know the trial hy-
All outcomes potheses, and were blinded to group assignment
Incomplete outcome data ~ Low risk Judgement comment: attrition and exclusions were adequately reported.
(attrition bias)
All outcomes
Selective reporting (re- Low risk Judgement comment: the primary and secondary measurements in the trial
porting bias) protocol were adequately reported in the trial outcome trial.
Other bias Low risk Judgement comment: none

Choo 2016
Study characteristics
Methods Trial design: RCT

Trial grouping: parallel group
Conflict of interest of trial authors: NR

Funding for trial: this work was supported by NIH/NIDA grant K23DA031881. NIDA provided support
for conducting the trial but did not play any role in the design and conduct of the trial; collection, man-
agement, analysis, and interpretation of the data; preparation, review, or approval of the manuscript;
or decision to submit the manuscript for publication.

Primary outcomes: primary clinical outcome measure was past-month drug use, measured by a modi-
fied version of the Timeline Followback (TLFB).

Randomisation method: participants launched the program themselves, completed more detailed
assessments of drug use and IPV, and then were automatically randomised to intervention or control
groups by the software

Secondary outcomes: secondary outcomes included readiness and confidence for changing drug use
and the CAS

Timing of outcome measurements: participants completed these measures at baseline and 1- and 3-
month follow-ups, with the exception of readiness and confidence rulers, which were administered im-
mediately pre- and post-intervention and after the 2-week telephone booster.

Total duration of trial: NR

Types of participants: a screening survey identified women with recent drug use and IPV in the ED.
Assessment modality (e.g. face-to-face, telephone, online): NR

ITT analysis: NR

Types of analysis: descriptive summaries (median, mean, proportions) and associated confidence in-
tervals

Participants Baseline characteristics

Experimental intervention
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Age: median 26, (range = 19-48)

Ethnicity: Hispanic/Latino 20%

Employment: NR

Education: high school or more 50.0%

Marital status: single never married 65.0%

Children: with at least 1 child 60.0%

Experience of IPV CAS scores (median, range): median 8 (0, 44)
Number analysed (data analysis at post-treatment stage): 14
Number of participants eligible assigned: 21

Number of participants dropped out (by final follow-up): 7
Comorbidities: NR

Experience of IPV: NR

Experience of other types of violence and abuse: NR

Remuneration: participants were given gift cards to a popular pharmacy chain for participation at
baseline (USD 25), at the booster (USD 20), and at each of the 2 follow-up assessments (USD 25 each),
for a potential total of USD 95

Financial dependence (on partner): NR

Comparator intervention

Age: median = 24.5 (range = 19-53)

Ethnicity: Hispanic/ Latino 36.8%

Employment: NR

Education: high school or more 23.1%

Marital status: single never married 63.2%

Children: with at least 1 child 47.4%

Experience of IPV CAS scores (median, range): median 8 (0, 41)
Number analysed (data analysis at post-treatment stage): 15
Number of participants eligible assigned: 19

Number of participants dropped out (by final follow-up): 4
Comorbidities: NR

Experience of IPV: NR

Experience of other types of violence and abuse: NR

Remuneration: participants were given gift cards to a popular pharmacy chain for participation at
baseline (USD 25), at the booster (USD 20), and at each of the 2 follow-up assessments (USD 25 each),
for a potential total of USD 95

Financial dependence (on partner): NR

Total sample

Age: NR

Ethnicity: NR

Employment: NR

Education: NR

Marital status: NR

Children: NR

Experience of IPV CAS scores (median, range): NR

Number analysed (data analysis at post-treatment stage): 29
Number of participants eligible assigned: 40

Number of participants dropped out (by final follow-up): 11
Comorbidities: the most common drugs used were marijuana (88%) and cocaine (30%)

Experience of IPV: 45% of participants reported intimate partner physical abuse and 33% severe com-
bined intimate partner physical and sexual abuse

Experience of other types of violence and abuse
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« Remuneration: participants were given gift cards to a popular pharmacy chain for participation at
baseline (USD 25), at the booster (USD 20), and at each of the 2 follow-up assessments (USD 25/each),
for a potential total of USD 95

« Financial dependence (on partner): NR

Included criteria: research assistants (RAs) used a random number generator to select a random sam-
ple of rooms. Within this subset of women, screening took place in 2 steps. First, RAs reviewed the elec-
tronic medical record and identified those determined to be English-speaking adult women aged 18-59;
those failing to meet these criteria were excluded. Second, RAs invited the remaining, potentially el-
igible participants to complete a 'Women’s Health Survey', self-administered on an iPad (Apple,Inc.).
Those who completed the screen and reported both drug use and IPV in the past 3 months were eligible
for the trial

Excluded criteria: we excluded those who were critically ill (triaged to the critical care area of the ED),
had suicidal ideation or psychosis, were combative or in police custody, or were treated in a supervised
setting for alcohol or drug dependence

Baseline differences: trial reported no significant differences between groups at baseline.
Sample power calculation: not reported

Total number of participants: 40

Number ineligible: 4857

Number eligible: 68

Number of eligible people consented: 40

Recruitment setting of participants (e.g. healthcare setting, community setting, shelter setting):
healthcare setting (ED)

Number of eligible people recruited: 68
Total number of participants approached: 5419
Total number of participants within all groups: 40

Number declined to participate: 198

Interventions Intervention characteristics
Experimental intervention

« Briefdescription: 'BSAFER' (Brief Intervention for Substance Use and Partner Abuse for Females in the
Emergency Room is a brief Web-based program, designed to be taken on a small tablet-style laptop
computer and to be completed in the room during a single ED visit. The main components of the inter-
vention include automated feedback, identification of core values, empowerment, goal setting, social
supports, advice, referrals, and summary. The intervention included a booster session conducted by
phone within 2 weeks after the initial ED visit.

« Type of intervention: psychoeducation

» Mode of delivery (how): computer-based program and telephone booster

« Frequency and duration of delivery (when and how much): the average time for completion of the
active components of the BSAFER Web program (excluding assessments) was 15 min. 30 participants
(75%) completed the 2-week telephone booster; the average time to complete the BSAFER booster
was 20 min

« Level of mental health training of person delivering the intervention: NR

« Fidelity assessment: NR

« Person delivering the intervention (who provided the intervention): therapist, self-directed or com-
bined: combined

« Intervention location (where): private research office in the ED

« Tailoring of intervention (personalised, titrated or adapted): NR
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« Intervention modification (during the trial): NR

« Main techniques of intervention: automated feedback, Identification of core values, empowerment,
goal setting, social supports, advice, referrals and summary, followed with a booster telephone ses-
sion

« Intervention manual: there is insufficient information about the use of manual. BSAFER was created
using an intervention design software, Computerized Intervention Authoring Software (CIAS; Interva,
Inc).24 The program uses a female parrot avatar ('Polly'), which addresses the participant by name,
serves as a guide and narrator for the program, and reads all content aloud, allowing low-literacy par-
ticipants to complete the program. The intervention included a booster session conducted by phone
within 2 weeks after the initial ED visit

« Intervention attendance: 20 (95%) completed all portions of the BSAFER Web program,

« CCDAN psychological therapies: integrative therapies

« Intensity of intervention: up to 4 sessions

« Person delivering the intervention: web-based with facilitators

« Gender of therapist: female

Comparator intervention

« Brief description: the control arm received a time-matched web-based program on home fire safety,
including videos from the National Fire Protection Association. This topic was selected as it seemed
likely to be viewed as acceptable and appropriate content to receive in a healthcare setting, yet un-
likely to have an effect on trial outcomes

« Type of intervention: no treatment

Outcomes

Dropouts from treatment

« Outcome type: dichotomous outcome
« Reporting: fully reported
« Direction: lower is better

Identification

Sponsorship source: this work was supported by NIH/NIDA grant K23DA031881. NIDA provided sup-
port for conducting the trial but did not play any role in the design and conduct of the trial; collection,
management, analysis, and interpretation of the data; preparation, review, or approval of the manu-
script; or decision to submit the manuscript for publication.

Country: USA
Setting: ED
Comments: clinical setting

Trialauthors: Esther K. Choo, Caron Zlotnick, David R. Strong, Daniel D. Squires, Chantal Tapé &
Michael J. Mello

Institution: Center for Policy and Research in Emergency Medicine, Department of Emergency Medi-
cine, Oregon Health & Science University

Email: chooe@ohsu.edu

Address: Center for Policy and Research in Emergency Medicine, Department of Emergency Medicine,
Oregon Health & Science University, 3181 SW Sam Jackson Park Road, 11D52 HRC, Portland, OR 97239,
USA

Trial title (main outcome publication): BSAFER: a web-based intervention for drug use and intimate
partner violence demonstrates feasibility and acceptability among women in the emergency depart-
ment

Registered trial protocol ID: NCT01709552

Notes

Analysis of any cost/benefit measures: NR

Psychological therapies for women who experience intimate partner violence (Review) 68
Copyright © 2020 The Cochrane Collaboration. Published by John Wiley & Sons, Ltd.


mailto:chooe@ohsu.edu

= 3 Cochrane
st g Library

Trusted evidence.
Informed decisions.
Better health.

Cochrane Database of Systematic Reviews

Choo 2016 (continued)

Process evaluation: NR

Summary of participants' views about the intervention: in the intervention group, mean overall us-
ability score (SUS) for the BSAFER Web program was 83.5 (95% Cl 78.1 to 88.9) out of a possible 100. The
mean overall satisfaction score (CSQ-8) was 27.7 (95% Cl 26.3 to 29.1) out of a possible 32. Intervention
arm participants’ agreement with statements about the consistency of the BSAFER web-based pro-
gram and the telephone booster with specific principles or qualities of Ml are shown in Tables 3 and 4,
respectively. Overall, participants in both arms scored both the BSAFER program and the booster high
for all aspects of consistency with MI, with the intervention scoring higher on several individual compo-

nents

Adverse events (harm) related to participation: NR

Risk of bias

Bias Authors' judgement Support for judgement

Random sequence genera-  Low risk Judgement comment: "research assistants (RAs) used a random number gen-

tion (selection bias) erator to select a random sample of rooms. Participants launched the program
themselves, completed more detailed assessments of drug use and IPV, and
then were automatically randomised to intervention or control groups by the
software".

Allocation concealment Low risk Judgement comment: "participants were automatically randomised to inter-

(selection bias) vention or control groups by the software"

Blinding of participants Unclear risk Judgement comment: there is insufficient information about the blinding of

and personnel (perfor- participants and personnel.

mance bias)

All outcomes

Blinding of outcome as- Low risk Judgement comment: "participants launched the web-site program them-

sessment (detection bias) selves, completed more detailed assessments of drug use and IPV, and then

All outcomes were automatically randomised to intervention or control groups by the soft-
ware".

Incomplete outcome data  Low risk Judgement comment: clinical measures/outcomes completed; although 20

(attrition bias) (95%) completed all portions of the BSAFER web program, and 19 (100%) com-

All outcomes pleted all portions of the control web program, there was participant attrition
at 1 and 3 months' follow-up

Selective reporting (re- Unclear risk Judgement comment: all outcomes described in the methods section were ad-

porting bias) equately collected, analysed and reported in the results section of the main
published trial. However, there was insufficient or unclear evidence from ei-
ther the trial protocol or trial registry sites to assess this domain.

Other bias High risk Judgement comment: as a trial for feasibility and acceptability, this was, by
design, a small sample at a single clinical setting; further, out of convenience,
it only enrolled English-speaking women

Cohen 2013
Study characteristics
Methods Trial design: RCT
Trial grouping: parallel group
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Assessment modality (e.g. face-to-face, telephone, online): face-to-face
Conflict of interest of trial authors: all authors declare that they have no conflicts of interest.

Funding for trial: research reported in this article was supported by a grant from the NIDA Clinical Tri-
als Network (CTN): U10 DA13035 (Edward Nunes, PI); the NIDA CTN publication committee reviewed a
draft of this publication and provided comments.

Primary outcomes: IPV; trauma and PTSD; substance use

Randomisation method: each participant was randomised into 1 of 2 12-session group interventions
using 1 blocked randomisation list known only to the trial statistician

Secondary outcomes: not reported

Timing of outcome measurements: participants completed brief, weekly assessments during treat-
ment to collect substance use and PTSD symptom data and were reassessed at 1-week, 3-, 6-, and 12-
months post-treatment

Total duration of trial: a total of 353 women were recruited via brochures, flyers, and advertisements,
as well as through referrals by treatment programme staff, and randomised over 21 months in 2004 and
2005

Type of analysis: T-tests were used for continuous variables and Chi? tests for dichotomous variables.
The bivariate association of risk factors and outcome was determined using logistic regression and
controlling for socio-demographic variables.

Types of participants: community-based outpatient treatment programmes

ITT analyses: yes

Participants

Baseline characteristics
Experimental intervention

+ Age:M=39.3years,SD=9.5

« Ethnicity: African American/Black (33.0%); white (47.16%); Latina (3.98%); multiracial (15.34%); other
(0.6%)

« Employment: employed (40.3%); unemployed (54.6%); student/retired/disabled (5.1%)

« Education: 12.7 (2.3) years

« Marital status: married (14.8%); single (37.5%); divorced/separated (47.7%)

« Gender (% women): 100%

« Dependent children: NR

« Number analysed (data analysis at post-treatment): 140

« Number of participants eligible assigned: 176

« Number of participants dropped out (at final follow-up): 65

« Comorbidities: PTSD (76.7%); substance use disorder (8.5%)

« Experience of IPV: adult physical abuse (83.4%)

« Experience of other types of violence and abuse

« Remuneration: participants were compensated with cash or vouchers valued at USD 20 for the com-
pletion of the screening and USD 20 for the completion of the baseline assessments. For the follow-up
compensation, participants received USD 20 in cash or vouchers for completion of the 1-week post-
treatment follow-up, USD 30 for the 3-month follow-up, USD 40 for the 6-month follow-up, and USD 50
for the 12-month follow-up assessments. In addition, they received USD 10 for completion of weekly
treatment assessments. These amounts varied by site, depending on local research trial comparabil-
ity.

« Financial dependence (on partner): NR

Comparator intervention

+ Age:M=39.0years,SD=9.1
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Ethnicity: African American/Black (35.0%); white (44.1%); Latina (9.0%); multiracial (11.3%); other
(0.6%)

Employment: employed (40.1%); unemployed (55.4%); student/retired/disabled (4.5%)
Education: 12.4 (2.6) years

Marital status: married (20.3%); single (36.2%); divorced/separated (43.5%%)

Gender (% women): 100%

Dependent children: NR

Number analysed (data analysis at post-treatment): 149

Number of participants eligible assigned: 177

Number of participants dropped out (at final follow-up): 73

Comorbidities: PTSD (84.2%); substance use disorder (9.0%)

Experience of IPV: adult physical abuse (86.2%)

Experience of other types of violence and abuse

Remuneration: participants were compensated with cash or vouchers valued at USD 20 for the com-
pletion of the screening and USD 20 for the completion of the baseline assessments. For the follow-up
compensation, participants received USD 20 in cash or vouchers for completion of the 1-week post-
treatment follow-up, USD 30 for the 3-month follow-up, USD 40 for the 6-month follow-up, and USD 50
for the 12-month follow-up assessments. In addition, they received USD 10 for completion of weekly
treatment assessments. These amounts varied by site, depending on local research trial comparabil-
ity.

Financial dependence (on partner): NR

Total sample

Age: M =39.2 years,SD=9.3

Ethnicity: African American/Black (34.0%); white (45.6%); Latina (6.5%); multiracial (13.3%); other
(0.6%)

Employment: employed (40.2%); unemployed (55.0%); student/retired/disabled (4.8%)
Education: 12.5 (2.4) years

Marital status: married (17.6%); single (36.8%); divorced/separated (17.6%)

Gender (% women):

Dependent children: NR

Number analysed (data analysis at post-treatment): 289

Number of participants eligible assigned: 353

Number of participants dropped out (at final follow-up): 138

Comorbidities: PTSD (80.4%); substance use disorder (8.8%)

Experience of IPV: almost all participants reported prior exposure to physical or sexual assault (96%)
and 1in 10 reported physical or sexual assault in the prior 30 days

Experience of other types of violence and abuse: a summary of lifetime exposure to traumatic events
revealed that the majority of participants had experienced physical abuse (84.8%) or sexual abuse
(67.6%) during adulthood

Remuneration: participants were compensated with cash or vouchers valued at USD 20 for the com-
pletion of the screening and USD 20 for the completion of the baseline assessments. For the follow-up
compensation, participants received USD 20 in cash or vouchers for completion of the 1-week post-
treatment follow-up, USD 30 for the 3-month follow-up, USD 40 for the 6-month follow-up, and USD 50
for the 12-month follow-up assessments. In addition, they received USD 10 for completion of weekly
treatment assessments. These amounts varied by site, depending on local research trial comparabil-
ity.

Financial dependence (on partner): NR specifically, but reported that half of the participants received
the majority of their economic support from someone else

Included criteria: eligible participants had at least 1 lifetime traumatic event and met DSM-IV criteria
for either full or sub-threshold PTSD in the past 30 days. Sub-threshold PTSD differs from full PTSD in
that participants could meet either criterion C (avoidance of trauma reminders and emotional numb-
ing) or criterion D (hyper-arousal), but not both as in the full diagnostic requirement. Participants al-
so had to be between the ages of 18 and 65, have used alcohol or an illicit substance within the prior 6-
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months, and meet current drug or alcohol abuse/dependence criteria, and be enrolled in the partici-
pating treatment programme.

Excluded criteria: women were excluded if they had impaired mental cognition, significant risk of sui-
cidal/homicidal behavior, history of schizophrenia-spectrum diagnosis, or active psychosis.

Pretreatment: no significant differences were found between participants who reported IPV and those
who did not report IPV during follow-up on demographic characteristics including age, race/ethnicity,
marital status, education, employment or economic dependence.

Number eligible: 370

Number ineligible: 1593

Number of eligible people consented: 353
Number of eligible people recruited: 370

Recruitment setting of participants (e.g. healthcare setting, community setting, shelter setting):
community-based outpatient treatment programmes

Sample power calculation: NR
Total number of participants approached: 1963
Total number of participants within all groups: 353

Number declined to participate: 17

Interventions Intervention characteristics
Experimental intervention

« Brief description (rationale, main components): Seeking Safety treatment is a structured CBT with
both safety/trauma and substance use components integrated into each session

« Type of intervention: cognitive- behavioral treatment
« Mode of delivery (how): group-based sessions

» Frequency and duration of delivery (when and how much): treatment consisted of 2 x 90-min ses-
sions/week for 6 weeks: 12 sessions of Seeking Safety (mean completion 6.2 sessions)

« Level of mental health training of person delivering the intervention: counsellors and supervisors at-
tended a comparable, centralised 3-day workshop on their respective interventions; supervisors re-
ceived an additional half-day of training focused on how to carry out trial supervision. Following train-
ing, counsellors and supervisors were certified in the interventions after successfully completing a
training group of at least 4 sessions

« Fidelity assessment: during trialimplementation, all intervention sessions were videotaped and a pro-
portion of tapes were rated by the supervisors. Counsellors also met weekly with supervisors. In order
to ensure competency on an ongoing basis, supervisors had weekly conference calls with lead team
experts. The lead team experts co-rated a randomly selected quarter of the counsellor session tapes
reviewed by the supervisor to monitor ratings reliability on adherence measures. Internal consistency
and interrater reliability for both interventions were good to excellent.

+ Intervention model: cognitive-behavioral strategies

« Person delivering the intervention (who provided the intervention): therapist, self-directed or com-
bined: counsellors

« Intervention location (where): community-based outpatient treatment programmes
« Tailoring of intervention (personalised, titrated or adapted): NR
« Intervention modifications (during the trial): NR

« Main techniques of intervention: each session covered a different topic as follows: safety, taking back
power from PTSD, when substances are in control, honesty, setting boundaries in relationships, com-
passion, healing from anger, creating meaning, integrating the split self, taking good care of oneself,
red and green flags, and detaching from emotional pain (grounding).
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« Intervention manual: Seeking Safety Treatment is a short-term manualised therapy, using cogni-
tive-behavioral strategies to reduce substance use and the negative impact of trauma exposure

« Intervention attendance: 6-12 sessions (n = 103, 58%); 1-5 sessions (n =37, 21%); 0 sessions (n = 36,
20%)

« CCDAN psychological therapies: CBT

« Intensity of intervention: = 5 sessions

« Person delivering the intervention: healthcare workers

« Gender of therapist: NR

Comparator intervention

« Brief description (rationale, main components): Women’s Health Education (WHE) is a psychoeduca-
tional, manualised health curriculum focused on topics such as understanding the female body, hu-
man sexual behaviour, pregnancy and childbirth, sexually transmitted diseases, HIV, and AIDS.

« Type of intervention: psychoeducational (minimal intervention)

Outcomes

PTSD

» Outcome type: continuous outcome

» Reporting: fully reported

« Scale: Clinician Administered PTSD Scale (CAPS)
« Direction: lower is better

Dropouts from treatment

« Outcome type: dichotomous outcome
» Reporting: fully reported
« Direction: lower is better

Identification

Sponsorship source: research reported in this article was supported by a grant from the NIDA Clinical
Trials Network (CTN): U10 DA13035 (Edward Nunes, P1); the NIDA CTN publication committee reviewed
a draft of this publication and provided comments.

Country: USA
Setting: community-based outpatient treatment programmes

Comments: this multi-site trial consisted of 7 community-based outpatient treatment programmes in
diverse locations across the USA

Trialauthors: Lisa R. Cohen, Craig Field, Aimee N.C. Campbell, Denise A. Hien

Institution: Counseling and Psychological Services, Health Services at Columbia, 2920 Broadway, Mail
Code 2606, New York, NY 10027, United States

Email: [c2130@columbia.edu

Address: corresponding author at: Counseling and Psychological Services, Health Services at Colum-
bia, 2920 Broadway, Mail Code 2606, New York, NY 10027, United States. Tel.: +1 212 854 2878.

Trial title (main outcome publication): Intimate partner violence outcomes in women with PTSD and
substance use: a secondary analysis of NIDA Clinical Trials Network “Women and Trauma” multi-site
trial

Registered trial protocol ID: NCT00078156

Notes Analysis of any cost/benefit measures: NR
Process evaluation: NR
Summary of participants' views about the intervention: NR
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Adverse events (harm) related to participation: NR

Risk of bias

Bias Authors' judgement  Support for judgement

Random sequence genera-  Low risk Judgement comment: "a statistician generated 1 blocked randomisation list

tion (selection bias) (block size known only to the statistician) for the entire trial".

Allocation concealment Low risk Judgement comment: "each community-based substance abuse treatment

(selection bias) programme received sets of 60 sealed, tamper-evident, security envelopes,
containing 1 randomisation number and the corresponding treatment assign-
ment".

Blinding of participants Unclear risk Judgement comment: "independent assessors who remained unaware of ran-

and personnel (perfor- domisation assignment performed all baseline and post-treatment assess-

mance bias) ments. After completion of the baseline assessment, eligible participants were

All outcomes randomised to Seeking Safety or WHE. However, it is not clear whether partic-
ipants were blinded and also if the counsellors and supervisors were blinded
about which intervention they were randomised to deliver (e.g. Safety Seeking
psychological treatment or treatment as usual)".

Blinding of outcome as- Low risk Judgement comment: "following the intervention phase of the trial, assess-

sessment (detection bias) ments were conducted by the independent assessor, who was unaware of

All outcomes randomisation assignment, at 1-week, 3-month, 6-month, and 12-month fol-
low-ups".

Incomplete outcome data  Low risk Judgement comment: attrition and exclusions adequately reported. An ITT

(attrition bias) sample was used in all analyses.

All outcomes

Selective reporting (re- Unclear risk Judgement comment: all outcomes described in the methods section were ad-

porting bias) equately collected, analysed and reported in the results section of the main
published trial. However, there was insufficient or unclear evidence from ei-
ther the trial protocol or trial registry sites to assess this domain.

Other bias Low risk Judgement comment: none

Ferrari 2018

Study characteristics

Methods

Trial design: RCT
Trial grouping: parallel group

Assessment modality (e.g. face-to-face, telephone, online): all questionnaires (self-reports) were ei-
ther hand-delivered or sent in the post

Conflict of interest of trial authors: the authors of this manuscript have the following competing in-
terests: If the PATH intervention was implemented in service settings, Davies would receive payment
for training and supervising specialist psychological advocates. Domestic Violence Training Ltd provid-
ed support in the form of salary to author AD.

Funding for trial: this paper presents independent research funded by the UK NIHR under its Pro-
gramme Grants for Applied Research scheme (RP-PG-0108-10084) www.nihr.ac.uk/funding-and-sup-
port/funding-for research-studies/how-to-apply-for-funding/. This research was supported by the NIHR
Biomedical Research Centre at University Hospitals Bristol NHS Foundation Trust and the University of
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Bristol. Authors on the programme grant application: GeF, TJP, SH, RAD, DS. Domestic Violence Training
Ltd provided support in the form of salary to author AD.

Primary outcomes: CORE-OM, PHQ-9

Randomisation method: on completion, the participant was randomised to either receiving the PATH
intervention or to the control group through a remote independent automated telephone randomisa-
tion service provided by the Bristol Randomised Trials Collaboration (www.bristol.ac.uk/social-com-
munity-medicine/centres/brtc/)

Secondary outcomes: GAD7, PSS, SF-12, CAS, PHQ-9, CORE-OM,

Timing of outcome measurements: baseline, 4, 8 and 12 months

Total duration of trial: enrolment April 2011-May 2013

Type of analysis: linear regression analyses and logistic regression analyses

Types of participants: women aged = 16 years accessing DVA services in 2 UK cities

ITT analyses: yes

Participants

Baseline characteristics
Experimental intervention

+ Age:M=33years,SD=11

« Ethnicity: white British or other white background 106/126 (84%)

« Employment: not in formal employment (excluding retirees and students) 90/115 (78%)
« Education: who completed secondary education 96/116 (83%)

 Relationship status: currently in a relationship 26/127 (20%); perpetrator is a current partner 29/118
(25%)

« Gender (% women): 100

« Dependent children: is parent 97/125 (78%) and has child < 4 years living with her 49/130 (38%)

« Number analysed (data analysis at post-treatment stage): 84

« Number of participants eligible assigned: 131

« Number of participants dropped out (by final follow-up): 46

« Comorbidities: hazardous drinking (Audit-C = 3) 70/126 (56%); smoked cannabis in past 12 months
36/124 (29%)

« Experience of IPV: total abuse (total score CAS = 3) 124/129 (96%)

« Experience of other types of violence and abuse: witnessed DVA as a child 66/129 (51%) or abused as
a child 65/129 (50%)

« Remuneration: participants were given shopping vouchers for questionnaire completion
« Financial dependence (on partner): NR

Comparator intervention

« Age:M=34years,SD=10

« Ethnicity: white British or other white background 113/127 (89%)

« Employment: not in formal employment (excluding retirees and students) 93/121 (77%)

+ Education: who completed secondary education 97/117 (83%)

+ Relationship status: currently in a relationship 25/123 (20%); perpetrator is a current partner 26/118
(22%)

» Gender (% women): 100

« Dependent children: is parent 109/129 (84%) and has child <4 years living with her 47/130 (36%)

« Number analysed (data analysis at post-treatment stage): 83

» Number of participants eligible assigned: 132

« Number of participants dropped out (by final follow-up): 47
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« Comorbidities: hazardous drinking (Audit-C = 3) 65/125 (52%); smoked cannabis in past 12 months
28/121 (23%)
« Experience of IPV: total abuse (total score CAS = 3) 124/129 (96%)

« Experience of other types of violence and abuse: witnessed DVA as a child 67/128 (52%) or abused as
a child 64/128 (50%)

« Remuneration: participants were given shopping vouchers for questionnaire completion
« Financial dependence (on partner): NR

Total sample

« Age:NR

« Ethnicity: NR

« Employment: NR

« Education: NR

+ Relationship status: NR

« Gender (% women): 100

« Dependent children: NR

« Number analysed (data analysis at post-treatment stage): 165
« Number of participants eligible assigned: 263

« Number of participants dropped out (by final follow-up): 93

« Comorbidities: NR

« Experience of IPV: NR

« Experience of other types of violence and abuse: NR

« Remuneration: participants were given shopping vouchers for questionnaire completion
« Financial dependence (on partner): NR

Included criteria: eligible participants were women aged = 16 years experiencing DVA, which had led
them to seek help from one of the recruiting sites.

Excluded criteria: having a psychotic illness, severe drug or alcohol problem; being unable to read
English; currently attending counselling, CBT or other psychological treatments

Pretreatment: the SPA group and advocacy alone group had similar characteristics at baseline (Tables
1 and 2, with more details available elsewhere (45))

Number eligible: 767

Number ineligible: 203

Number of eligible people consented: 263
Number of eligible people recruited: 263

Recruitment setting of participants (e.g. healthcare setting, community setting, shelter setting):
community and shelter/refuge

Sample power calculation: an effect size of 0.4-0.5 is consistent with those detected in studies of psy-
chological interventions using the CORE-OM as an outcome measure (34) and is consistent with find-
ings for CBT interventions on PHQ-9 and other measures of depression (35). 200 participants gives a
power of 96% to detect a difference of 0.5 on the CORE-O (a “reliable change index” (36)), correspond-
ing to an effect size of 0.5, and 81% power to detect an effect size of 0.4. Assuming an attrition of 20%,
we aimed to recruit 250 women

Total number of participants approached: 1274
Total number of participants within all groups: 263

Number declined to participate: 988

Interventions

Intervention characteristics
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Experimental intervention

Brief description (rationale, main components): specialist psychological advocacy (SPA). Specialist
psychological advocates (SPAs) received a 25-day manualised training programme (available from
authors) developed by Agnew-Davies. The training addressed the psychological impacts of DVA on
women and developed therapeutic skills specifically tailored for this client group. SPAs were trained
to work with common presenting problems within a single session model, using a session structure
based on the work of Daldrup and colleagues. Topics included post-traumatic stress, depression, anx-
iety, low self-esteem, unresolved anger and managing loss. SPAs were also provided with handouts
and self-help resources that could be used with their clients

Type of intervention: psycho-education (cognitive behavioural psychological techniques)

Mode of delivery (how): individualised face-to-face sessions

Frequency and duration of delivery (when and how much): participants in the intervention arm were
assigned a SPA with the aim of receiving eight 1:1 SPA sessions (of 1 h duration) that alternated with
regular advocacy sessions, meeting either weekly or fortnightly with a further 2 ‘booster’ sessions,
one and 3 months later

Level of mental health training of person delivering the intervention: specialist psychological advo-
cates (SPAs) received a 25-day manualised training programme (available from authors) developed
by Agnew-Davies

Fidelity assessment: assessed by listening to a stratified random sample of audio files. A fidelity scale
(available from the trial authors) was developed to measure adherence of SPAs to the PATH model.
The scale was adapted from a revised version of the Cognitive Therapy Scale (CTS-R), a widely used
measure of competence in CBT, and was used to rate the content of the audiotapes

Intervention model: psychological advocacy

Person delivering the intervention (who provided the intervention): therapist, self-directed or com-
bined: specialist psychological advocates

Intervention location (where): a woman potentially interested in participating was referred to a re-
searcher who met with her at a safe location. However, specific details of intervention location were
not reported

Tailoring of intervention (personalised, titrated or adapted): during SPA sessions the advocates used
avariety of primarily cognitive behavioural psychological techniques focusing within any 1 session on
a specific presenting problem, such as hyper-arousal, sleep difficulties or parenting problems
Intervention modifications (during the trial): NR

Main techniques of intervention: during SPA sessions the advocates used a variety of primarily cogni-
tive behavioural psychological techniques focusing within any 1 session on a specific presenting prob-
lem, such as hyper-arousal, sleep difficulties or parenting problems. The SPA aimed to empower the
participant to apply therapeutic strategies such as relaxation, challenging thoughts or goal setting,
to promote recovery from each problem. In addition to the SPA sessions, women in the intervention
group received usual care from their advocate

Intervention manual: SPAs received a 25-day manualised training programme (available from trial
authors) developed by Agnew-Davies. The training addressed the psychological impacts of DVA on
women and developed therapeutic skills specifically tailored for this client group. SPAs were trained
to work with common presenting problems within a single session model, using a session structure
based on the work of Daldrup and colleagues

Intervention attendance: of the 120/130 participants in the SPA group for whom we have information
on adherence, 54 (45%) attended < 4 sessions, and 66 (55%) attended = 4, which were-specified as
reflecting adequate adherence. These data show that the average number of advocacy sessions was
5.8 (SD 6.6) for control group participants (N = 124), and 7.2 (SD 6.8) for SPA clients (N = 95)

CCDAN psychological therapies: CBT

Intensity of intervention: = 5 sessions

Person delivering the intervention: non-healthcare workers

Gender of therapist: NR

Comparator intervention

Brief description (rationale, main components): usual care. Participants in the advocacy alone group
had access to the usual DVA agency support and advocacy, including safety planning, assistance with
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health and social issues housing problems, budgeting and debt, and legal proceedings. They did not
receive SPA sessions and their advocate did not receive specialist training in psychological methods.

Type of intervention: usual care

Outcomes Depression

Outcome type: continuous outcome
Reporting: fully reported

Scale: PHQ

Direction: lower is better

Anxiety

Outcome type: continuous outcome
Reporting: fully reported
Scale: GAD questionnaire
Direction: lower is better

Mental health

Outcome type: continuous outcome
Reporting: fully reported

Scale: CORE-OM

Direction: lower is better

PTSD

Outcome type: continuous outcome
Reporting: fully reported

Scale: PSS

Direction: lower is better

Re-exposure to IPV

Outcome type: ContinuousOutcome
Reporting: fully reported

Scale: CAS

Direction: lower is better

Quality of life

Outcome type: continuous outcome
Reporting: fully reported

Scale: SF-12

Direction: higher is better

Dropouts from treatment

Outcome type: dichotomous outcome

Reporting: fully reported
Direction: lower is better

Identification Sponsorship source: this paper presents independent research funded by the UK NIHR under its Pro-
gramme Grants for Applied Research scheme (RP-PG-0108-10084) www.nihr.ac.uk/funding-and-sup-
port/funding-for research-studies/how-to-apply-for-funding/. This research was supported by the NIHR
Biomedical Research Centre at University Hospitals Bristol NHS Foundation Trust and the University of
Bristol. Authors on the programme grant application: GeF, TJP, SH, RAD, DS. Domestic Violence Training

Ltd provided support in the form of salary to author AD.

Country: UK
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Setting: specialist DVA agencies
Comments: women aged = 16 years accessing DVA services

Trialauthors: Giulia Ferrari, Gene Feder, Roxane Agnew-Davies, Jayne E. Bailey, Sandra Hollinghurst,
Louise Howard, Emma Howarth, Lynnmarie Sardinha, Debbie Sharp, Tim J. Peters

Institution: Centre for Academic Primary Care, Bristol Medical School, University of Bristol, Bristol,
United Kingdom

Email: gene.feder@bristol.ac.uk

Address: Department of Global Health and Development, Faculty of Public Health and Policy, London
School of Hygiene & Tropical Medicine, London United Kingdom

Title (main 'outcome' publication): Psychological advocacy towards healing (PATH): a randomised
controlled trial of a psychological intervention in a domestic violence service setting

Registered trial protocol ID: ISRCTN58561170

Notes

Analysis of any cost/benefit measures: "The cost-effectiveness analysis will be reported in a separate
paper".

Process evaluation: a qualitative trial nested within the PATH trial was conducted with the aim to
compare the experiences of women receiving a psychological intervention with women receiving usu-
al advocacy in a RCT (PATH: Psychological Advocacy Towards Healing), to illuminate the trial results by
exploring women'’s experiences of benefits and difficulties.

Summary of participants views about the intervention: women valued the educational, psycho-
logical and emotional elements of the intervention, they felt safe to explore repressed emotions for
the first time and experienced a reduction in self-blame, improved sense of identity and greater self-
esteem. They also incorporated new skills and self-help techniques to enable sustainable change.
Women receiving usual advocacy reported un-met needs for psychological and emotional support.
Adherence was affected by women’s psychological ‘readiness’ to engage, the competing demands
of practical issues such as housing insecurity, legal proceedings or the availability of child care, and
breaks in the continuity of professional care.

Adverse events (harm) related to participation: 22 women (15 in the SPA group, 7 in the advocacy
alone group) reported a total of 32 SAEs (Table 4). For 3 women (4 events) in the intervention group, it
was unclear from the information available whether the SAEs were related to trial participation. These
events were reported to the NHS Research Ethics Committee (REC) that had approved the trial, fol-
lowing advice from the chair of our trial’s independent Data Monitoring & Ethics Committee. The REC
judged that no changes to the conduct of the intervention or trial were necessary. None of the remain-
ing 28 SAEs (19 women) were related to trial participation. Most of the SAEs were hospital admission
due to physical or mentalill health. This included 6 cases of attempted suicide, 7 cases related to preg-
nancy or miscarriage, 3 cases of injuries from physical assault, 10 cases of chest or abdominal pain and
2 planned admissions. Planned admissions and injuries from physical assault were only found in the in-
tervention arm. All other non-miscellaneous categories occurred with a similar frequency in both arms.

Risk of bias

Bias

Authors' judgement  Support for judgement

Random sequence genera-
tion (selection bias)

Low risk Judgement comment: "on completion, the participant was randomised to ei-
ther receiving the PATH intervention or to the control group through a remote
independent automated telephone randomisation service provided by the
Bristol Randomised Trials Collaboration (www.bristol.ac.uk/social-communi-
ty-medicine/centres/brtc/)".

Allocation concealment
(selection bias)

Low risk Judgement comment: "randomisation was stratified by urban area and
whether women received support from the refuge/safe house- or communi-
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Ferrari 2018 (Continued)

ty-based teams in the agencies. Allocation was concealed from the researcher
until the moment of randomisation".

Blinding of participants Unclear risk Judgement comment: the research team, including the statisticians who

and personnel (perfor- analysed the outcomes (GF and TJP), were blind to group assignment. Howev-

mance bias) er, itis not clear whether participants were blinded.

All outcomes

Blinding of outcome as- Low risk Judgement comment: "over the course of the trial women were asked to self-

sessment (detection bias) complete 3 further questionnaire booklets 4, 8 and 12 months post-randomi-

All outcomes sation. Questionnaires were either hand-delivered or sent in the post".

Incomplete outcome data  Low risk Judgement comment: all primary and secondary outcome measures were col-

(attrition bias) lected, analysed and fully reported. "64% of participants were retained for the

All outcomes full 12-month follow-up period to the end of the trial, although we had primary
outcome data from any follow-up time point available for 78% of participants
(78% SPA group, 77% advocacy alone group)".

Selective reporting (re- Low risk Judgement comment: all primary and secondary outcome measures were col-

porting bias) lected, analysed and fully reported. This was consistent with the published tri-
al protocol.

Other bias Low risk Judgement comment: this was a well-designed trial with minimum risk of bias.

Strengths of PATH include: recruitment of a sizeable proportion of the eligible
women experiencing abuse and seeking help; successful collaboration with
agencies in the DVA sector to deliver a psychological intervention with reason-
able fidelity; relatively complete data collection from participants retained in
the trial; outcome data from at least one time point after randomisation from
74% of participants; and a nested longitudinal qualitative trial

Franzblau 2008

Study characteristics

Methods Trial design: quasi-experimental; q 2 (race) x 4 (treatment conditions) pre- and post-test design
Trial grouping: parallel group
Assessment modality (e.g. face-to-face, telephone, online): face-to-face
Conflict of interest of trial authors: NR
Funding for trial: this experiment was supported by Grant P20 MD001089 from the National Center of
Minority Health and Health Disparities, NIH. Its contents are solely the responsibility of the trial authors
and do not necessarily represent the official view of the National Institutes of Health
Primary outcomes: depression assessed using BDI-II
Randomisation method: within race, participants were randomly assigned to 1 of 4 conditions: testi-
mony, yogic breathing, testimony and yogic breathing, and control
Secondary outcomes: none
Timing of outcome measurements: baseline and post-treatment
Total duration of trial: the experiment took 4 consecutive days to complete
Type of analysis: 1-way analysis of covariance and all testimonies were taped for later transcription,
coding, and qualitative analysis. Mean differences and t-test
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Types of participants: African American and European American abused women. A total of 40 women
between the ages of 18 and 45, who self-identified as either African American (n =20) or European
American (n = 20) and self-identified as verbally, emotionally, physically, and/or sexually abused by a
man with whom they had been intimate within the past 2 years, were invited to participate. The par-
ticipants were found through advertisements in the local newspaper, placement of flyers on the inside
of bathroom stall doors in the court house, at the local state university and community college, and in
various bars and other locations

ITT analyses: NR

Participants Baseline characteristics
Experimental intervention

« Age:NR

« Ethnicity: NR

« Employment: NR

» Education: NR

+ Relationship status: NR

« Gender (% women): 100

« Dependent children: NR

« Number analysed (data analysis at post-treatment stage): 10
« Number of participants eligible assigned: 10

« Number of participants dropped out (by final follow-up): 0
« Comorbidities: NR

« Experience of IPV: NR

+ Experience of other types of violence and abuse: NR

« Remuneration: USD 100

« Financial dependence (on partner): NR

Comparator intervention

« Age:NR

« Ethnicity: NR

« Employment: NR

« Education: NR

« Relationship status: NR

« Gender (% women): 100

+ Dependent children: NR

« Number analysed (data analysis at post-treatment stage): 10
« Number of participants eligible assigned: 10

« Number of participants dropped out (by final follow-up): 0
« Comorbidities: NR

+ Experience of IPV: NR

« Experience of other types of violence and abuse: NR

« Remuneration: USD 100

+ Financial dependence (on partner): NR

Total sample

» Age: 18-45years

« Ethnicity: African American (n =20, 50%) or European American (n =20, 50%)
« Employment: NR

o Education: NR

+ Relationship status: NR

« Gender (% women): NR
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Dependent children: NR

Number analysed (data analysis at post-treatment stage): 40

Number of participants eligible assigned: 40

Number of participants dropped out (by final follow-up): all of the women participated for all 4 days,
and not a single participant withdrew from this trial

Comorbidities: NR

Experience of IPV: a total of 40 women between the ages of 18-45, who self-identified as either African
American (n=20) or European American (n =20) and self-identified as verbally, emotionally, physical-
ly, and/or sexually abused by a man with whom they have been intimate within the past 2 years, were
invited to participate

Experience of other types of violence and abuse: NR

Remuneration: each participant received USD 100 (1/3 on the 1st day, 1/3 on the 3rd day, and 1/3 on
the last day)

Financial dependence (on partner): NR

Included criteria: a total of 40 women between the ages of 18-45, who self-identified as either African
American (n =20) or European American (n = 20) and self-identified as verbally, emotionally, physically,
and/or sexually abused by a man with whom they had been intimate within the past 2 years, were invit-
ed to participate.

Excluded criteria: NR

Pretreatment: NR; group differences in terms of key socio-demographic variables were not reported

Number eligible: 40

Number ineligible: NR

Number of eligible people consented: 40

Number of eligible people recruited: 40

Recruitment setting of participants (e.g. healthcare setting, community setting, shelter setting):
community

Sample power calculation: NR

Total number of participants approached: 40

Total number of participants within all groups: 40

Number declined to participate: NR

Interventions Intervention characteristics

Experimental intervention

Brief description (rationale, main components): testimony brings awareness of and reflection on the
violence in abused women'’s lives, moving them toward self-empowerment

Type of intervention: giving testimony
Mode of delivery (how): face-to-face

Frequency and duration of delivery (when and how much): the experiment took 4 consecutive days to
complete. On the first day, the assistant administered the BDI-II, along with a demographic page, to
the participant. The second and third days for the testimony condition consisted of taking the partic-
ipant’s testimony for 45 min each day, for a total of 1.5 h of intervention. On the 4th consecutive day,
the assistant administered the BDI-II to the participant

Level of mental health training of person delivering the intervention: women research assistants were
matched by race with the participants’ race and trained to take the participants’ testimonies. All tes-
timonies were taped for later transcription, coding, and qualitative analysis. A master’s-level female
student was trained to teach the yogic breathing protocol (the yogic breathing protocol is available at
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our web site, www.uncfsu.edu/psychology/Web&Pages/YBIPV.htm) by the primary investigator, who
is a registered yoga teacher.

Fidelity assessment: NR
Intervention model: giving testimony

Person delivering the intervention (who provided the intervention): therapist, self-directed or com-
bined: women research assistants

Intervention location (where): testimonies were taken in a small room in a discrete location on the
third floor of the campus library

Tailoring of intervention (personalised, titrated or adapted): women research assistants were
matched by race with the participants’ race and trained to take the participants’ testimonies

Intervention modifications (during the trial): NR
Main techniques of intervention: having women give testimony about their abuse

Intervention manual: women research assistants were matched by race with the participants’ race
and trained to take the participants’ testimonies. All testimonies were taped for later transcription,
coding, and qualitative analysis

Intervention attendance: all of the women participated for all 4 days, and not a single participant with-
drew from this trial

CCDAN psychological therapies: other psychologically-orientated interventions
Intensity of intervention: up to 4 sessions

Person delivering the intervention: healthcare workers

Gender of therapist: female

Comparator intervention

Brief description (rationale, main components): each participant in the control group met with the
assistant on the 1st and 4th days, during which time she filled out the BDI-II. At the end of the trial, the
controls were offered the opportunity to testify about their experience with spousal abuse or to be
trained in yogic breathing. However, none of the participants in the control group chose to participate
in either condition.

Type of intervention: assessment only

Outcomes

Depression

Outcome type: continuous outcome
Reporting: fully reported

Scale: BDI-II

Direction: lower is better

Dropouts from treatment

Outcome type: dichotomous outcome
Reporting: fully reported
Direction: lower is better

Identification

Sponsorship source: this experiment was supported by Grant P20 MD001089 from the National Center
of Minority Health and Health Disparities, National Institutes of Health

Country: USA

Setting: community

Comments: African American and European American abused women

Trialauthors: Susan H. Franzblau Sonia Echevarria Michelle Smith Thomas E. Van Cantfort

Institution: Fayetteville State University

Email: sfranzblau@uncfsu.edu
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Address: Department of Psychology, Fayetteville State University, 1200 Murchison Rd., Fayetteville, NC
28301; phone: 910-672-1574

Title (main 'outcome' publication): A preliminary investigation of the effects of giving testimony and
learning yogic breathing techniques on battered women'’s feelings of depression

Registered trial protocol ID: NR

Notes Analysis of any cost/benefit measures: NR
Process evaluation: NR
Summary of participants' views about the intervention: NR
Adverse events (harm) related to participation: NR

Risk of bias

Bias Authors' judgement  Support for judgement

Random sequence genera-  High risk Judgement comment: "the participants were found through advertisements in

tion (selection bias) the local newspaper, placement of flyers on the inside of bathroom stall doors
in the court house, at the local state university and community college, and in
various bars and other locations. Within race, participants were randomly as-
signed to 1 of 4 conditions: testimony, yogic breathing, testimony and yogic
breathing, and control". No further information provided about how partici-
pants were randomised.

Allocation concealment High risk Judgement comment: "within race, participants were randomly assigned to

(selection bias) 1 of 4 conditions: testimony, yogic breathing, testimony and yogic breathing,
and control". No further information reported.

Blinding of participants High risk Judgement comment: "women research assistants were matched by race with

and personnel (perfor- the participants’ race and trained to take the participants’ testimonies. All tes-

mance bias) timonies were taped for later transcription, coding, and qualitative analysis. A

All outcomes master’s-level female student was trained to teach the yogic breathing proto-
col. On the first day, the assistant administered the BDI-II, along with a demo-
graphic page, to the participant". No further information provided.

Blinding of outcome as- High risk Judgement comment: "on the first day, the assistant administered the BDI-

sessment (detection bias) Il, along with a demographic page, to the participant. On the 4th consecutive

All outcomes day, the assistant administered the BDI-Il to the participant. After the BDI-II
was completed, the assistant debriefed the participant". No further informa-
tion reported.

Incomplete outcome data  Low risk Judgement comment: attrition and exclusion was adequately described.

(attrition bias) Women's feelings of depression were fully collected, analysed and reported as

All outcomes an outcome variable.

Selective reporting (re- Unclear risk Judgement comment: all outcomes described in the methods section were ad-

porting bias) equately collected, analysed and reported in the results section of the main
published trial. However, there was insufficient or unclear evidence from ei-
ther the trial protocol or trial registry sites to assess this domain.

Other bias High risk Judgement comment: despite the fact that this experiment was innovative
and challenging, particularly to traditional therapeutic techniques, there were
several methodological limitations that may contribute to various types of bi-
ases (e.g. no information about randomisation method, lack of fidelity assess-
ment, unclear blindness to group assignment and outcome assessors, small
sample size).
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Ghahari 2017

Study characteristics

Methods Trial design: RCT

Trial grouping: parallel group

Conflict of interest of trial authors: NR

Funding for trial: NR

Primary outcomes: depression and anxiety

Randomisation method: NR

Secondary outcomes: NR

Triallocation: Tehran (psychiatric clinics)

Timing of outcome measurements: baseline and post-treatment

Total duration of trial: NR

Types of participants: women victims of domestic violence referred to several psychiatric clinics in
Tehran for treatment by 2015

Assessment modality (e.g. face-to-face, telephone, online): face-to-face

Type of analysis: descriptive statistics, ANOVA

ITT analyses: NR

Participants Baseline characteristics

Experimental intervention

Age: NR

Gender (% women): 100

Ethnicity: women victims of domestic violence in Tehran
Employment: NR

Education: NR

Relationship status: NR

Dependent children: NR

Number analysed (data analysis at post-treatment stage): NR

Number of participants eligible assigned: 15

Number of participants dropped out (by final follow-up): NR

Comorbidities: NR

Experience of IPV: NR

Experience of other types of violence and abuse: NR
Remuneration: NR

Financial dependence (on partner): NR

Comparator intervention

Age:NR

Gender (% women): 100

Ethnicity: women victims of domestic violence in Tehran
Employment: NR

Education: NR
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« Relationship status: NR

« Dependent children: NR

« Number analysed (data analysis at post-treatment stage): NR
« Number of participants eligible assigned: 15

« Number of participants dropped out (by final follow-up): NR
« Comorbidities: NR

« Experience of IPV: NR

« Experience of other types of violence and abuse: NR

+ Remuneration: NR

« Financial dependence (on partner): NR

Total sample

» Age: 20-25years

« Gender (% women): 100

« Ethnicity: women victims of domestic violence in Tehran

« Employment: about 76.6% of women were housewives and others were employed
« Education: most of the participants had a diploma degree (60%)

+ Relationship status:years was passed from their marriage (46.6%)
« Dependent children: had 2 children (56.6%)

« Number analysed (data analysis at post-treatment stage): NR

« Number of participants eligible assigned: 30

« Number of participants dropped out (by final follow-up): NR

« Comorbidities: NR

« Experience of IPV: statistical population consists of women victims of domestic violence in Tehran
referred to several psychiatric clinics in Tehran for treatment by 2015

« Experience of other types of violence and abuse: NR
« Remuneration: NR
« Financial dependence (on partner): NR

Included criteria: women victims of domestic violence in Tehran referred to several psychiatric clinics
in Tehran for treatment by 2015, presenting with high scores in depression and anxiety inventories

Excluded criteria: none reported
Pretreatment: NR

Sample power calculation: NR

Total number of participants: 30
Number ineligible: NR

Number eligible: NR

Number of eligible people consented: NR

Recruitment setting of participants (e.g. healthcare setting, community setting, shelter setting):
healthcare setting (psychiatric clinics)

Number of eligible people recruited: NR
Total number of participants approached: NR
Total number of participants within all groups: 30

Number declined to participate: NR

Interventions

Intervention characteristics
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Experimental intervention

Brief description (rationale, main components): treatment package of the present trial is implement-
ed based on mindfulness-based cognitive therapy protocol for generalised anxiety disorder in the
form of 8 sessions with 45 min/session

Type of intervention: mindfulness-based cognitive therapy

Mode of delivery: face-to-face

Level of mental health training of person delivering the intervention: NR
Fidelity assessment: NR

Intervention model: mindfulness-based cognitive therapy

Mode of delivery (how): face-to-face

Frequency and duration of delivery (when and how much):

Person delivering the intervention (who provided the intervention): therapist, self-directed or com-
bined: therapist

Intervention location (where):

Tailoring of intervention (personalised, titrated or adapted):

Intervention modification (during the trial):

Main techniques of intervention: behavior-emotion-thought-feeling cycle
Intervention manual: NR

Intervention attendance: NR

CCDAN psychological therapies: third-wave CBTs

Intensity of intervention: = 5 sessions

Person delivering the intervention: unclear

Gender of therapist: NR

Comparator intervention

Brief description (rationale, main components): waiting list
Type of intervention: waiting list

Outcomes Anxiety

Outcome type: continuous outcome

Reporting: fully reported

Scale: Spielberger’s State-Trait Anxiety Inventory (STAI)
Range: 20-80

Direction: lower is better

Dropouts from treatment

Outcome type: dichotomous outcome
Reporting: fully reported
Direction: lower is better

Identification Sponsorship source: NR

Country: Iran

Setting: psychiatric clinics

Comments: several psychiatric clinics in Tehran

Trialauthors: Shahrbanoo Ghahari, Nooshin Khademolreza, Fatemeh Sadeghi Poya, Siamak Ghasem-
nejad, Bahram Gheitarani and Mohammad Reza Pirmoradi

Institution: Department of Clinical Psychology, Iran University of Medical Sciences (IUMS), Center of
Excellence in Psychiatry, School of Behavioral Sciences and Mental Health, Tehran, Iran
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Email: mr.pirmoradi@chmail.ir

Address: Department of Clinical Psychology, Iran University of Medical Sciences (IUMS), Center of Ex-
cellence in Psychiatry, School of Behavioral Sciences and Mental Health, Tehran, Iran

Trial title (main outcome publication): Effectiveness of Mindfulness Techniques in Decreasing Anxi-
ety and Depression in Women Victims of Spouse Abuse

Registered trial protocol ID: NR

Notes Analysis of any cost/benefit measures: NR
Process evaluation: NR
Summary of participants' views about the intervention: NR
Adverse events (harm) related to participation: NR
Risk of bias
Bias Authors' judgement  Support for judgement
Random sequence genera-  High risk Judgement comment: statistical sample consists of 30 women selected ran-
tion (selection bias) domly, who were placed in 2 groups. No further information provided about
sequence generation
Allocation concealment High risk Judgement comment: there is insufficient information provided about alloca-
(selection bias) tion concealment. The statistical sample consists of 30 women selected ran-
domly, who were placed in 2 groups.
Blinding of participants High risk Judgement comment: there is insufficient information about the blinding of
and personnel (perfor- participants and personnel
mance bias)
All outcomes
Blinding of outcome as- High risk Judgement comment: there are no details about blinding of outcome asses-
sessment (detection bias) sors.
All outcomes
Incomplete outcome data  High risk Judgement comment: the number of participants with completed outcome
(attrition bias) data is not reported. Attrition and exclusions were not adequately reported.
All outcomes
Selective reporting (re- Unclear risk Judgement comment: all outcomes described in the methods section were ad-
porting bias) equately collected, analysed and reported in the results section of the main
published trial. However, there was insufficient or unclear evidence from ei-
ther the trial protocol or trial registry sites to assess this domain.
Other bias High risk Judgement comment: there is insufficient information about various domains,

including participant recruitment, research ethics approval, and appropriates
of data analysis techniques

Gilbert 2006

Study characteristics

Methods

Trial design: RCT
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Trial grouping: parallel group

Assessment modality (e.g. face-to-face, telephone, online): face-to-face
Conflict of interest of trial authors: NR

Funding for trial: NR

Primary outcomes: Revised CTS Drug and Alcohol Use Behavior Questionnaire, the depression sub-
scale of the BSI, the PCL-C, Sexual Risk Behavior Questionnaire

Randomisation method: of the 40 eligible women, 34 were randomly assigned to either the 12-session
relapse prevention and relationship safety (RPRS) condition (n = 16) or the 1-session informational con-
trol (IC) (n = 18) using allocation procedures, which were designed to minimise bias in participant as-
signment to conditions in RCTs

Secondary outcomes: NR
Timing of outcome measurements: baseline and 3-month post-intervention follow-up assessment
Total duration of trial: between June 2003 and February 2004

Type of analysis: participants' change scores (i.e. post-pre) for each outcome variable were di-
chotomised into improved score versus no improvement or worse score

Types of participants: average age of participants was 41.8 years (SD = 6.6). More than half of the par-
ticipants (59.3%) were Latina, 15.6% were African American, and one-fifth were White (20.6%). Slightly
more than half (54.5%) had graduated from high school. One-fifth (21.8%) were currently employed. Al-
most one-third (32.3%) of the women identified their primary intimate sexual partner as a common-law
husband, 29.4% as a boyfriend, 20.6% as a husband, and 8.8% as a common-law wife or girlfriend. The
average length of relationships was 9.4 years (SD = 7.9). More than a third (37.5%) had a child or chil-
dren under the age of 18.

ITT analyses: NR

Participants

Baseline characteristics
Experimental intervention

« Age:NR

« Ethnicity: NR

« Employment: NR

« Education: NR

« Relationship status: NR

« Gender (% women): NR

« Dependent children: NR

« Number analysed (data analysis at post-treatment stage): 16
« Number of participants eligible assigned: 16

« Number of participants dropped out (by final follow-up): NR
« Comorbidities: NR

« Experience of IPV: NR

« Experience of other types of violence and abuse: NR

« Remuneration: participants received USD 5 for completing the brief screening interview, USD 25 for
completing the baseline interview, and USD 30 for completing the follow-up assessment, which was
conducted 3 months after the last session of RPRS for all participants in each condition. We provided
USD 25 to participants at the end of each RPRS session and the IC session for transportation costs, any
child-care costs, and financial compensation

Comparator intervention

« Age:NR
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« Ethnicity: NR

« Employment: NR

« Education: NR

« Relationship status: NR

« Gender (% women): NR

« Dependent children: NR

« Number analysed (data analysis at post-treatment stage): 18
« Number of participants eligible assigned: 18

« Number of participants dropped out (by final follow-up): NR
« Comorbidities: NR

« Experience of IPV: NR

« Experience of other types of violence and abuse: NR

« Remuneration: participants received USD 5 for completing the brief screening interview, USD 25 for
completing the baseline interview, and USD 30 for completing the follow-up assessment, which was
conducted 3 months after the last session of RPRS for all participants in each condition. We provided
USD 25 to participants at the end of each RPRS session and the IC session for transportation costs, any
child-care costs, and financial compensation

Total sample

« Age:41.8 years (6.6)

« Ethnicity: Latina: 59.3%; African American: 15.6%; white: 20.6%

« Employment: 21.8% employed

« Education: 54.5% completed high school

« Relationship status: almost one-third (32.3%) of the women identified their primary intimate sexual
partner as a common-law husband, 29.4% as a boyfriend, 20.6% as a husband, and 8.8% as a com-
mon-law wife or girlfriend

« Gender (% women): 100

« Dependent children: > a third (37.5%) had a child or children under the age of 18

« Number analysed (data analysis at post-treatment stage): 34

« Number of participants eligible assigned: 40

« Number of participants dropped out (by final follow-up): 6

« Comorbidities: NR

« Experience of IPV: NR

« Experience of other types of violence and abuse: NR

« Remuneration: participants received USD 5 for completing the brief screening interview, USD 25 for
completing the baseline interview, and USD 30 for completing the follow-up assessment, which was
conducted 3 months after the last session of RPRS for all participants in each condition. We provided
USD 25 to participants at the end of each RPRS session and the IC session for transportation costs, any
child-care costs, and financial compensation

Included criteria: eligibility criteria included women who (1) were aged = 18; (2) were currently en-
rolled in as an outpatient; (3) reported using any illicit drug in the past 90 days; and (4) reported phys-
ical aggression, sexual coercion, injury-related abuse, or severe psychological IPV by an intimate part-
ner in the past 90 days.

Excluded criteria: women were excluded if they (1) had a cognitive impairment that would prevent
comprehension of the assessment or intervention, evaluated using the Mini Mental Health Status Exam
and Quick Test for Intellectual Functioning, or (2) did not speak and understand English at a conversa-
tional level.

Pretreatment: groups did not differ significantly on any of the socio-demographic variables or the IPV,
drug use, depression, PTSD, and sexual HIV risk outcome variables.

Number eligible: 40

Number ineligible: 56
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Number of eligible people consented: 40
Number of eligible people recruited: 40

Recruitment setting of participants (e.g. healthcare setting, community setting, shelter setting):
healthcare setting

Sample power calculation: NR
Total number of participants approached: 96
Total number of participants within all groups: 34

Number declined to participate: NR

Interventions

Intervention characteristics

Experimental intervention

« Brief description (rationale, main components): the RPRS allows facilitators to employ strategies de-
rived from social cognitive and empowerment theories to enable participants to avoid IPV and drug
use. It relies on group and individual processes of behavior change. The RPRS is tailored to the real-
ities of low-income, African American, and Latina women and focuses on the enhancement of posi-
tive evaluations of self-worth, ethnic pride, and risk avoidance as an investment in the future of their
communities. The sessions include traditional and contemporary African American and Latina refer-
ences that further enhance cultural specificity and pride. The cultural content primarily targets African
American or Latina women; however, the content is also relevant to other women who share common
experiences as low-income, urban, drug-involved women experiencing IPV. Materials and exercises
incorporate social cognitive skill building (i.e. coping strategies, boundary setting, negotiation and
communication skills) and involve games, brainstorming, role-playing, and small-group discussions

that build group cohesion.
« Type of intervention: RPRS
+ Mode of delivery (how): face-to-face

» Frequency and duration of delivery (when and how much): RPRS intervention consisted of 11 x 2-h
group sessions and 1 individual session designed to promote relationship safety and reduce drug use.

The RPRS sessions were conducted twice weekly for 6 weeks.
+ Level of mental health training of person delivering the intervention: NR

« Fidelity assessment: all RPRS intervention sessions for both cohorts were digitally recorded and rat-
ed by a quality-assurance monitor. This monitor completed a facilitator adherence and competence
rating form for each session for both cohorts. The rating form consisted of 37 items rating facilitator
skill and adherence to content on a 5-point Likert scale on the delivery of didactic content, modelling
and role-playing skills, reinforcement of positive behaviours, showing positive regard for participants,

group cohesion, problem solving, and goal setting.
+ Intervention model: RPRS

« Person delivering the intervention (who provided the intervention): therapist, self-directed or com-

bined: therapist
« Intervention location (where): NR
« Tailoring of intervention (personalised, titrated or adapted): NR
« Intervention modifications (during the trial): NR

« Main techniques of intervention: materials and exercises incorporate social cognitive skill building
(i.e. coping strategies, boundary setting, negotiation and communication skills) and involve games,

brainstorming, role playing,and small-group discussions that build group cohesion
+ Intervention manual: NR

« Intervention attendance: women attended a mean of 11/12 sessions, half of the women attended all

12 sessions, and the remaining half attended between 9 and 11 sessions.
« CCDAN psychological therapies: CBT
« Intensity of intervention: = 5 sessions
« Person delivering the intervention: unclear
« Gender of therapist: NR
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Comparator intervention

Brief description (rationale, main components): the informational session provided to IC participants
consisted of a 1-h didactic presentation of a wide range of local community services (i.e. employment
services, job training, housing, domestic violence programmes, legal services, mental health services,
low-cost dental services) that women in MMTPs can access, tips on help-seeking, and a comprehen-
sive directory of local IPV-related services. The informational session and directory provided a range
of referral sources for addressing issues related to IPV (i.e. shelters, legal services, family and criminal
court information on how to obtain an order of protection). Such referrals represent the highest stan-
dard of care for addressing IPV in the host MMTPs for this trial

Type of intervention: IC

Outcomes

Depression

Outcome type: continuous outcome
Reporting: fully reported

Scale: BSI

Direction: lower is better

PTSD

Outcome type: adverse event (dichotomous)
Reporting: fully reported

Scale: PCL-C

Direction: lower is better

Re-exposure to IPV

Outcome type: adverse event (dichotomous)
Reporting: fully reported

Scale: CTS-2

Direction: lower is better

Dropouts from treatment

Outcome type: dichotomous outcome
Reporting: fully reported
Direction: lower is better

Identification

Sponsorship source: NR

Country: USA

Setting: healthcare setting

Comments: women on methadone who met IPV and drug use criteria

Trialauthors: Louisa Gilbert, Nabila El-Bassel, Jennifer Manuel, Elwin Wu, Hyun Go, Seana Golder,
Randy Seewald, Glorice Sanders

Institution: Social Intervention Group, Columbia University, New York, NY

Email: NR

Address: NR

Title (main 'outcome' publication): an Integrated relapse prevention and relationship safety inter-
vention for women on methadone: testing short-term effects on intimate partner violence and sub-
stance use

Registered trial protocol ID: NR
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Notes

Analysis of any cost/benefit measures: NR
Process evaluation: NR
Summary of participants' views about the intervention: NR

Adverse events (harm) related to participation: prior to conducting the trial, the investigators gener-
ated a list of potential adverse events that might occur in this intervention trial based on previous sim-
ilar studies (see 'Methods'). None of these potential adverse or other adverse events were detected by
research assistants, facilitators, the quality assurance monitor, trial investigators, or the MMTP staff.

Risk of bias

Bias

Authors' judgement Support for judgement

Random sequence genera-
tion (selection bias)

Low risk Judgement comment: "after all baseline interviews were completed for each
cohort, an investigator generated a list of random numbers using Statistical
Package for the Social Sciences (SPSS) to construct an allocation sequence
that would assign each woman to the RPRS or IC with equal probability"

Allocation concealment
(selection bias)

Low risk Judgement comment: "of the 40 eligible women, 34 were randomly assigned
to either the 12-session RPRS condition (n = 16) or the 1-session IC (n = 18) us-
ing allocation procedures, which were designed to minimise bias in partici-
pant assignment to conditions in RCTs. Random assignment to the RPRS and
IC conditions was effective".

Blinding of participants
and personnel (perfor-
mance bias)
All outcomes

Unclear risk Judgement comment: "after all baseline interviews were completed for each
cohort, an investigator generated a list of random numbers using Statistical
Package for the Social Sciences (SPSS) to construct an allocation sequence
that would assign each woman to the RPRS or IC with equal probability". How-
ever, no further information provided about blinding personnel and members
of the research team and/or individuals delivering the intervention.

Blinding of outcome as-
sessment (detection bias)
All outcomes

Unclear risk Judgement comment: the baseline and 3-month post-intervention follow-up
assessment were clearly articulated, however, no further information reported
about how and who conducted the assessment.

Incomplete outcome data
(attrition bias)
All outcomes

Low risk Judgement comment: attrition and exclusions were adequately described.
The retention rate was high, with 31 women (91%) completing the 3-month
follow-up interviews.

Selective reporting (re-
porting bias)

Unclear risk Judgement comment: all outcomes described in the methods section were ad-
equately collected, analysed and reported in the results section of the main
published trial. However, there was insufficient or unclear evidence from ei-
ther the trial protocol or trial registry sites to assess this domain.

Other bias

Low risk Judgement comment: none

Gilbert 2016

Study characteristics
Methods Trial design: RCT
Trial grouping: parallel group
Psychological therapies for women who experience intimate partner violence (Review) 93
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Assessment modality (e.g. face-to-face, telephone, online): computer-assisted self-interview (self-
reports and biological assays)

Conflict of interest of trial authors: none declared

Funding for trial: trial was funded by the National Institute on Drug Abuse to Nabila El Bassel
(RO1DA025878).

Primary outcomes: IPV victimisation outcomes; current and past substance use

Randomisation method: computer-generated randomisation algorithm was designed to balance the
number of women/trial arm via an adaptive, biased-coin procedure

Secondary outcomes: NR
Timing of outcome measurements: baseline, 6-month follow-up, 12 month follow-up

Total duration of trial: RCT was conducted in New York City between November 2009 and January
2012

Type of analysis: logistic regression models
Types of participants: women using substances in multiple community correction sites

ITT analyses: yes

Participants Baseline characteristics
Experimental intervention

» Age:M=40.5years, SD=10.9

« Ethnicity: Black 73 (70.9%); Latina 15 (14.6%); other 15 (14.6%)

« Employment: employment 9 (8.7%)

« Education: high school or general equivalency diploma 55 (53.4%)
+ Relationship status: single 66 (64.1%); married 19 (18.4%); divorced/separated/widowed 18 (17.5%)
« Gender (% women): 100

« Dependent children: NR

« Number analysed (data analysis at post-treatment stage): 91

« Number of participants eligible assigned: 103

« Number of participants dropped out (by final follow-up): 12

« Comorbidities: ever used any illicit drug 102 (99.0%)

« Experience of IPV: any physical IPV 61 (59.2%); any injurious IPV 59 (57.3%); any sexual IPV 50 (48.5%);
severe physical IPV 55 (53.4%); severe injurious IPV 53 (51.5%); severe sexual IPV 40 (38.8%)

« Experience of other types of violence and abuse: NR
« Remuneration: USD 265
« Financial dependence (on partner): NR

Comparator intervention

+ Age:M=42.1years,SD=9.7

« Ethnicity: Black 68 (66.7%); Latina 15 (14.7%); other 19 (18.6%)

« Employment: employment 9 (8.8%)

« Education: high school or general equivalency diploma 55 (53.9%)

« Relationship status: single 66 (64.7%); married 18 (17.6%); divorced/separated/widowed 18 (17.6%)
« Gender (% women): 100

« Dependent children: NR

« Number analysed (data analysis at post-treatment stage): 94

« Number of participants eligible assigned: 102

« Number of participants dropped out (by final follow-up): 8

Psychological therapies for women who experience intimate partner violence (Review) 94
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« Comorbidities: Ever used any illicit drug 99 (97.1%)

« Experience of IPV: any physical IPV 58 (56.9%); any injurious IPV 51 (50.0%); any sexual IPV 54 (52.9%);
severe physical IPV 53 (52.0%); severe injurious IPV 44 (43.1%); severe sexual IPV 40 (39.2%)

« Experience of other types of violence and abuse: NR
« Remuneration: USD 265
« Financial dependence (on partner): NR

Total sample

« Age:M=41.5years,SD=10.5

« Ethnicity: Black 208 (68.0%); Latina 47 (15.4%); other 51 (16.7%)

« Employment: employment 25 (8.2%)

« Education: high school or general equivalency diploma 176 (57.5%)

« Relationship status: single 202 (66.0%); married 49 (16.0%); divorced/separated/widowed 55 (18.0%)

« Gender (% women): 100

« Dependent children: NR

« Number analysed (data analysis at post-treatment stage): 278

« Number of participants eligible assigned: 306

« Number of participants dropped out (by final follow-up): 28

« Comorbidities: ever used any illicit drug 300 (98.0%)

« Experience of IPV: any physical IPV 185 (60.5%); any injurious IPV 177 (57.8%); any sexual IPV 166
(54.2%); severe physical IPV 170 (55.6%); severe injurious IPV 151 (49.3%); severe sexual IPV 117
(38.2%)

« Experience of other types of violence and abuse: NR

« Remuneration: participants were reimbursed for completing assessments and intervention sessions
up to a maximum of USD 265.

« Financial dependence (on partner): NR

Included criteria: eligible women reported: being aged = 18 years; being mandated to community cor-
rections (i.e. probation, parole, community court, drug treatment court or an alternative-to-incarcera-
tion programme) in the past 90 days; using illicit drugs, binge drinking, or attending a substance abuse
treatment programme in the past 90 days; engaging in unprotected vaginal or anal intercourse within
the past 90 days; and having at least 1 other HIV risk factor.

Excluded criteria: potential participants were considered ineligible if they were unable to complete
the informed consent process due to a psychiatric or cognitive impairment, unable to speak English, or
if the they were actively trying to become pregnant. Women with pregnancy intentions were excluded
due to the intervention’s emphasis on condom use. Women who did not have an address where they
could receive mail, lived more than 90 min from New York City, or planned to move more than 90 min
outside of New York City were also excluded

Pretreatment: we did not find significant differences in any of the characteristics by trial condition
Number eligible: 449

Number ineligible: 655

Number of eligible people consented: 337

Number of eligible people recruited: 449

Recruitment setting of participants (e.g. healthcare setting, community setting, shelter setting):
community corrections sites

Sample power calculation: we estimated that with a sample of 112 women/arm, the trial would have
80% statistical power, assuming alpha = .05, 2-sided hypothesis testing, no covariance adjustment,
ICCs of.05 for the primary behavioural outcomes, and the following minimum effect sizes: an absolute
increase in proportion of condom-protected sex of 15 percentage points, and an absolute decrease of
five acts of unprotected sex (a relative decrease of 20%). Power analyses used high estimates for ICCs
and did not account for covariance adjustment to remain conservative
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Total number of participants approached: 1104

Total number of participants within all groups: 306

Number declined to participate: NR

Interventions Intervention characteristics

Experimental intervention

Brief description (rationale, main components): the intervention was informed by social cognitive
learning theory, which focuses on observation, modelling, and skill rehearsal through role play and
feedback from group members. Empowerment theory also guided a strengths-based approach to
build collective efficacy of women to negotiate safe relationships and counter stigma that they face
as women in community corrections.

Type of intervention: psycho-education (IPV prevention)

Mode of delivery (how): computerised

Frequency and duration of delivery (when and how much): computerised WORTH also consisted of 4
weekly group sessions lasting 90-120 min, led by 2 facilitators

Level of mental health training of person delivering the intervention: facilitators in the multimedia
arm played a less active role than in the traditional WORTH arm, requiring lower levels of training and
supervision.

Fidelity assessment: the discussion section reports that "high fidelity of implementing intervention
conditions confirmed by quality assurance, and blind assessment of outcomes".

Intervention model: social cognitive learning theory and empowerment theory

Person delivering the intervention (who provided the intervention): therapist, self-directed or com-
bined: multimedia

Intervention location (where): laptop (Interventions were conducted at a community research site)
Tailoring of intervention (personalised, titrated or adapted): during each session, participants used in-
dividual laptops to independently view video vignettes of 4 fictional role models to promote identifica-
tion and emotional engagement. Computerised self-paced modules covered the same IPV screening,
prevention, and service referral activities that were conducted in the traditional WORTH arm. Some
activities (e.g. safety plan and IPV service referrals) were recorded in an electronic log that was printed
for participants.

Intervention modifications (during the trial): for this trial, minor modifications to WORTH were made
to make it more contextually relevant for substance-using women in community corrections. Howev-
er, no further information provided about intervention modifications during the trial

Main techniques of intervention: during each session, participants used individual laptops to inde-
pendently view video vignettes of 4 fictional role models to promote identification and emotional en-
gagement. Computerised self-paced modules covered the same IPV screening, prevention, and ser-
vice referral activities that were conducted in the traditional WORTH arm. Some activities (e.g. safety
plan and IPV service referrals) were recorded in an electronic log that was printed for participants.
Intervention manual: protocol S1 Trial Protocol

Intervention attendance: NR

CCDAN psychological therapies: humanistic therapies

Intensity of intervention: up to 4 sessions

Person delivering the intervention: computerised with facilitators

Gender of therapist: unclear

Comparator intervention

Brief description (rationale, main components): the Wellness Promotion control arm also consisted of
4 weekly group sessions lasting between 90 and 120 min, designed to control for modality and dosage.
Core components included activities such as maintaining a healthy diet, promoting fitness, address-
ing tobacco use, learning stress-reduction exercises. None of the Wellness Promotion activities fo-
cused on IPV prevention

Type of intervention: minimal intervention

Psychological therapies for women who experience intimate partner violence (Review) 96
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Outcomes

Re-exposure to IPV

» Outcome type: dichotomous outcome
+ Reporting: fully reported

« Scale: Revised CTS

 Direction: lower is better

Dropouts from treatment

« Outcome type: dichotomous outcome
» Reporting: fully reported
« Direction: lower is better

Identification

Sponsorship source: trial was funded by the National Institute on Drug Abuse to Nabila El-Bassel
(RO1DA025878).

Country: USA
Setting: community correction sites

Comments: research assistants actively recruited and screened 1104 women from multiple community
correction sites by handing out flyers and inviting women to be screened

Trialauthors: Louisa Gilbert, PhD, Dawn Goddard-Eckrich, MS, Timothy Hunt, MS, Xin Ma, MS, Mingway
Chang, PhD, Jessica Rowe, MDes, Tara McCrimmon, MPH, Karen Johnson, PhD, Sharun Goodwin, BS,
Maria Almonte, MSW, and Stacey A. Shaw, PhD

Institution: Social Intervention Group, Columbia University, New York, NY
Email: Ig123@columbia.edu

Address: Social Intervention Group, Columbia University School of Social Work, 1255 Amsterdam Ave,
Room 832, New York, NY 10027

Title (main 'outcome' publication): Efficacy of a computerized intervention on HIV and intimate part-
ner violence among substance-using women in community corrections: a randomized controlled trial

Registered trial protocol ID: NR

Notes Analysis of any cost/benefit measures: NR
Process evaluation: NR
Summary of participants' views about the intervention: NR
Adverse events (harm) related to participation: no adverse events were detected by trial staff or
through quality assurance procedures.
Risk of bias
Bias Authors' judgement  Support for judgement

Random sequence genera-
tion (selection bias)

High risk Judgement comment: there is no evidence of sequence generation. Although
women were not recruited randomly, we were able to access a key population
of women with high levels of HIV risk, targeting those in most need of preven-
tion services. "Findings may not be generalisable to all women under commu-
nity supervision due to non-random sampling procedures. However there was
a random allocation of participants into trial arms".

Allocation concealment
(selection bias)

Low risk Judgement comment: "we randomly assigned groups of 4-9 women to re-
ceive 1 of the 3 conditions. The computer-generated randomisation algorithm
was designed to balance the number of women/trial arm via an adaptive, bi-
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ased-coin procedure. The investigator who designed the randomisation pro-
gram was not involved in conducting the trial, but was involved in the statisti-

cal analysis".

Blinding of participants Unclear risk Judgement comment: "the investigator who designed the randomisation pro-

and personnel (perfor- gram was not involved in conducting the trial, but was involved in the statisti-

mance bias) cal analysis. Investigators were masked to treatment assignment until the fi-

All outcomes nal 12-month follow-up assessment was completed in April 2013. Data were
locked in September 2013 and the trial arms were unmasked". However, it is
not clear whether participants were blinded.

Blinding of outcome as- Low risk Judgement comment: "trained recruitment and retention staff engaged par-

sessment (detection bias) ticipants, who were assessed with repeated measures at baseline, as well as

All outcomes 3-month, 6-month, and 12-month post-treatment". Further, the trial reports
that investigators were masked to treatment assignment until the final 12-
month follow-up assessment. In the discussion section, it is reported that trial
strengths included blind assessment of outcomes.

Incomplete outcome data  Low risk Judgement comment: attrition and exclusions adequately described. "Of ran-

(attrition bias) domised participants, 267 completed the 3-month follow-up assessment (i.e.

All outcomes 87% retention rate); 277 completed the 6-month (91%); and 278 completed
the 12- month assessment (91%). The retention rates at each follow-up, which
were = 87% for all 3 follow-up assessments, did not significantly differ by con-
dition".

Selective reporting (re- Unclear risk Judgement comment: all outcomes described in the methods section were ad-

porting bias) equately collected, analysed and reported in the results section of the main
published trial. However, there was insufficient or unclear evidence from ei-
ther the trial protocol or trial registry sites to assess this domain.

Other bias Low risk Judgement comment: none.

Graham-Bermann 2015

Study characteristics

Methods

Trial design: RCT

Trial grouping: parallel group

Assessment modality (e.g. face-to-face, telephone, online): face-to-face
Conflict of interest of trial authors: NR

Funding for trial: this research was funded by National Injury Prevention Center, Centers for Disease
Control Grant #510499

Primary outcomes: IPV; BDI; The Anxiety and Parental Child rearing Styles Scale
Randomisation method: sequential assignment procedure
Secondary outcomes: NR

Timing of outcome measurements: data were collected at baseline, 10 weeks later (Time 1 and post-
intervention) and at 8-month follow-up (Time 2). However, all control group (CG) families were offered
the opportunity to participate in the intervention at the end of the 10-week period and thus, were not
interviewed a third time.

Total duration of trial: NR
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Type of analysis: hierarchical linear modelling

Types of participants: women who participated in the trial were recruited through flyers and newspa-
per advertisements, at social service agencies and through shelters for abused women in five urban lo-
cations in Michigan.

ITT analyses: NR

Participants Baseline characteristics
Experimental intervention

« Age:NR

« Ethnicity: NR

« Employment: NR

« Education: NR

« Relationship status: NR

« Gender (% women): NR

+ Dependent children: NR

« Number analysed (data analysis at post-treatment stage): 60
« Number of participants eligible assigned: 61

« Number of participants dropped out (by final follow-up): 1

« Comorbidities: 82%

» Experience of IPV: NR

« Experience of other types of violence and abuse: NR

« Remuneration: at each interview, mothers received USD 20 for their participation
+ Financial dependence (on partner): NR

Comparator intervention

« Age:NR

« Ethnicity: NR

« Employment: NR

» Education: NR

+ Relationship status: NR

« Gender (% women): NR

« Dependent children: NR

« Number analysed (data analysis at post-treatment stage): 57
« Number of participants eligible assigned: 58

« Number of participants dropped out (by final follow-up): 1

« Comorbidities: 86%

« Experience of IPV: NR

« Experience of other types of violence and abuse: NR

« Remuneration: at each interview, mothers received USD 20 for their participation
« Financial dependence (on partner): NR

Total sample

« Age:M=33years,SD=5.29

« Ethnicity: white: 57%; African American or biracial: 35%; other: 8%

« Employment: monthly income varied considerably and was generally low (M USD 1366, SD USD 1315)
« Education: 85% high school, 10% having a college degree and 5% education beyond college

« Relationship status: 23% single, 30% separated, 17% divorced, 9% living with a partner, 21% were
currently married and 2% were in remarried families

« Gender (% women): 100
« Dependent children: the women’s children ranged in age from 6-12 years (M 8.49, SD 2.16).
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« Number analysed (data analysis at post-treatment stage): 173
« Number of participants eligible assigned: 181

« Number of participants dropped out (by final follow-up): 8

« Comorbidities: NR

« Experience of IPV: the women’s self-reports on their history of IPV indicated that the average length
of their violent relationship was 10 years (M 125.13 months, SD 71.73), with a mean of 1.70 violent
partners (SD 1.23) in their lifetime. Control tactics M = 95.46, SD = 79.01; physical threats M = 45.72,
SD =48.13; sexual violence M = 37.38, SD = 59.72; physical violence: mild M = 18.89, SD = 30.86; severe
M=11.13,SD =19.08

« Experience of other types of violence and abuse: NR
« Remuneration: at each interview, mothers received USD 20 for their participation
« Financial dependence (on partner): NR

Included criteria: trial criteria included women who had physical conflict in their relationship with an
intimate partner during the past year and with children between the ages of 6 and 12.

Excluded criteria: NR

Pretreatment: mother and child (M+C) and child only (CO) did not differ from CG participants on eth-
nicity, income, maternal age or marital status, education, child age or gender, or exposure to IPV, and
MC did not differ from CO participants on the same variables.

Number eligible: 218

Number ineligible: 3

Number of eligible people consented: 181
Number of eligible people recruited: 218

Recruitment setting of participants (e.g. healthcare setting, community setting, shelter setting):
community

Sample power calculation: based on 0.8 power to detect a significant difference (calculated in G-Pow-
er, P=0.05,d =0.25, for repeated measures, within-between interaction), approximately 60 partici-
pants were required for each trial condition

Total number of participants approached: 221
Total number of participants within all groups: 181

Number declined to participate: 14

Interventions

Intervention characteristics
Experimental intervention

 Brief description (rationale, main components): the Moms’ Empowerment Program (MEP; Gra-
ham-Bermann, 1994/2011) was designed to address the needs of abused women using group therapy
with an interpersonal relationship focus. Based in part on Sullivan’s (1953) interpersonal theory, the
MEP emphasises the whole person and explores strengths and abilities that can be used to compen-
sate for biopsychosocial dysfunction. Rather than focus on psychopathology, interpersonal relation-
ships are the nexus of the MEP treatment. Given the women'’s histories of violence and abuse, and
for many, dysfunction in their family of origin, the group was designed to provide a venue for explor-
ing relationship issues, including parent-child relationships, expectations derived from their family
of origin, and social support.

« Type of intervention: MEP. A community-based therapeutic group intervention. Group therapy with
an interpersonal relationship focus; safety planning and communication with children

« Mode of delivery (how): group face-to-face
« Frequency and duration of delivery (when and how much): 10-week programme

« Level of mental health training of person delivering the intervention: MEP group therapists are com-
munity service providers, such as therapists at local mental health clinics, or graduate students in
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clinical psychology and social work at the University of Michigan, as was the case for the present trial.
Therapists receive intensive training in clinical work with women exposed to IPV, including identify-
ing and treating symptoms of traumatic stress, as well as ethical issues in working with at-risk popu-
lations. All therapists follow a training manual that describes session topics, the research evidence
for relevant issues, and example process notes. In the present trial therapists received weekly super-
vision by the first author where process notes were reviewed and treatment adherence discussed and
evaluated.

Fidelity assessment: group therapists received intensive training in group therapy, ethics, and clinical
work with at-risk populations. They are supervised weekly by a licensed clinical psychologist, where
process notes, session plans and adherence to the training manual are reviewed and evaluated

Intervention model: interpersonal theory (mother-child)

Person delivering the intervention (who provided the intervention): therapist, self-directed or com-
bined: therapist

Intervention location (where): each community provided a setting for the MEP, such as rooms in an
existing mental health clinic, a shelter outreach centre, or an education setting

Tailoring of intervention (personalised, titrated or adapted): NR
Intervention modifications (during the trial): NR

Main techniques of intervention: each MEP intervention group consisted of 6-8 women and 2 trained
co-leaders, or therapists, who provided support and feedback, as well as educational materials.

Intervention manual: Both programmes were manualised

Intervention attendance: attendance ranged from 5-10 sessions (M 7.35, SD1.50)
CCDAN psychological therapies: integrative therapies

Intensity of intervention: = 5 sessions

Person delivering the intervention: healthcare workers

Gender of therapist: NR

Comparator intervention

Brief description (rationale, main components): no treatment
Type of intervention: no treatment

Outcomes

Depression

Outcome type: continuous outcome
Reporting: fully reported

Scale: BDI

Direction: lower is better

Dropouts from treatment

Outcome type: dichotomous outcome
Reporting: fully reported
Direction: lower is better

Identification

Sponsorship source: this research was funded by National Injury Prevention Center, Centers for Dis-
ease Control Grant #510499

Country: USA

Setting: community

Comments: women who participated in the trial were recruited through flyers and newspaper adver-
tisements, at social service agencies and through shelters for abused women in 5 urban locations in
Michigan

Trialauthors: Sandra A. Graham-Bermann, Laura Miller-Graff

Institution: Department of Psychology, University of Michigan
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Graham-Bermann 2015 (cContinued)
Email: andragb@umich.edu

Address: Department of Psychology, University of Michigan,530 Church Street, Ann Arbor, Mi

48109-1043.

Title (main 'outcome' publication): Community-based intervention for women exposed to intimate
partner violence: a randomized control trial

Registered trial protocol ID: NR

Notes Analysis of any cost/benefit measures: NR
Process evaluation: NR
Summary of participants' views about the intervention: NR
Adverse events (harm) related to participation: NR
Risk of bias
Bias Authors' judgement  Support for judgement
Random sequence genera-  Unclear risk Judgement comment: "following consent, a sequential randomised control
tion (selection bias) assignment procedure allocated participants to 3 conditions: mother-plus-
child received intervention (M C), child-only received intervention (CO), and a
waiting list comparison group (CG)". However, no further information provided
about the nature of randomisation methods and/or sequence generation.
Allocation concealment High risk Judgement comment: "a sequential assignment procedure was used to as-
(selection bias) sign women and children to the 3 conditions. That is, the first 7 women and
children were assigned to the MC condition by the project co-ordinator who
did not provide either intervention or evaluation. The next 7 children were as-
signed to the CO condition, and the following 7 were assigned to the compari-
son group (CG) condition where the women and children were put on a waiting
list for treatment but did not participate in either intervention".
Blinding of participants Unclear risk Judgement comment: "women gave their informed consent and were inter-
and personnel (perfor- viewed by researchers blind to group assignment". However, it is unclear if
mance bias) participants were blinded to their group assignment.
All outcomes
Blinding of outcome as- Low risk Judgement comment: "women gave their informed consent and were inter-
sessment (detection bias) viewed by researchers blind to group assignment".
All outcomes
Incomplete outcome data  Low risk Judgement comment: attrition and exclusions were adequately described.
(attrition bias) "40 children and mothers (18%) who were interviewed at baseline did not con-
All outcomes tinue participation in the trial. Of these, 2 were dropped for unrepresentative
high income, 3 moved out of state, 12 lost housing and contact with the tri-
al, 3 lost child custody, 14 declined the second interview once contacted, 1
child developed cancer, and 1 was injured in a fire. 4 children moved to foster
care and were not permitted to continue in the trial. Of the 123 children and
their mothers in the intervention programme, 7 (5.7%) were not interviewed
a third time (1 from each intervention condition stayed in the programme but
refused the interviews, and 5 dropped out after the intervention—4 of whom
were from the CO group)".
Selective reporting (re- Unclear risk Judgement comment: all outcomes described in the methods section were ad-
porting bias) equately collected, analysed and reported in the results section of the main
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published trial. However, there was insufficient or unclear evidence from ei-
ther the trial protocol or trial registry sites to assess this domain.

Other bias Low risk Judgement comment: none.
Hegarty 2013

Study characteristics

Methods Trial design: cluster-RCT

Trial grouping: parallel group

Assessment modality (e.g. face-to-face, telephone, online): data collected from women by postal
questionnaire at the screening stage and at 3 further points over the duration of the project.

Conflict of interest of trial authors: We declare that we have no conflicts of interest.
Funding for trial: Australian National Health and Medical Research Council
Primary outcomes: quality of life, mental health status, safety planning, safety behaviours

Randomisation method: a statistician who was otherwise not involved in the trial follow-up generated
arandom allocation sequence in Stata,24 stratified by location of each doctor’s practice (urban vs rur-
al), with random permuted block sizes of 2 and 4 within each stratum (appendix).

Secondary outcomes: HADS depression and anxiety score; enquiry from doctor about woman’s safety;
enquiry from doctor about child’s safety; comfort to discuss fear

Timing of outcome measurements: baseline, and at 6 and 12 months following the invitation to the
intervention

Total duration of trial: doctors were recruited 31 January 2008-18 January 2010; doctors and their fe-
male patients were randomised between 22 September 2008-18 June 2010. 6-month data collection
occurred from 26 August 2009-24 June 2011, and 12-month data collection from 18 March 2010-24 No-
vember 2011.

Type of analysis: descriptive statistics, linear mixed-effects model, marginal logistic regression, multi-
variable regression analysis, multiple imputation, ITT and complete case analysis

Types of participants: women (16-50 years) seen by their GPs in participating family clinics

ITT analyses: yes

Participants Baseline characteristics
Experimental intervention

« Age:M=37-9years,SD=8-8

« Ethnicity: NR

« Employment: unemployed 32 (27%)

« Education: year 12 schooling not completed 51 (38%)

+ Relationship status: married 33 (25%); separated or divorced 51 (38%); never married 50 (37%); lives
with a partner 66 (48%)

« Gender (% women): 100

« Dependent children: 73 (53%)

« Number analysed (data analysis at post-treatment stage): 96
« Number of participants eligible assigned: 137

« Number of participants dropped out (at final follow-up): 41
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« Comorbidities: NR

« Experience of IPV: positive for abuse on CAS (total score = 7) 101 (75%)
« Experience of other types of violence and abuse: NR

« Remuneration: NR for women participants

« Financial dependence (on partner): NR

Comparator intervention

« Age:M=39-1years,SD=7-3

« Ethnicity: NR

« Employment: unemployed 41 (33%)

« Education: year 12 schooling not completed 63 (47%)

+ Relationship status: married 50 (37%); separated or divorced 48 (36%); never married 36 (27%); lives
with a partner 78 (58%)

« Gender (% women): 100

» Dependent children: 86 (64%)

« Number analysed (data analysis at post-treatment stage): 100

« Number of participants eligible assigned: 135

« Number of participants dropped out (at final follow-up): 35

« Comorbidities: NR

« Experience of IPV: positive for abuse on CAS (total score = 7) 93 (71%)
« Experience of other types of violence and abuse: NR

« Remuneration: NR for women participants

« Financial dependence (on partner): NR

Total sample

« Age:M=38-5years,SD=8-1

« Ethnicity: English not first language 15 (6%)

« Employment: unemployed 73 (30%)

« Education: year 12 schooling not completed 114 (42%)

+ Relationship status: married 83 (31%); separated or divorced 99 (37%); never married 86 (31%); lives
with a partner 144 (53%)

« Gender (% women): 100

« Dependent children: 159 (59%)

« Number analysed (data analysis at post-treatment stage): 196

« Number of participants eligible assigned: 272

« Number of participants dropped out (at final follow-up): 76

« Comorbidities: NR

« Experience of IPV: positive for abuse on CAS (total score = 7) 194 (73%)
« Experience of other types of violence and abuse:

« Remuneration: practices are reimbursed at a rate of USD 500 for time involved in generating patient
lists

« Financial dependence (on partner): NR

Included criteria: doctors were eligible for inclusion if they worked = 3 sessions/week, used electron-
ic records, and if 70% or more of their patients spoke English. For every doctor recruited, women (aged
16-50 years) who had visited the doctor in the past 12 months were mailed a brief survey from the prac-
tice (done by researchers). Women who screened positive for fear of their partner and provided contact
details were eligible for the trial and were invited to participate by telephone by researchers.

Excluded criteria: if women patients had misinterpreted the fear item, had experienced fear but not in
the past 12 months, had insufficient English language skills, or were no longer seeing the trial doctor.
We excluded otherwise eligible doctors if no women were enrolled from the practice. We did not send a
health and lifestyle survey to women for whom we had no address or if their doctor anticipated difficul-
ties in responding because of cognitive impairment or poor English-language skills.
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Pretreatment: baseline characteristics of doctors and women were much the same between the in-
tervention and control groups, as were the response rates to the 6-month and 12-month follow-up sur-
veys. Scores for both primary and secondary outcomes were also much the same between women in
the 2 groups. Baseline characteristics of women retained and those lost to follow-up at 12 months were
similar between trial groups.

Number eligible: 731

Number ineligible: 5102

Number of eligible people consented: 272
Number of eligible people recruited: 386

Recruitment setting of participants (e.g. healthcare setting, community setting, shelter setting):
healthcare setting (family doctors' clinics)

Sample power calculation: our calculated sample size was 136 women from 34 practices (4 women/
practitioner; appendix). This calculation was based on a 2-sample t test, allowing for a design effect of

1.08 due to clustering (ICC of 0.02) and variable cluster size.

Total number of participants approached: 20,100 women (attending 55 doctors) sent health and
lifestyle survey

Total number of participants within all groups: 272

Number declined to participate: 39

Interventions Intervention characteristics

Experimental intervention

Brief description (rationale, main components): the trial intervention consisted of the following: train-
ing of doctors, notification to doctors of women screening positive for fear of a partner, and invitation
to women for brief counselling for relationship and emotional issues (appendix). The counselling in-
tervention was based on the Psychosocial Readiness Model.

Type of intervention: brief counselling intervention
Mode of delivery (how): face-to-face individual counselling sessions

Frequency and duration of delivery (when and how much): women attending the practices of doctors
inthe intervention group who were fearful of a partner were sent a letter from the doctor to invite them
to attend between one and 6 counselling sessions (depending on women’s needs) over a 6-month
period at no cost to the patient.

Level of mental health training of person delivering the intervention: doctors in the intervention group
received the Healthy Relationships Training programme, designed to train them to respond to women
and deliver a brief counselling intervention (appendix). Training consisted of a 6-h distance learning
package and 2 1-h interactive practice visits delivered by an academic clinician using simulated pa-
tient role plays. Training emphasised the importance of patient-centred care and promoted active lis-
tening, MI, and problem-solving techniques for validating women’s experiences and feelings, assess-
ing readiness for change, and supporting decisions.

Fidelity assessment: NR

Intervention model: brief counselling for relationship and emotional issues based on the Psychosocial
Readiness Model

Person delivering the intervention (who provided the intervention): therapist, self-directed or com-
bined: family doctor (GP)

Intervention location (where): family doctor clinic

Tailoring of intervention (personalised, titrated or adapted): women attending the practices of doc-
tors in the intervention group who were fearful of a partner were sent a letter from the doctor to in-
vite them to attend between one and 6 counselling sessions (depending on women’s needs) over a 6-
month period at no cost to the patient.

Intervention modifications (during the trial): NR
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« Main techniques of intervention: patient-centred care and active listening, MI, and problem-solving
techniques for validating women’s experiences and feelings, assessing readiness for change, and sup-
porting decisions.

« Intervention manual: doctors in the intervention group received the Healthy Relationships Training
programme, designed to train them to respond to women and deliver a brief counselling intervention
(appendix)

« Intervention attendance: of the 137 women invited for counselling, 67 women (49%) attended 160
appointments (median of 1 visit, range 1-6). 29 women (21%)had not attended an appointment at 6
months despite 3 reminder calls.

« CCDAN psychological therapies: integrative therapies
« Intensity of intervention: = 5 sessions

« Person delivering the intervention: healthcare workers
« Gender of therapist: 62% female

Comparator intervention

« Brief description (rationale, main components): usual care

« Type of intervention: women in the control group received usual care if they presented to their doctor
with concerns during the trial period

Outcomes

Depression

« Outcome type: dichotomous outcome
« Reporting: fully reported

» Scale: HADS

 Direction: lower is better

Anxiety

« Outcome type: dichotomous outcome
+ Reporting: fully reported

» Scale: HADS

 Direction: lower is better

Mental health

« Outcome type: continuous outcome
+ Reporting: fully reported

« Scale: Mental Health Status SF-12

« Direction: higher is better

Safety planning and/or safety behaviour

« Outcome type: dichotomous outcome

» Reporting: fully reported

« Scale: Safety Promoting Behaviour Checklist
 Direction: higher is better

Quality of life

« Outcome type: continuous outcome
« Reporting: fully reported

« Scale: WHO Quality of Life-BREF
 Direction: higher is better

Dropouts from treatment

« Outcome type: dichotomous outcome
« Reporting: fully reported
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« Direction: lower is better

Identification

Sponsorship source: Australian National Health and Medical Research Council
Country: Australia
Setting: family doctor clinics

Comments: approximately 500 women (16-50 years) seen by the GP in the previous year are mailed a
short lifestyle survey containing an item to screen for IPV

Trialauthors: Kelsey Hegarty, Lorna O’Doherty, Angela Taft, Patty Chondros, Stephanie Brown, Jodie
Valpied, Jill Astbury, Ann Taket, Lisa Gold, Gene Feder, Jane Gunn

Institution: General Practice and Primary Health Care Academic Centre, The University of Melbourne,
VIC, Australia

Email: k.hegarty@unimelb.edu.au

Address: General Practice and Primary Health Care Academic Centre, The University of Melbourne, 200
Berkeley Street, Carlton, VIC 3053, Australia

Trial title (main outcome publication): Screening and counselling in the primary care setting for
women who have experienced intimate partner violence (WEAVE): a cluster randomised controlled trial

Registered trial protocol ID: ACTRN12608000032358

Notes

Analysis of any cost/benefit measures: the published trial protocol has a detailed section about the
economic evaluation. However, the outcome trial does not report any economic evaluation.

Process evaluation: the published protocol has a detailed section about process evaluation. However,
the outcome trial does not report any process evaluation.

Summary of participants' views about the intervention: most women agreed that they were glad
they participated, and for half of them the quality of their life was somewhat better or better. Sever-

al women described negative and positive partner behaviours when their partner became aware they
were in the trial, but we detected no between-group difference. No adverse events were reported and
we detected no evidence of a difference in harm or abuse between groups. The harm reported was at a
similar level (4%) to the WHO multi-country trial with few women’s partners being aware that they were
involved in the trial.

Adverse events (harm) related to participation: no adverse events were reported and we detected
no evidence of a difference in harm or abuse between groups.

Risk of bias

Bias

Authors' judgement  Support for judgement

Random sequence genera-
tion (selection bias)

Low risk Judgement comment: "a statistician who was otherwise not involved in the
trial follow-up generated a random allocation sequence in Stata, stratified
by location of each doctor’s practice (urban vs rural), with random permuted
block sizes of 2 and 4 within each stratum".

Allocation concealment
(selection bias)

Low risk Judgement comment: "because of the nature of the intervention, neither
doctors nor patients could be masked to intervention, but trial investigators
and researchers following-up patients and entering and analysing data were
masked to allocation. A statistician who was otherwise not involved in the trial
follow-up generated a random allocation sequence in Stata (version 24) strat-
ified by location of each doctor’s practice (urban vs rural), with random per-
muted block sizes of 2 and 4 within each stratum".
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Blinding of participants High risk Judgement comment: WEAVE is a pragmatic intervention trial. Due to the na-
and personnel (perfor- ture of the intervention (professional training plus patient counselling) it is not
mance bias) possible to blind the GPs to their status as intervention or control. Similarly,
All outcomes the immediate project team is not blind to GP participant status as much in-
teraction between the team and the GPs must occur as part of the training and
organising for women to attend their counselling appointments. In the same
vein, women are not blinded in that they need to be aware that they may (in-
tervention group) or may not (comparison group) be invited by the GP to dis-
cuss relationship issues as part of WEAVE.
Blinding of outcome as- Low risk Judgement comment: there is no blinding as regards to data collection based
sessment (detection bias) on the CONSORT guidelines, as the women and GPs themselves complete the
All outcomes surveys (i.e. data were not collected by a research assistant blinded to the al-
location). However the wider investigator team (and the statistician) remain
blinded to the identity and allocation of GP participants and women.
Incomplete outcome data  Low risk Judgement comment: attrition and exclusions adequately reported, with doc-
(attrition bias) umentation about reasons for dropouts
All outcomes
Selective reporting (re- Low risk Judgement comment: primary outcomes were quality of life (WHO Quali-
porting bias) ty of Life-BREF), safety planning and behaviour, mental health (SF-12) at 12
months. Secondary outcomes included depression and anxiety (HADS Scale;
cut-off = 8). These were fully reported, consistent with published trial protocol.
Other bias Low risk Judgement comment: the trial was conducted according to the published pro-
tocol, with various strategies to minimise bias.
Hegarty 2019
Study characteristics
Methods Trial design: RCT
Trial grouping: parallel group
Conflict of interest of trial authors: none declared
Funding for trial: Australian Research Council (grant no DP130102799)
Primary outcomes: self-efficacy and depression
Randomisation method: once women were enrolled in the trial, they were randomly assigned by com-
puter to the intervention or control group. An automated, computerised algorithm for simple 1:1 ran-
domisation was used, with no stratification.
Secondary outcomes: fear of partner, number of helpful behaviours for safety and well being, and
cost-effectiveness
Timing of outcome measurements: baseline, immediately after completion of the website, at 6
months, and 12 months
Total duration of trial: 1 year
Types of participants: women who had screened positive for any form of intimate partner violence or
fear of a partner in the 6 months before recruitment.
ITT analyses: multiple imputation were used to estimate the values of missing outcome data
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Participants

Baseline characteristics

Experimental intervention

Age: M =34.6 years, SD=8.1

Ethnicity: NR

Employment: 45 (21%) unemployed

Education: NR

Relationship status: currently in a relationship with perpetrator of violence (100, 44%)
Gender (% women): 100

Dependent children: 107 (48%)

Number analysed (data analysis at post-treatment stage): 178
Number of participants eligible assigned: 227

Number of participants dropped out (by final follow-up): 48
Comorbidities: NR

Experience of IPV: all participating women had screened positive for any form of IPV or fear of a partner
in the 6 months before recruitment

Experience of other types of violence and abuse: NR

Remuneration: participants gave informed consent for participation via an online form and were com-
pensated for their time up to AUS 150 depending on how many surveys they answered.

Financial dependence (on partner): NR (although 84, 41% received government income support)

Comparator intervention

Age: M =32.8 years, SD=8.8

Ethnicity: NR

Employment: 37 (21%) unemployed

Education: NR

Relationship status: currently in a relationship with perpetrator of violence (93, 48%)
Gender (% women): 100

Dependent children: 80 (42%)

Number analysed (data analysis at post-treatment stage): 162
Number of participants eligible assigned: 195

Number of participants dropped out (by final follow-up): 39
Comorbidities: NR

Experience of IPV: all participating women had screened positive for any form of IPV or fear of a partner
in the 6 months before recruitment

Experience of other types of violence and abuse: NR

Remuneration: participants gave informed consent for participation via an online form and were com-
pensated for their time up to AUS 150 depending on how many surveys they answered.

Financial dependence (on partner): NR (although 75, 44% received government income support)

Total sample

Age: M =33.7 years, SD = 8.48

Ethnicity: NR

Employment: 82 (21%) unemployed

Education: NR

Relationship status: currently in a relationship with perpetrator of violence (193, 46%)
Gender (% women): 100

Dependent children: 187 (45%)

Number analysed (data analysis at post-treatment stage): 340

Number of participants eligible assigned: 422

Number of participants dropped out (by final follow-up): 87
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« Comorbidities: NR

« Experience of IPV: all participating women had screened positive for any form of IPV or fear of a partner
in the 6 months before recruitment

« Experience of other types of violence and abuse: NR

« Remuneration: participants gave informed consent for participation via an online form and were com-
pensated for their time up to AUS 150 depending on how many surveys they answered.

« Financial dependence (on partner): NR (although 159, 42% received government income support)

Included criteria: women aged 16-50 years currently residing in Australia, who had safe access to a
computer and an internet connection, and who answered positively to one of the screening questions
in English were eligible for inclusion. The screening questions asked whether in the last 6 months a
woman’s partner or ex-partner had made her feel afraid or unsafe; followed her or harassed her over
the telephone or online; called her names, humiliated, bullied, or criticised her, or threatened herin
any wayj; isolated her from her family and friends or restricted her behaviour in any way; physically
harmed her in any way; or forced her to do sexual things she did not want to do.

Excluded criteria: women were excluded if in a follow-up phone call they identified that they had not
been in an unhealthy or abusive relationship or experienced fear of partner in the past 6 months

Pretreatment: baseline characteristics of participants were similar between the intervention and con-
trol groups

Number of eligible people consented: 422
Number of eligible people recruited: 584
Sample power calculation: yes

Number ineligible: 162

Number eligible: 422

Recruitment setting of participants (e.g. healthcare setting, community setting, shelter setting):
community (online intervention)

Total number of participants approached: 584
Total number of participants within all groups: 422

Number declined to participate: NR

Interventions Intervention characteristics
Experimental intervention

« Brief description (rationale, main components): the Psychosocial Readiness Model underpinning the
I-DECIDE intervention, describes the interplay of factors that may motivate a woman experiencing
domestic violence to engage in positive action for safety and healing. The intervention website con-
sisted of modules on healthy relationships, abuse and safety, and relationship priority setting, and a
tailored action plan.

« Type of intervention: healthy relationship tool and safety decision aid

+ Mode of delivery (how): online (website)

« Frequency and duration of delivery (when and how much): completion of the baseline trial measures
is estimated to take up to 20 min. For women who then proceeded to the intervention, the overall
time commitment could be up to 60 min, and for the comparison group up to 40 min. Women were
not required to complete their visit all in one sitting, but could log out and back in at another time. It
was expected that 6 and 12 month visits would take approximately 15 min.

+ Level of mental health training of person delivering the intervention: N/A

« Fidelity assessment: N/A (delivered via website)

« Intervention model: healthy relationship tool with a focus on M

« Person delivering the intervention (who provided the intervention): therapist, self-directed or com-
bined: self-directed through website
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Intervention location (where): online

Tailoring of intervention (personalised, titrated or adapted): the intervention provided tailored feed-
back and messaging to women at various stages so that they felt listened to, rather than being ‘just
another user’.

Intervention modification (during the trial): NR

Main techniques of intervention: the I-DECIDE website commences with 3 modules: healthy relation-
ships, safety, and priorities. The Psychosocial Readiness Model underpin the I-DECIDE intervention
and includes ML.

Intervention manual: NR

Intervention attendance: this was a web-based intervention. Completion rate for the intervention was
79%.

CCDAN psychological therapies: integrative therapies
Intensity of intervention: up to 4 sessions

Person delivering the intervention: web-based
Gender of therapist: N/A (web-based)

Comparator intervention

Brief description (rationale, main components): women in the control group received a static website
(5-min duration) developed for this project, which contained brief information about domestic vio-
lence (appendix p 2) and a standard emergency safety plan as per standard practice in the IPV sector
in Australia. The emergency safety plan was in the same format as that delivered to women in the
intervention group who scored highly on the Danger Assessment or the CAS.

Type of intervention: website

Outcomes

Self-efficacy

Outcome type: continuous outcome
Reporting: fully reported

Scale: Generalized Self-Efficacy Scale
Direction: higher is better

Depression

Outcome type: continuous outcome

Reporting: fully reported

Scale: the Center for Epidemiologic Studies Depression Scale, Revised
Direction: lower is better

Fear of partner or ex-partner

Outcome type: continuous outcome
Reporting: fully reported

Scale: Visual Analogue scale 0-10
Direction: lower is better

Number of helpful actions taken

Outcome type: continuous outcome
Reporting: fully reported

Scale: purposefully developed questions
Direction: higher is better

Dropouts from treatment

Outcome type: dichotomous outcome
Reporting: fully reported
Direction: lower is better
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Identification
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Sponsorship source: the I-DECIDE project was funded by a Discovery Project grant from the Australian
Research Council (grant no DP130102799).

Country: Australia
Setting: community

Comments: women who had screened positive for any form of IPV or fear of a partner in the 6 months
before recruitment

Trialauthors: Kelsey Hegarty, Laura Tarzia, Jodie Valpied, Elizabeth Murray, Cathy Humphreys, Angela
Taft, Kitty Novy, Lisa Gold, Nancy Glass

Institution: the University of Melbourne
Email: k.hegarty@unimelb.edu.au
Address: Department of General Practice, The University of Melbourne, Melbourne 3010, VIC, Australia

Trial title (main outcome publication): An online healthy relationship tool and safety decision aid for
women experiencing intimate partner violence (I-DECIDE): a randomised controlled trial

Registered trial protocol ID: ACTRN12614001306606

Notes

Analysis of any cost/benefit measures: "Detailed cost-effectiveness data are not presented in this Ar-
ticle". Other publications related to this trial had not reported analysis of any cost/benefit measures.

Process evaluation: 32 women agreed to take part in a process evaluation interview (13 (41%) from
the intervention group and 19 (59%) from the control group). Women'’s recollections were hampered by
a delay of over 14 months between viewing the original website and being interviewed. This was a par-
ticular issue for women in the control group, who had received elements of the intervention (CAS and
Danger Assessment) during 12-month follow-up data collection. This affected their memory of what
the original comparator website contained, despite receiving reminder screen shots of the content be-
fore being interviewed. We recorded key themes with example quotes from participants in the inter-
vention and control arms (appendix pp 7-8). Findings indicated that both websites affected awareness,
self-efficacy, getting thoughts straight, pushing for action, having a plan, and perceptions of support.
The main differences between the intervention and control groups were around how well the websites
linked women with face-to- face support and the amount of tailoring offered to participants. Women in
the intervention group also articulated a stronger and more specific sense of the website forcing them
to confront the reality of the abuse in their relationship, whereas women in the control group merely
talked about becoming more informed about different types of IPV.

Summary of participants' views about the intervention: most women in both groups in the trial
agreed that they were glad they participated, and around two-thirds agreed that the quality of their life
was somewhat better or better (table 3)

Adverse events (harm) related to participation: improvement on all outcomes over time, with no
clinically meaningful differences between intervention and control, suggests that the intervention web-
site was not harmful compared with a standard website.

Risk of bias

Bias

Authors' judgement  Support for judgement

Random sequence genera-
tion (selection bias)

Low risk Judgement comment: "participants were computer-randomised automati-
cally using simple randomisation, with no stratification, as the sample size is
large enough that the groups should be balanced in terms of participant num-
bers and demographics. Participants were randomly assigned (1:1) by comput-
er to receive either the intervention or control website".
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Allocation concealment Low risk Judgement comment: "all I-DECIDE investigators and members of the re-

(selection bias) search team were blinded to the allocation of participants, until after collec-
tion and analysis of the 12-month data".

Blinding of participants Low risk Judgement comment: "as the initial portion of the website containing the

and personnel (perfor- baseline questions was identical for both groups, there was no way for women

mance bias) to tell which group they had been allocated to, and the research team were al-

All outcomes so masked to participant allocation until after analysis of the 12-month data".

Blinding of outcome as- Low risk Judgement comment: "all data were collected online. Follow-up by the re-

sessment (detection bias) search assistant by phone for those who failed to log on and complete base-

All outcomes line, 6-month or 12-month measures is by an administrative assistant not con-
nected with any of the data management or analyses".

Incomplete outcome data  Low risk Judgement comment: attrition and exclusions adequately reported, with doc-

(attrition bias) umentation about reasons for dropouts.

All outcomes

Selective reporting (re- Unclear risk Judgement comment: the protocol include measures not reported in the main

porting bias) outcome publication. These included "women's use of services, cost effective-
ness using the COST questionnaire."

Other bias Low risk Judgement comment: none

Hernandez-Ruiz 2005

Study characteristics

Methods

Trial design: quasi-experimental RCT

Trial grouping: parallel group

Conflict of interest of trial authors: NR

Funding for trial: NR

Primary outcomes: anxiety and sleep quality

Randomisation method: women in the B (bad sleep) group with odd numbers were assigned to the
experimental group; even numbers, to the control group. Women in the good sleep (G) group with odd
numbers were assigned to the control group; even numbers, to the experimental group.

Secondary outcomes: NR

Timing of outcome measurements: baseline and post-treatment

Total duration of trial: NR

Types of participants: women in domestic violence shelters who had experienced IPV.

ITT analyses: NR

Participants

Baseline characteristics

Experimental intervention

+ Age:NR

« Ethnicity: NR
« Employment: NR
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Hernandez-Ruiz 2005 (Continued)

Education: NR

Relationship status: NR

Gender (% women): 100

Dependent children: NR

Number analysed (data analysis at post-treatment stage): 14
Number of participants eligible assigned: 14

Number of participants dropped out (by final follow-up): NR
Comorbidities: NR

Experience of IPV: NR

Experience of other types of violence and abuse: NR

Remuneration: the researcher provided a copy of the CD with her preferred music and progressive
muscle relaxation procedure to every participant, in both the experimental and control groups, as a
compensation for her collaboration.

Financial dependence (on partner): NR

Comparator intervention

Age: NR

Ethnicity: NR

Employment: NR

Education: NR

Relationship status: NR

Gender (% women): 100

Dependent children: NR

Number analysed (data analysis at post-treatment stage): 14
Number of participants eligible assigned: 14

Number of participants dropped out (by final follow-up): NR
Comorbidities: NR

Experience of IPV: NR

Experience of other types of violence and abuse: NR

Remuneration: the researcher provided a copy of the CD with her preferred music and progressive
muscle relaxation procedure to every participant, in both the experimental and control groups, as a
compensation for her collaboration.

Financial dependence (on partner): NR

Total sample

Age: M = 35.36 years

Ethnicity: NR

Employment: NR

Education: NR

Relationship status: NR

Gender (% women): 100

Dependent children: average of 2 children (range = 0-5),
Number analysed (data analysis at post-treatment stage): 28
Number of participants eligible assigned: 28

Number of participants dropped out (by final follow-up): NR
Comorbidities: NR

Experience of IPV: from the total sample of 28 women, 26 participants reported verbal abuse and 23
also reported physical abuse. The women had been an average of 7.94 years in the last abusive rela-
tionship, and the abuse had lasted an average of 4.23 years (range from 1 day to 34 years).

Experience of other types of violence and abuse: NR

Remuneration: the researcher provided a copy of the CD with her preferred music and progressive
muscle relaxation procedure to every participant, in both the experimental and control groups, as a
compensation for her collaboration.
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Hernandez-Ruiz 2005 (Continued)

+ Financial dependence (on partner): NR

Included criteria: the women were referred to the trial by the shelter staff if they had been in the shel-
ter for at least 2 days and no more than 1 week

Excluded criteria: NR

Pretreatment: NR

Number of eligible people consented: NR
Number of eligible people recruited: NR
Sample power calculation: NR

Number ineligible: NR

Number eligible: NR

Recruitment setting of participants (e.g. healthcare setting, community setting, shelter setting):
Shelter

Total number of participants approached: NR
Total number of participants within all groups: 28

Number declined to participate: NR

Interventions

Intervention characteristics
Experimental intervention

« Brief description (rationale, main components): participant-selected music paired with progressive
muscle relaxation for 20 min.

« Type of intervention: music therapy and muscle relaxation
+ Mode of delivery (how): face-to-face

« Frequency and duration of delivery (when and how much): each participant had contact with the re-
searcher for 5 consecutive days for approximately 30 min each day, in individual sessions.

» Level of mental health training of person delivering the intervention: NR
« Fidelity assessment: NR
+ Intervention model: music therapy (participant-selected music)

« Person delivering the intervention (who provided the intervention): therapist, self-directed or com-
bined: therapist (researcher)

« Intervention location (where): NR
« Tailoring of intervention (personalised, titrated or adapted): NR
« Intervention modification (during the trial): NR

« Main techniques of intervention: participant-selected music paired with progressive muscle relax-
ation

« Intervention manual: NR

« Intervention attendance: NR

« CCDAN psychological therapies: other psychologically-orientated interventions
« Intensity of intervention: = 5 sessions

» Person delivering the intervention: non-healthcare workers

« Gender of therapist: female

Comparator intervention

« Briefdescription (rationale, main components): the control group were instructed to "lie down quietly
for 20 min," but they did not listen to the music/progressive muscle relaxation intervention.

« Type of intervention: quiet time
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Hernandez-Ruiz 2005 (Continued)

Outcomes

Anxiety

« Outcome type: continuous outcome
+ Reporting: fully reported

« Scale: State Trait Anxiety Inventory
 Direction: lower is better

Dropouts from treatment

« Outcome type: dichotomous outcome
» Reporting: fully reported
« Direction: lower is better

Identification

Sponsorship source: NR

Country: USA

Setting: domestic violence shelters

Comments: abused women in shelters

Trialauthors: Eugenia Hernandez-Ruiz

Institution: University of Kansas

Email: NR

Address: University of Kansas

Trial title (main outcome publication): Effect of music therapy on the anxiety levels and sleep pat-
terns of abused women in shelters

Registered trial protocol ID: NR

Notes

Analysis of any cost/benefit measures: NR

Process evaluation: NR

Summary of participants' views about the intervention: NR

Adverse events (harm) related to participation: NR

Risk of bias

Bias

Authors' judgement

Support for judgement

Random sequence genera-
tion (selection bias)

High risk

Judgement comment: "a pre-test-post-test design with control and experi-
mental groups was used. The women were referred to the trial by the shel-
ter staff if they had been in the shelter for at least 2 days and no more than 1
week". There is no evidence of sequence generation.

Allocation concealment
(selection bias)

High risk

Judgement comment: "after scoring the first pretest questionnaire, the re-
searcher assigned a code number to each participant: B1, B2, G1, G2, and

so on. The letter (B/G) stood for bad-sleep group or good sleep group. Since
not all women participated in the trial simultaneously, the number was as-
signed as they were interviewed (i.e. the first woman interviewed with a bad
sleep score received a B1, the second woman with bad sleep, a B2 etc.; the
first woman in the good-sleep group received a G1, etc.). After receiving a code
number, each woman was assigned to a group in the following way: women in
the B group with odd numbers were assigned to the experimental group; even
numbers, to the control group. Women in the G group with odd numbers were
assigned to the control group; even numbers, to the experimental group. In
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Hernandez-Ruiz 2005 (Continued)

this way, an even number of participants for both conditions was ensured in
all cases (n = 14). This method for distribution was defined a priori to avoid re-
searcher bias. Other randomisation methods were not possible since the par-
ticipants did not participate nor sign up for the trial simultaneously".

Blinding of participants High risk Judgement comment: "all women (both experimental and control group) were
and personnel (perfor- residing within the same domestic violence shelter, and the assessment and
mance bias) intervention was conducted by the same researcher".

All outcomes

Blinding of outcome as- High risk Judgement comment: the same researcher, knowing participant group alloca-

sessment (detection bias) tion, conducted all outcome measurements.

All outcomes

Incomplete outcome data  High risk Judgement comment: there is no information about participant attrition and

(attrition bias) exclusions. It is not clear as to how many participants were approached (or re-

All outcomes ferred by shelter staff), and if any were ineligible or refused to participate.

Selective reporting (re- Unclear risk Judgement comment: all outcomes described in the methods section were ad-

porting bias) equately collected, analysed and reported in the results section of the main
published trial. However, there was insufficient or unclear evidence from ei-
ther the trial protocol or trial registry sites to assess this domain.

Other bias High risk Judgement comment: there are various methodological issues about this trial.
For example, there is no mention of ethics approval, neither any information
about group differences at baseline. This was a pre-test-post-test design with
control and experimental groups, however with very small sample size.

Hirani 2010

Study characteristics
Methods Trial design: cluster-RCT

Trial grouping: parallel group
Assessment modality (e.g. face-to-face, telephone, online): women received the outcome instru-
ments 2 weeks following the final intervention class.
Conflict of interest of trial authors: NR
Funding for trial: this research is funded through a grant from The Aga Khan University Research
Council.
Primary outcomes: outcome measures included depression, measured by the BDI-II, self reports of
abuse, self-efficacy as measured on the General Self-Efficacy Scale, and self-reported employment sta-
tus.
Randomisation method: with a large diverse population, a 3-arm RCT with cluster-randomisation
sampling was followed, whereby blocks of similar ethnic, language, and cultural affiliated families were
randomised to an intervention
Secondary outcomes: NR
Timing of outcome measurements: 2 weeks following the final intervention class
Total duration of trial: 8-week community-derived intervention
Type of analysis: analysis of Variance; Chi2 test
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Types of participants: women in adult literacy programmes

ITT analysis: NR

Participants

Baseline characteristics

Experimental intervention

Age: NR

Ethnicity: NR

Employment: NR

Education: NR

Relationship status: NR

Gender (% women): 100

Dependent children: NR

Number analysed (data analysis at post-treatment stage): 7
Number of participants eligible assigned: 7

Number of participants dropped out (by final follow-up): NR
Comorbidities: NR

Experience of IPV: 57.1% (at follow-up)

Experience of other types of violence and abuse: NR
Remuneration: NR

Financial dependence (on partner): NR

Comparator intervention

Age: NR

Ethnicity: NR

Employment: NR

Education: NR

Relationship status: NR

Gender (% women): 100

Dependent children: NR

Number analysed (data analysis at post-treatment stage): 8
Number of participants eligible assigned: 8

Number of participants dropped out (by final follow-up): NR
Comorbidities: NR

Experience of IPV: 66.66% (at follow-up)

Experience of other types of violence and abuse: NR
Remuneration: NR

Financial dependence (on partner): NR

Total sample

Age: most of the women were between 25-35 years of age

Ethnicity: NR

Employment: most women were not employed; monthly household income averaged USD 55.00
Education: most women reported < 4 years of formal education

Relationship status: NR

Gender (% women): 100

Dependent children: household size was between 6-10 people for most women
Number analysed (data analysis at post-treatment stage): 24

Number of participants eligible assigned: 24

Number of participants dropped out (by final follow-up): NR

Comorbidities: NR
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+ Experience of IPV: NR

« Experience of other types of violence and abuse: NR
+ Remuneration: NR

+ Financial dependence (on partner): NR

Included criteria: NR in details. Following IRB approval, women in adult literacy programmes in each
of the randomly chosen clusters were recruited into the trial. Following the signing of informed con-
sent, women received 8 weeks of counselling or economic skill-building

Excluded criteria: NR

Pretreatment: no significant differences existed in demographic characteristics between the groups
Number eligible: NR

Number ineligible: NR

Number of eligible people consented: NR

Number of eligible people recruited: 24

Recruitment setting of participants (e.g. healthcare setting, community setting, shelter setting):
adult literacy centres

Sample power calculation: NR
Total number of participants approached: NR
Total number of participants within all groups: 24

Number declining to participate: NR

Interventions

Intervention characteristics
Experimental intervention

« Brief description (rationale, main components): the empirically tested counselling module was deliv-
ered weekly for 8 weeks. The key components of the module included stress and anger management,
effective communication, active listening and supportive problem-solving.

« Type of intervention: group counselling

« Mode of delivery (how): group session

« Frequency and duration of delivery (when and how much): 8 weeks, 1 session/week
» Level of mental health training of person delivering the intervention: NR

« Fidelity assessment: NR

 Intervention model: counselling

« Person delivering the intervention (who provided the intervention): therapist, self-directed or com-
bined: CHWs

« Intervention location (where): adult literacy centres
« Tailoring of intervention (personalised, titrated or adapted): NR
« Intervention modifications (during the trial): NR

« Main techniques of intervention: the key components of the module included stress and anger man-
agement, effective communication, active listening and supportive problem-solving

« Intervention manual: NR

+ Intervention attendance: NR

« CCDAN psychological therapies: integrative therapies
« Intensity of intervention: = 5 sessions

» Person delivering the intervention: healthcare workers
« Gender of therapist: NR

Comparator intervention
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Hirani 2010 (continued)

« Brief description (rationale, main components): the control group received no intervention.
« Type of intervention: no treatment

Outcomes

Depression

« Outcome type: continuous outcome
« Reporting: fully reported

o Scale:BDII

« Range: 0-63

« Direction: lower is better

Re-exposure to IPV

« Outcome type: adverse event (dichotomous)
« Reporting: fully reported

+ Scale: non-standardised questionnaire

+ Direction: lower is better

Dropouts from treatment

« Outcome type: dichotomous outcome
« Reporting: fully reported
 Direction: lower is better

Self-efficacy

« Outcome type: continuous outcome
» Reporting: partially reported

« Scale: General Self-Efficacy Scale

« Range: 10-40

« Direction: higher is better

Identification

Sponsorship source: this research is funded through a grant from The Aga Khan University Research
Council.

Country: Pakistan
Setting: community

Comments: urban economically disadvantaged women in Pakistan attending adult literacy pro-
grammes

Trialauthors: Hirani SS; Karmaliani R; McFarlane J; Asad N; Madhani F; Shehzad S
Institution: Aga Khan University, Karachi

Email: NR

Address: Aga Khan University, Karachi

Title (main 'outcome' publication): Testing a community derived intervention to promote women's
health: preliminary results of a 3-arm randomized controlled trial in Karachi, Pakistan

Registered trial protocol ID: NR

Notes

Analysis of any cost/benefit measures: NR
Process evaluation: NR

Summary of participants' views about the intervention: NR
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Hirani 2010 (Continued)

Adverse events (harm) related to participation: NR

Risk of bias

Bias Authors' judgement  Support for judgement

Random sequence genera-  High risk Judgement comment: "with a large diverse population, a 3-arm RCT with clus-

tion (selection bias) ter-randomisation sampling was followed, whereby blocks of similar ethnic,
language, and cultural affiliated families were randomised to an intervention.
The randomisation took place maintaining the community based participatory
approach and the internal validity of the research remained strong". No further
information mentioned about randomisation method and/or sequence gener-
ation.

Allocation concealment Unclear risk Judgement comment: "the interventions of economic skill-building and coun-

(selection bias) selling were delivered through the trained CHWs for 8 weeks, 1 session/week
at the adult literacy centres randomly selected for these interventions". No
further information mentioned regarding participant assignment and alloca-
tion concealment.

Blinding of participants High risk Judgement comment: "following the signing of informed consent, women re-

and personnel (perfor- ceived 8 weeks of counselling or economic skill-building. Women received the

mance bias) outcome instruments 2 weeks following the final intervention class". There is

All outcomes no further information about blinding of participants and/or personnel.

Blinding of outcome as- High risk Judgement comment: "women received the outcome instruments 2 weeks

sessment (detection bias) following the final intervention class". There is no further information about

All outcomes blinding of outcome assessors.

Incomplete outcome data  High risk Judgement comment: attrition and exclusions were not sufficiently described.

(attrition bias) Further, women only received the outcome instruments 2 weeks following

All outcomes the final intervention class. There was no information about the participants'
baseline characteristics.

Selective reporting (re- Unclear risk Judgement comment: although the measures mentioned in the methods sec-

porting bias) tion are presented in the results section, the outcome measures of depression,
partner violence, and self-efficacy appear to be only collected 2 weeks follow-
ing the final intervention class. The trial lacks an assessment of change over
time. In addition there was insufficient or unclear evidence from either the trial
protocol or trial registry sites to assess this domain.

Other bias High risk Judgement comment: this trial has a number of methodological issues that
need to be considered when interpreting the findings (e.g. lack of baseline da-
ta, insufficient information about randomisation method, lack of fidelity as-
sessment and very small sample size).

Jaffe 2017
Study characteristics
Methods Trial design: feasibility RCT
Trial grouping: parallel group
Assessment modality (e.g. face-to-face, telephone, online): pre-treatment assessment was com-
pleted at a university-based laboratory (face-to-face), other assessments were completed from partici-
pants’ homes or a location of their choosing
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Conflict of interest of trial authors: NR
Funding for trial: NR
Primary outcomes: dating violence; attitudes about violence; alcohol-aggression beliefs

Randomisation method: there were 3823 undergraduate students attending a large Midwestern uni-
versity who were randomly emailed information about the project (described as a skills-based “rela-
tionship enhancement workshop”) along with a link to a survey containing screening measures (listed
earlier). Of the 130 students who completed the screener survey, 57 (43.8%) met inclusion criteria; 32
of these individuals (56.1%) enrolled in the trial, with 16 participants randomly assigned to either the
treatment or control condition

Secondary outcomes: NR

Timing of outcome measurements: baseline, post-treatment, and 1-month follow-up
Total duration of trial: NR

Type of analysis: generalised linear mixed models

Types of participants: university students

ITT analyses: NR

Participants

Baseline characteristics
Experimental intervention

« Age:NR

« Ethnicity: NR

« Employment: NR

« Education: NR

« Relationship status: NR

« Gender (% women): NR

« Dependent children: no participants reported having children
« Number analysed (data analysis at post-treatment stage): 10
« Number of participants eligible assigned: 16

« Number of participants dropped out (by final follow-up): 6

« Comorbidities: NR

« Experience of IPV: NR

« Experience of other types of violence and abuse: NR

« Remuneration: participants were paid USD 10/h or received course credit as incentive for completing
each component

+ Financial dependence (on partner): NR
Comparator intervention

« Age:NR

o Ethnicity: NR

« Employment: NR

» Education: NR

+ Relationship status: NR

« Gender (% women): NR

» Dependent children: no participants reported having children
« Number analysed (data analysis at post-treatment stage): 9
« Number of participants eligible assigned: 16

« Number of participants dropped out (by final follow-up): 7
« Comorbidities: NR
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+ Experience of IPV: NR
« Experience of other types of violence and abuse: NR

« Remuneration: participants were paid USD 10/h or received course credit as incentive for completing
each component

+ Financial dependence (on partner): NR
Total sample

« Age:ranged from 19-29 years (M = 20.59 years, SD = 2.08 years)

« Ethnicity: 93.8% identified as white, with the other 6.2% identifying as Asian/Pacific Islander

« Employment: NR

« Education: NR

« Relationship status: 1 participant (3.0%) reported being in a same-sex relationship

« Gender (% women): 71.9% were female

« Dependent children: no participants reported having children

« Number analysed (data analysis at post-treatment stage): 19

« Number of participants eligible assigned: 32

« Number of participants dropped out (by final follow-up): 13

« Comorbidities: NR

« Experience of IPV: on the screener survey, 30 participants (93.8% of the current sample) endorsed
at least 1 act of psychological or physical dating violence in the past year, including 23 participants
(71.9%) who reported physical dating violence in the past year

« Experience of other types of violence and abuse: NR

« Remuneration: participants were paid USD 10/h or received course credit as incentive for completing
each component

« Financial dependence (on partner): NR

Included criteria: to be eligible for Project PEACE, individuals were required to be in a romantic re-
lationship for at least 3 months and endorse risk for mild to moderate dating violence on an online
screening survey, as evidenced by (a) past physical or psychological aggression toward a dating part-
ner, or (b) the presence of significant risk factors for such violence. Past aggression was indicated by
the endorsement of at least 2 acts of psychological aggression or 1 act of physical assault toward a
partner in the past year on the Revised CTS. As an alternative to actually experiencing past aggression,
participants who reported no past aggression but were deemed to be at risk for dating violence were
also eligible.

Excluded criteria: Project PEACE is a time-limited, skills-based intervention designed to address risk
for mild to moderate dating violence. Thus, individuals who reported severe dating violence (e.g. any
use of a knife or gun against a partner; punched, choked, or burned partner more than 10 times in the
past year were considered inappropriate for the current intervention because of the likelihood of need-
ing more intensive services. Students were also excluded if they were < 19 years of age (the local age of
majority), were married, or were not available during scheduled group times.

Pretreatment: NR

Number eligible: 32

Number ineligible: 73

Number of eligible people consented: 32
Number of eligible people recruited: 57

Recruitment setting of participants (e.g. healthcare setting, community setting, shelter setting):
university setting

Sample power calculation: NR

Total number of participants approached: 3823 invitations; 130 completed screener

Psychological therapies for women who experience intimate partner violence (Review) 123
Copyright © 2020 The Cochrane Collaboration. Published by John Wiley & Sons, Ltd.



= 3 Cochrane
st g Library

Trusted evidence.
Informed decisions.
Better health. Cochrane Database of Systematic Reviews

Jaffe 2017 (continued)

Total number of participants within all groups: 32

Number declined to participate: 25

Interventions

Intervention characteristics

Experimental intervention

Brief description (rationale, main components): Project PEACE (Partner Enrichment to Address Con-
flict Effectively) seeks to reduce physical and psychological dating violence in both men and women
by promoting skills in mindfulness, emotion regulation, distress tolerance, cognitive restructuring,
and interpersonal communication

Type of intervention: psychoeducation
Mode of delivery (how): group-based

Frequency and duration of delivery (when and how much): mixed-gender groups of 6-8 individuals,
each involved in a romantic relationship, met for 4 x 90-min sessions

Level of mental health training of person delivering the intervention: each group had 2 facilitators; the
lead facilitator of each group had a master’s degree in clinical psychology

Fidelity assessment: facilitators met weekly with the third author (DD), a licensed psychologist, for
supervision and to review group content (to ensure fidelity).

Intervention model: This model is highly influenced by behavior analytic, social learning, and situa-
tional theories of partner violence and, as such, highlights specific, process-orientated factors that
can be targeted through skills-based intervention and are amenable to change through well-support-
ed cognitive and behavioral techniques.

Person delivering the intervention (who provided the intervention): therapist, self-directed or com-
bined: each group had 2 facilitators;the lead facilitator of each group had a master’s degree in clinical

psychology

Intervention location (where): university-based rooms
Tailoring of intervention (personalised, titrated or adapted): NR
Intervention modifications (during the trial): NR

Main techniques of intervention: psycho-education on dating violence; mindfulness; emotion identi-
fication and regulation; effective communication; cognitive restructuring; distress tolerance

Intervention manual: Project PEACE is a manualised intervention designed to prevent physical and
psychological dating violence in at-risk college students

Intervention attendance: 11 of the 16 participants in the intervention group completed = 3 of the 4
sessions. Most (68.8%) participants attended at least 3 of the 4 treatment sessions, indicating use of
the intervention

CCDAN psychological therapies: third-wave CBTs
Intensity of intervention: up to 4 sessions

Person delivering the intervention: healthcare workers
Gender of therapist: NR

Comparator intervention

Brief description (rationale, main components): no-treatment control
Type of intervention: no treatment

Outcomes

Re-exposure to IPV

Outcome type: continuous outcome
Reporting: fully reported

Scale: Revised CTS

Direction: lower is better

Dropouts from treatment

Outcome type: dichotomous outcome
Reporting: fully reported

Psychological therapies for women who experience intimate partner violence (Review) 124
Copyright © 2020 The Cochrane Collaboration. Published by John Wiley & Sons, Ltd.



= COCh rane Trusted evidence.
o § d decisions.
N LI b ra ry g‘e;::'leleal:lf.lswns

Jaffe 2017 (continued)

Cochrane Database of Systematic Reviews

« Direction: lower is better

Identification

Sponsorship source: NR

Country: USA

Setting: university

Comments: undergraduate students attending a large Midwestern university

Trialauthors: Anna E. Jaffe, Alayna Schreier, David DilLillo,

Institution: University of Nebraska-Lincoln

Email: ddilillo@unl.edu

Address: University of Nebraska-Lincoln, Department of Psychology, 238 Burnett Hall, Lincoln, NE

68588

Title (main 'outcome' publication): Feasibility and initial evaluation of Project PEACE: an intervention
for college students at risk for dating violence

Registered trial protocol ID: NR

Notes

Analysis of any cost/benefit measures: NR

Process evaluation: NR

Summary of participants' views about the intervention: overall, results of the written feedback
were positive. lllustrative of this feedback, one participant wrote, “I did not think | would benefit much
from the workshop, but | think everyone could reap rewards from attending this.” Another participant
commented, “It was an interesting and unique experience. It will definitely help me and my partner
grow in our relationship and improve it.” Group members also reported finding the skills-building as-
pect of the group very useful. For example, one participant wrote, “Glad | did it. | have already used the
skills learned so disagreements between my partner and | are more like minor speed bumps than road
blocks.” Negative comments were sparse but included mention that some homework was boring and
certain material was previously known.

Adverse events (harm) related to participation: NR

Risk of bias

Bias

Authors' judgement

Support for judgement

Random sequence genera-
tion (selection bias)

Unclear risk

Judgement comment: "there were 3823 undergraduate students attending a
large Midwestern university who were randomly emailed information about
the project (described as a skills-based “relationship enhancement work-
shop”) along with a link to a survey containing screening measures (listed ear-
lier). Of the 130 students who completed the screener survey, 57 (43.8%) met
inclusion criteria; 32 of these individuals (56.1%) enrolled in the trial, with 16
participants randomly assigned to either the treatment or control condition".
However, no further information mentioned about sequence generation.

Allocation concealment
(selection bias)

Unclear risk

Judgement comment: "methodological strengths of the trial included random
recruitment of participants university-wide, the inclusion of a no-treatment
control group, and randomisation of participants to conditions". However, no
further information mentioned about allocation concealment.

Blinding of participants
and personnel (perfor-
mance bias)

All outcomes

Unclear risk

Judgement comment: "individuals who met inclusion criteria (described ear-
lier) and expressed interest in the group provided informed consent and com-
pleted outcome measures online at pre- and post-treatment, as well as at a
1-month follow-up. The pretreatment assessment was completed in a lab af-
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ter providing informed consent in person; other assessments were complet-
ed from participants’ homes or a location of their choosing. However, no fur-
ther information mentioned about the blinding of participants and personnel.
Further, there were 2 facilitators for the treatment groups; the lead facilitator
of each group had a master’s degree in clinical psychology. Facilitators met
weekly with the third author (DD), a licensed psychologist, for supervision and
to review group content (to ensure fidelity)". However, no further information
mentioned about blinding of trial personnel.

Blinding of outcome as-
sessment (detection bias)
All outcomes

Unclear risk Judgement comment: "the pretreatment assessment was completed in a lab
after providing informed consent in person; other assessments were complet-
ed from participants’ homes or a location of their choosing". However, no fur-
ther information mentioned about how and who administered and collected
the measures/outcomes.

Incomplete outcome data
(attrition bias)

Low risk Judgement comment: retention at follow-up assessment for the control group
was 10/16 (63%) and 9/16 (56%) for the treatment group. The sample was rela-

All outcomes tively small, which likely resulted in low statistical power to detect significant
effects. The participants' flow chart diagram mentions exclusions and attrition
rates.

Selective reporting (re- Unclear risk Judgement comment: all clinical measures mentioned in the methods sec-

porting bias)

tion were fully collected, analysed and reported in the results section. How-
ever, differences between control and interventions at different time points
are non-interpretable and are therefore not indicated. No further information
mentioned as to why this is the case. In addition, there was insufficient or un-
clear evidence from either the trial protocol or trial registry sites to assess this
domain.

Other bias

High risk Judgement comment: several limitations of this trial should be noted and con-
sidered when interpreting the findings (e.g. small sample size, insufficient in-
formation about randomisation method, and lack of reporting of change over
time on key measures). Collectively, these may contribute to various forms of
risk of bias.

Johnson 2011

Study characteristics

Methods Trial design: RCT
Trial grouping: parallel group
Assessment modality (e.g. face-to-face, telephone, online): face-to-face and phone interviews
Conflict of interest of trial authors: "For one of my studies, treatment of postpartum depression, Pfiz-
er provides the medication for the trial"
Funding for trial: this work was supported by NIMH grant 1 R34MH080786-01. ClinicalTrials.gov Identi-
fier: NCT00602069
Primary outcomes: PTSD, IPV, comorbidity, trauma history
Randomisation method: 1 week after baseline, the first author randomly assigned participants to 1 of
the conditions using an urn randomisation procedure stratifying participants according to PTSD status
(i.e. PTSD and subthreshold PTSD) and medication status (i.e. on psychotropic medications or not)
Secondary outcomes: depression, empowerment, resource loss, social support, treatment credibility,
client satisfaction, adherence and competence,
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Timing of outcome measurements: baseline, 1-week post-shelter, 3 months post-shelter, 6 months
post-shelter

Total duration of trial: recruitment occurred from 2004-2007

Type of analysis: hierarchical linear modelling

Types of participants: participants were residents of 1 of 2 inner-city battered women’s shelters within
the same shelter system serving a mid-sized Midwestern city

ITT analyses: yes

Participants Baseline characteristics

Experimental intervention

Age: M =31.74 years, SD=9.12
Ethnicity: African American 17 (48.6%); white 17 (48.6%); other race 1 (2.9%); Hispanic 1 (2.9%)
Employment: employed 13 (37.1%)

Education: < high school 9 (25.7%); high school 7 (20.0%); completed some college 14 (40.0%); grad-
uated from college 5 (14.3%)

Relationship status: cohabitated/married to abuser 25 (71.4%)
Gender (% women): 100

Dependent children: have children 30 (85.7%)

Number analysed (data analysis at post-treatment stage): 32
Number of participants eligible assigned: 35

Number of participants dropped out (by final follow-up): 3

Comorbidities: major depression 48.6% (17); substance use disorder 5.7% (2); other anxiety disorder
16 (45.7%)

Experience of IPV: IPV in month prior to shelter: psychological 35 (100%); physical 31 (88.6%); sexual
23 (65.7%)

Experience of other types of violence and abuse: number of types of prior lifetime trauma other than
index IPV: 6.86

Remuneration: participants were paid USD 50 for each assessment.
Financial dependence (on partner): NR

Comparator intervention

Age: M =33.34 years, SD=6.74

Ethnicity: African American 18 (51.4%); white 13 (37.1%); other race 4 (11.4%); Hispanic 3 (5.7%)
Employment: employed 6 (17.1%)

Education: < high school 10 (28.6%); high school/GED 9 (25.7%); completed some college 16 (45.7%);
graduated from college 0 (0)

Relationship status: cohabitated/married to abuser 28 (80.0%)

Gender (% women): 100

Dependent children: have children 33 (94.3%)

Number analysed (data analysis at post-treatment stage): 34

Number of participants eligible assigned: 35

Number of participants dropped out (by final follow-up): 1

Comorbidities: major depression 85.7% (30); substance use disorder 17.1% (6); other anxiety disorder
34 (48.6%)

Experience of IPV: IPV in month prior to shelter: psychological 35 (100%); physical 34(97.1%); sexual
24 (68.6%)

Experience of other types of violence and abuse: Number of types of prior lifetime trauma other than
index IPV: 5.77

Remuneration: participants were paid USD 50 for each assessment.
Financial dependence (on partner): NR
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Total sample

« Age:M=32.55years, SD=8.00

« Ethnicity: African American 35 (50.0%); white 30 (42.9%); other race 5 (7.1%); Hispanic 3 (4.3%)

« Employment: employed 19 (27.1%)

+ Education: <high school 19 (27.1%); high school/GED 16 (22.9%); completed some college 30 (42.9%);
graduated from college 5 (7.1%)

+ Relationship status: cohabitated/married to abuser 53 (75.7%)

« Gender (% women): 100

+ Dependent children: have children 63 (90.0%)

« Number analysed (data analysis at post-treatment stage): 66

« Number of participants eligible assigned: 70

« Number of participants dropped out (by final follow-up): 4

« Comorbidities: major depression 67.1% (47); substance use disorder 11.4% (8); other anxiety disorder
18 (51.4%)

« Experience of IPV: IPV in month prior to shelter: psychological 70 (100%); physical 65 (92.9%); sexual
47 (67.1%)

« Experience of other types of violence and abuse: Number of types of prior lifetime trauma other than
index IPV: 6.31

« Remuneration: participants were paid USD 50 for each assessment.
+ Financial dependence (on partner): NR

Included criteria: to be eligible, participants had to experience an incident of IPV on the CTS-Revised
the month prior to shelter admission and meet diagnostic criteria for IPV-related PTSD or subthresh-
old PTSD according to the Clinician-Administered PTSD Scale. To meet criteria for subthreshold PTSD,
participants had to meet Criteria A (exposure to IPV), Criteria B (re-experiencing symptoms), Criteria

E (symptom duration of at least 1 month), and Criteria F (significant distress or impairment of func-
tioning) as well as either Criteria C (avoidance symptoms) or Criteria D (increased arousal). Subthresh-
old PTSD was chosen as the inclusion criteria in an effort to increase the generalisability of findings.
Furthermore, subthreshold PTSD is associated with significant impairment and morbidity (Stein et al.,
1997) and is frequently used as inclusion criteria in RCTs of treatments that target PTSD symptoms.

Excluded criteria: participants were excluded from the trial if they (a) had symptoms of psychosis on
the psychotic screen of the Structured Clinical Interview for Axis | disorders, (b) met diagnostic criteria
for lifetime bipolar disorder on the SCID-I/P, (c) endorsed significant suicidal ideation with intent and
plan, (d) if on psychotropic medications, have had any change in medication dose or type in the last
month, or (e) were in concurrent individual therapy.

Pretreatment: No other significant differences emerged between the 2 treatment groups on any de-
mographic, diagnostic, trauma/IPV characteristics at baseline, or on the length of shelter stay, occur-
rence of contact with abuser, or receipt of therapy over the follow-up period (all ps.05).

Number eligible: 70

Number ineligible: 205

Number of eligible people consented: 70
Number of eligible people recruited: 70

Recruitment setting of participants (e.g. healthcare setting, community setting, shelter setting):
women's shelter

Sample power calculation: a power analysis was completed a priori to assure ability to detect large ef-
fects (Cohen’s d 0.80), with the overall aim of this trial to assess acceptability and feasibility, and to de-
termine estimates of ranges of effect sizes for future larger-scale trials.

Total number of participants approached: 281

Total number of participants within all groups: 70
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Number declined to participate: 7

Interventions Intervention characteristics

Experimental intervention

Brief description (rationale, main components): core modules cover engagement and goal setting,
psycho education about abuse and PTSD, safety planning, empowerment, establishing trust, cogni-
tive restructuring, managing triggers,self-soothing, establishing boundaries, anger management, and
establishing long-term support

Type of intervention: CBT

Mode of delivery (how): individual face-to-face sessions

Frequency and duration of delivery (when and how much): participants received a maximum of 12
sessions of HOPE while in shelter over a maximum of 8 weeks. Sessions were offered biweekly and
lasted approximately 1-1.5 h.

Level of mental health training of person delivering the intervention: the first author, as well as 5 ad-
ditional therapists who held a minimum of a master’s degree in psychology or counselling and had
at least 1 year of prior experience in working with traumatised populations, conducted HOPE. HOPE
training included a 12-h workshop with the first author that provided an overview of the HOPE theo-
retical approach and specific instructions on how to deliver each module. All therapists were super-
vised weekly by the first author. Supervision by the first author included discussion of specific HOPE
cases, audio tape review, role-plays, and discussion of adherence and competence ratings.

Fidelity assessment: adherence and competence was rated by trial therapists who did not conduct
the session being rated. The HOPE Adherence and Competence Scales (HOPEACS) contained 5 items
assessing therapist general skillfulness (e.g. empathy, efficient use of time) on a 6-point scale ranging
from 0 (not present) to 5 (excellent). Additionally, for 15 general (e.g. adherence to HOPE hierarchy,
discussion of accomplishments) and 18 module-specific (i.e. psycho education regarding abuse and
PTSD, education and application of cognitive restructuring techniques) HOPE strategies, the presence
or absence of each strategy, protocol adherence (i.e. not enough (1) to too much (1)), and quality (i.e.
poor (1) to excellent (5)) were rated. Finally, therapist overall adherence and competence were rated
on 5-point scales ranging from 1 (poor) to 5 (excellent). Internal consistency of both the HOPE Adher-
ence Scale (.95) and HOPE Competence Scale (.80) were excellent. Of the 27 sessions rated for adher-
ence and competence, 13 were rated by a second rater, in order to assess inter-rater reliability. Average
measure reliability (ICC) was also good for adherence (.92) and adequate for competence (.75) ratings.

Intervention model: CBT

Person delivering the intervention (who provided the intervention): therapist, self-directed or com-
bined: therapist

Intervention location (where): all sessions occurred at shelter, and childcare was provided.

Tailoring of intervention (personalised, titrated or adapted): throughout HOPE, clients were encour-
aged to identify the aspects of any threats to their physical and emotional safety that were within their
control and to use the empowerment toolbox to manage these threats. Participants identified and
prioritised their personal goals during the first 2 sessions, and these goals were used in conjunction
with the HOPE hierarchy to individualise treatment and to further engage and empower women in
the treatment.

Intervention modifications (during the trial): NR

Main techniques of intervention: HOPE session structure was the same for each session: (a) checkingin
regarding safety and progress on accomplishments (i.e. homework), (b) agenda setting, (c) discussion
of module-specificinformation,and (d) negotiating accomplishments for the next session. A hierarchy
of target behaviours (i.e. the HOPE hierarchy) was developed to guide the content of treatment within
and across sessions: (a) immediate physical and emotional risks; (b) PTSD symptoms, behaviours, and
cognitions thatinterfere with (b1) achieving shelter and treatment goals and (b2) quality of life; and (c)
post-shelter goals and safety. This hierarchy determined the order of specific modules over the course
of therapy (e.g. safety discussed before skill-specific modules), as well as in prioritising safety issues
within each session (e.g. new material is not presented until safety issues have been addressed).
Intervention manual: HOPE was manualised and measures were included to assure that the treatment
protocol was delivered in an adherent and competent manner

Intervention attendance: participants in HOPE attended 0-12 sessions (M = 6.8, SD =4.3). All but 1
participant (97.1%) attended at least 1 session of HOPE, with 22 (62.9%) attending 5 sessions, and 9
(25.7%) attending all 12 sessions.
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» CCDAN psychological therapies: CBT

« Intensity of intervention: = 5 sessions

« Person delivering the intervention: healthcare workers
+ Gender of therapist: NR

Comparator intervention

« Brief description (rationale, main components): all participants received standard shelter services.
Standard shelter services included case management, a supportive milieu environment, and atten-
dance of educational groups offered through the shelter (i.e. parenting and support groups). No ther-
apy was offered through standard shelter services.

» Type of intervention: standard shelter services

Outcomes

Depression

« Outcome type: continuous outcome
« Reporting: fully reported

« Scale: BDI

« Direction: lower is better

PTSD

« Outcome type: continuous outcome

« Reporting: fully reported

o Scale: Clinician-Administered PTSD Scale
« Direction: lower is better

Social support

« Outcome type: continuous outcome

+ Reporting: fully reported

« Scale: Inventory of Socially Supportive Behaviors
 Direction: higher is better

Dropouts from treatment

« Outcome type: dichotomous outcome
» Reporting: fully reported
« Direction: lower is better

Identification

Sponsorship source: this work was supported by NIMH grant 1 R34MH080786-01
Country: USA
Setting: women's shelter

Comments: participants were residents of 1 of 2 inner-city battered women’s shelters within the same
shelter system serving a mid-sized Midwestern city

Trialauthors: Dawn M. Johnson, Caron Zlotnick, Sara Perez

Institution: Department of Psychology, University of Akron

Email: johnsod@uakron.edu

Address: Department of Psychology, University of Akron, Akron, OH 44325-4301

Title (main 'outcome' publication): Cognitive behavioral treatment of PTSD in residents of battered
women'’s shelters: results of a randomized clinical trial

Registered trial protocol ID: NCT02398227
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Notes

Analysis of any cost/benefit measures: NR
Process evaluation: NR

Summary of participants' views about the intervention: there was no report of qualitative/views of
participants about the intervention. However, average credibility rating (n = 29) on a 9-point scale rang-
ing from 0 (not at all) to 8 (extremely) was 6.78 (SD 1.42). Average satisfaction ratings on the 4-point
scale were 3.4 at 1-week (n 32), 3.5 at 3-month PS (n 31), and 3.4 at 6-month (n 30).

Adverse events (harm) related to participation: there was no unanticipated research related to se-
rious adverse events that required participants to be removed from the trial. There were 7 hospitalisa-
tions (5 medical, 2 substance-related) and 4 life-threatening traumatic experiences (2 abuse-related)
reported over the course of the 6-month follow-up period.

Risk of bias

Bias

Authors' judgement  Support for judgement

Random sequence genera-
tion (selection bias)

Low risk Judgement comment: "the project co-ordinator randomly assigned partici-
pants to HOPE + standard shelter services or standard shelter services using
urn randomisation stratifying participants according to PTSD diagnosis and
medication status".

Allocation concealment
(selection bias)

Unclear risk Judgement comment: there is information about randomisation method,
however there is insufficient information to assess allocation concealment. 1
week after baseline, the first author randomly assigned participants to 1 of the
conditions using an urn randomisation procedure stratifying participants ac-
cording to PTSD status (i.e. PTSD and subthreshold PTSD) and medication sta-
tus (i.e. on psychotropic medications or not).

Blinding of participants Unclear risk Judgement comment: this was an RCT design with blind assessors, yet there is
and personnel (perfor- insufficient information provided to assess blinding of participants and other
mance bias) personnel.

All outcomes

Blinding of outcome as- Low risk Judgement comment: all assessments were conducted by trained and blinded

sessment (detection bias)
All outcomes

doctoral students in psychology.

Incomplete outcome data
(attrition bias)
All outcomes

Low risk Judgement comment: the ITT sample was adequately described as well as
minimum attendance sample, with complete outcome data. Attrition and ex-
clusions were adequately described.

Selective reporting (re-
porting bias)

Unclear risk Judgement comment: all outcomes described in the methods section were ad-
equately collected, analysed and reported in the results section of the main
published trial. However, there was insufficient or unclear evidence from ei-
ther the trial protocol or trial registry sites to assess this domain.

Copyright © 2020 The Cochrane

Other bias Low risk Judgement comment: none
Kiely 2010
Study characteristics
Methods Trial design: RCT
Trial grouping: parallel group
Psychological therapies for women who experience intimate partner violence (Review) 131

Collaboration. Published by John Wiley & Sons, Ltd.



: Cochrane Trusted evidence.
= L- b Informed decisions.
1 iprary Better health. Cochrane Database of Systematic Reviews

Kiely 2010 (continued)

Assessment modality (e.g. face-to-face, telephone, online): audio-computer assisted self interview
Conflict of interest of trial authors: the author(s) declare that they have no competing interests.

Funding for trial: this trial was supported by grants no.3U18HD030445; 3U18HD030447; 5U18HD31206;
3U18HD031919;5U18HD036104, National Institute of Child Health and Human Development and the
National Center on Minority Health and Health Disparities. The content of this work is solely the re-
sponsibility of the authors and does not necessarily represent the official views of the funding agencies.

Primary outcomes: the primary goal was to estimate whether a multi-modal, integrated counselling
and educational intervention reduces smoking and environmental tobacco smoke exposure (ETSE), de-
pression, and IPV (defined as being victimised) among pregnant African American and Latina women.
Abuse Assessment Screen, a measure designed and validated for use in pregnancy if a woman report-
ed physical or sexual abuse by a partner in the previous year. During the baseline and follow-up inter-
views, the frequency of physical assault and sexual coercion(partner to self) was measured by the CTS

Randomisation method: site- and risk-specific block randomisation to intervention or usual care was
conducted. Investigators and field workers were blinded to the block size. A computer-generated ran-
domisation scheme considered all possible risk combinations within each of the recruitment sites. Re-
cruitment staff at each site called in the details of the risk profile for a new recruit, and the assignment
was generated centrally by the data co-ordinating centre.

Secondary outcomes: a secondary goal was to estimate whether a clinic-based intervention reducing
smoking, ETSE, depression, and IPV in pregnancy would reduce adverse pregnancy outcomes (e.g. pre-
maturity and low birth weight) and lower infant morbidity and mortality.

Timing of outcome measurements: these assessments were obtained at baseline, 22-26 weeks and
34-38 weeks of gestation, and 8-10 weeks postpartum

Total duration of trial: July 2001-October 2003; women were screened at 6 community-based prenatal
care sites serving mainly minority women in DC between July 2001 and October 2003. Intervention and
follow-up activities continued until July 2004.

Type of analysis: ITT approach, Bivariate analyses, Multivariate logistic regression

Types of participants: women presenting to 6 community-based clinical sites serving minority women
(African-American and Hispanic) in the District of Columbia

ITT analyses: yes

Participants Baseline characteristics
Experimental intervention

« Age: 18-22 years (47.0%); 23-27 (29.4%); > 28 (23.6%)
« Ethnicity: African American women and Latinas

« Employment: working now (34.5%); not working now, worked previous to pregnancy (37.0%); not
working now, did not work previous to pregnancy (28.3%)

« Education: < high school (28.3%); high school graduate (50.1%); at least some college (21.6%)

+ Relationship status: single/separated/widowed/ divorced (75.9%); married or living with partner
(24.1%)

« Gender (% women): 100

« Dependent children: NR

« Number analysed (data analysis at post-treatment stage): 362
« Number of participants eligible assigned: 403

« Number of participants dropped out (at final follow-up): 41

« Comorbidities: depression (43.4%)

« Experience of IPV: 132 (32.8%)

« Experience of other types of violence and abuse: NR
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« Remuneration: women in the intervention group received USD 10 for each intervention session and
additional USD 15 and USD 25 gift certificates for the first and second postpartum intervention ses-
sions, respectively.

« Financial dependence (on partner): NR

Comparator intervention

« Age: 18-22 years (39.8%); 23-27 (32.8%); > 28 (27.5%)
« Ethnicity: African American women and Latinas

« Employment: working now (37.6%); not working now, worked previous to pregnancy (38.1%); not
working now, did not work previous to pregnancy (23.6%)

« Education: < high school (28.6%); high school graduate (47.6%); at least some college (23.8%)

+ Relationship status: single/separated/widowed/ divorced (74.3%); married or living with partner
(25.7%)

« Gender (% women): 100

« Dependent children: NR

« Number analysed (data analysis at post-treatment stage): 374

« Number of participants eligible assigned: 416

« Number of participants dropped out (at final follow-up): 42

« Comorbidities: depression (44.2%)

« Experience of IPV: 131 (31.5%)

« Experience of other types of violence and abuse: NR

« Remuneration: NR

« Financial dependence (on partner): NR

Total sample

o Age: 18-22 years (43.3%); 23-27 (31.1%); > 28 (25.6%)

« Ethnicity:

« Employment: working now (36.1%); not working now, worked previous to pregnancy (37.5%); not
working now, did not work previous to pregnancy (25.9%)

« Education: < high school (28.4%); high school graduate (48.8%); at least some college (22.7%)

+ Relationship status: single/separated/widowed/ divorced (75.1%); married or living with partner
(24.9%)

« Gender (% women): 100

« Dependent children:

« Number analysed (data analysis at post-treatment stage): 736

« Number of participants eligible assigned: 819

« Number of participants dropped out (at final follow-up): 83

« Comorbidities: at baseline, environmental tobacco smoke exposure was the most commonly report-
ed risk (82.7%), followed by depression (50.7%) and IPV (36.8%), among those with at least 1 risk. Out-
comes with/for women with IPV were published in a separate paper.

» Experience of IPV: 263 (32.1%)

« Experience of other types of violence and abuse: NR

« Remuneration: women in the intervention group received USD 10 for each intervention session and
additional USD 15 and USD 25 gift certificates for the first and second postpartum intervention ses-
sions, respectively.

« Financial dependence (on partner): NR

Included criteria: women were deemed demographically eligible if self-identified as belonging to a mi-
nority group, being = 18 years, <29 weeks pregnant, a DC resident and English-speaking. Verbal pre-
screening for other characteristics was discouraged by the trial protocol in order to avoid bias.

Excluded criteria: no risk factors, < 18 years old, > 28 weeks estimated gestational age, not race eligi-
ble, not DC residents, not pregnant, suicidal thoughts
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Pretreatment: for the total sample (n = 1044), socio-demographic, psycho- behavioural and reproduc-
tive characterisation at baseline showed that there were no significant differences between women
randomised to the IG (n =521) or UCG (n = 523), except for the number of prenatal care visits. In addi-
tion, there were no significant differences between women with a known infant outcome and those
missing this information.

Number eligible: 1398

Number ineligible: 1515

Number of eligible people consented: 1070
Number of eligible people recruited: 1398

Recruitment setting of participants (e.g. healthcare setting, community setting, shelter set-
ting): women with pregnancy presenting to 6 community-based clinical sites serving minority women
(African-Americans and Hispanics) in the District of Columbia

Sample power calculation: the sample size was determined to ensure adequate statistical power to
test the hypotheses that our cognitive behavioral intervention would result in reductions in the target-
ed risks. Assuming a 5% level of significance, 80% power would allow the detection of 10%-20% reduc-
tions in risk-specific factors among women in the intervention group from a 100% prevalence at recruit-
ment time, a sample of 1050 women needed to be retained at the end of the follow-up period.

Total number of participants approached: 2913
Total number of participants within all groups: 1070

Number declined to participate: 207

Interventions

Intervention characteristics
Experimental intervention

« Brief description (rationale, main components): the intervention was evidence-based and specific to
each of the designated psycho-behavioralrisks. Intervention for IPV, interventions for smoking and en-
vironmental tobacco smoke exposure, depression intervention. A structured intervention was based
on Dutton’s Empowerment Theory which emphasised safety behaviours, was adapted for the IPV in-
tervention. This brochure based intervention provided information about the types of abuse, the cy-
cle of violence, a danger assessment component, in addition to the development of a safety plan. In-
dividualised counselling sessions provided an integrated approach to multiple risks responsive to a
woman’s specific risk combination.

« Type of intervention: integrated behavioural intervention (individualised counselling targeting their
area(s) of risk, e.g. IPV)

» Mode of delivery (how): face-to-face prenatal sessions and telephone interviews

« Frequency and duration of delivery (when and how much): the intervention occurred immediately
before or after routine prenatal care, for an average of 35 + 15 min. The intervention was designed to be
delivered during prenatal care visits with 8 discrete sessions. Delivery in a minimum of 4 sessions, with
8 prenatal sessions required for a complete intervention. 2 additional postpartum booster sessions
were provided to reinforce risk-specific intervention goal. Each session lasted for an average of 35 +
15 min.

« Level of mental health training of person delivering the intervention: the intervention specialists were
trained to apply the content of these sessions during = 1 visits as needed. in a separate publication it
was mentioned that master’s level social workers or psychologists were trained specifically to deliver
this intervention.

« Fidelity assessment: NR

+ Intervention model: integrated behavioural intervention (individualised counselling); the interven-
tion for IPV emphasised safety behaviours and was based on the structured intervention developed
by Parker and colleagues and based on Dutton’s Empowerment Theory. The interventions for smok-
ing and environmental tobacco smoke exposure were combined and based on Smoking Cessation or
Reduction in Program Treatment. The depression intervention was developed by Miranda and Munoz
based on cognitive behavioral theory.
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Person delivering the intervention (who provided the intervention): therapist, self-directed or com-
bined: pregnancy advisors delivered the intervention

Intervention location (where): intervention sessions were conducted privately in a room proximate to
the prenatal care clinics

Tailoring of intervention (personalised, titrated or adapted): individualised counselling; at each inter-
vention session, the woman identified which of the 4 risks she was experiencing. The intervention was
delivered by the interventionist and targeted to address all risks reported at each session, regardless
of previously reported risks.

Intervention modifications (during the trial): NR

Main techniques of intervention: intervention provided information about the types of abuse (e.g.
emotional, physical, and sexual) and the cycle of violence (e.g. escalating, IPV honeymoon period), a
danger assessment component to assess risks, and preventive options women might consider (e.g. fil-
ing a protection order) as well as the development of a safety plan (e.g. leaving important documents
and papers with others). In addition, a list of community resources with addresses and phone num-
bers was provided. Cognitive-behavioral. Individualised counselling sessions provided an integrated
approach to multiple risks responsive to a woman’s specific risk combination.

Intervention manual: a structured intervention developed by Parker et al. (34) and based on Dutton’s
Empowerment Theory (35) which emphasised safety behaviours, was adapted for the IPV intervention
(no further information)

Intervention attendance: 51% of the women randomly assigned to the intervention group received =
4 sessions; 1/4 of the women attended no intervention sessions

CCDAN psychological therapies: CBT

Intensity of intervention: = 5 sessions

Person delivering the intervention: healthcare workers

Gender of therapist: NR

Comparator intervention

Brief description (rationale, main components): usual care

Type of intervention: women assigned to the usual care group met with their primary care providers
as per standard clinic practice

Outcomes

Depression

Outcome type: adverse event (dichotomous)
Reporting: fully reported

Scale: Johns Hopkins Depression Scale
Direction: lower is better

Re-exposure to IPV

Outcome type: adverse event (dichotomous)
Reporting: fully reported

Scale: CTS

Direction: lower is better

Dropouts from treatment

Outcome type: dichotomous outcome
Reporting: fully reported
Direction: lower is better

Identification

Sponsorship source: this trial was supported by grants no. 3U18HD030445; 3U18HD030447;
5U18HD31206; 3U18HD031919; 5U18HD036104, National Institute of Child Health and Human Develop-
ment and the National Center on Minority Health and Health Disparities.

Country: District of Columbia, USA

Setting: community-based clinical sites
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Comments: prenatal care sites serving mainly minority women; women presenting to 6 communi-
ty-based clinical sites serving minority women (African-American and Hispanic) in the District of Colum-
bia

Trialauthors: Ayman A. E. El-Mohandes, Michele Kiely, Marie G. Gantz, M. Nabil El-Khorazaty
Institution: Eunice Kennedy Shriver National Institute of Child Health and Human Development
Email: aelmohandes@unmc.edu

Address: College of Public Health, University of Nebraska MedicalCenter, WH 5030, 984355, Omaha, NE
68198-4355, USA

Trial title (main outcome publication): an integrated intervention to reduce intimate partner vio-
lence in pregnancy: a randomised controlled trial

Registered trial protocol ID: NCT00381823

Notes Analysis of any cost/benefit measures: NR
Process evaluation: NR
Summary of participants' views about the intervention: NR
Adverse events (harm) related to participation: NR
Risk of bias
Bias Authors' judgement Support for judgement
Random sequence genera-  Low risk Judgement comment: "site- and risk-specific block randomisation to interven-
tion (selection bias) tion or usual care was conducted. Investigators and field workers were blinded
to the block size".
Allocation concealment Low risk Judgement comment: "a computer-generated randomisation scheme consid-
(selection bias) ered all possible risk combinations within each of the recruitment sites. Re-
cruitment staff at each site called in the details of the risk profile for a new re-
cruit, and the assignment was generated centrally by the data co-ordinating
centre. When a woman completed the baseline interview and was ready for
randomisation, the recruitment staff would call the data co-ordinating centre,
where the participant’s assignment was determined".
Blinding of participants Unclear risk Judgement comment: site- and risk-specific block randomisation to interven-
and personnel (perfor- tion or usual care was conducted. Investigators and field workers were blinded
mance bias) to the block size, yet it is not clear whether participants were blinded.
All outcomes
Blinding of outcome as- Low risk Judgement comment: "telephone interviewers and their supervisors were
sessment (detection bias) blinded to the participants’ randomisation group. Research staff maintained
All outcomes confidentiality when communicating with participants outside the clinic set-
ting".
Incomplete outcome data  Low risk Judgement comment: attrition and exclusions were adequately described. A
(attrition bias) separate paper was published about recruitment and retention rates.
All outcomes
Selective reporting (re- Unclear risk Judgement comment: all outcomes described in the methods section were ad-
porting bias) equately collected, analysed and reported in the results section of the main
published trial. However, there was insufficient or unclear evidence from ei-
ther the trial protocol or trial registry sites to assess this domain.
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Other bias

Low risk Judgement comment: none

Kokka 2019

Study characteristics

Methods

Trial design: RCT

Trial grouping: parallel group

Assessment modality (e.g. face-to-face, telephone, online): face-to-face
Conflict of interest of trial authors: none declared

Funding for trial: the trial author(s) received no financial support for the research, authorship, and/or
publication of this article.

Primary outcomes: Depression, Anxiety, and Stress Scale (DASS-21), Perceived Stress Scale 14
(PSS-14), self-esteem, Spiritual Well-Being Scale, Women Abuse Screening Tool (WAST), Self-Efficacy
Scale, Coping Orientation to Problems Experienced (COPE),

Randomisation method: eligible women were randomly allocated in intervention and control group,
using the random number generator (random.org). The trial complied fully with the Declaration of
Helsinki guidelines.

Secondary outcomes: NR

Timing of outcome measurements: all women were assessed using self-reported questionnaires pre-
and post-intervention by A.K. and M.M. researchers

Total duration of trial: January 2015-June 2015

Type of analysis: demographics and baseline group characteristics are presented as means, SD, and
absolute and proportion values. Group comparisons were performed with Pearson’s Chi2 and the
Mann-Whitney U tests.

Types of participants: women currently being victims of physical, psychological, sexual, or combined
abuse (present and past)

ITT analyses: NR

Participants

Baseline characteristics
Experimental intervention

« Age:M=47.23years, SD=9.96

« Ethnicity: NR

« Employment: 14 (46.7%) unemployed

« Education: high school 15 (50%)

+ Relationship status: 18 (60%) married

« Gender (% women): 100

« Dependent children: NR

« Number analysed (data analysis at post-treatment stage): 30
« Number of participants eligible assigned: 30

« Number of participants dropped out (by final follow-up): 0
« Comorbidities: NR

« Experience of IPV: all included women were currently being victims of physical, psychological, sexual,
or combined abuse (present and past), mean abuse 18.5, SD (2)
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Experience of other types of violence and abuse: NR
Remuneration: NR
Financial dependence (on partner): NR

Comparator intervention

Age: M =48.77 years, SD = 8.90

Ethnicity: NR

Employment: 7 (23.3%) unemployed

Education: high school 18 (60%)

Relationship status: 20 (66.7%) married

Gender (% women): 100

Dependent children: NR

Number analysed (data analysis at post-treatment stage): 30
Number of participants eligible assigned: 30

Number of participants dropped out (by final follow-up): 0
Comorbidities: NR

Experience of IPV: all included women were currently being victims of physical, psychological, sexual,
or combined abuse (present and past), mean abuse 17.3, SD (3.2)

Experience of other types of violence and abuse: NR
Remuneration: NR
Financial dependence (on partner): NR

Total sample

Age: NR

Ethnicity: NR

Employment: NR

Education: NR

Relationship status: NR

Gender (% women): 100

Dependent children: NR

Number analysed (data analysis at post-treatment stage): 60
Number of participants eligible assigned: 60

Number of participants dropped out (by final follow-up): 0
Comorbidities: NR

Experience of IPV: all included women were currently being victims of physical, psychological, sexual,
or combined abuse (present and past)

Experience of other types of violence and abuse: NR
Remuneration: NR
Financial dependence (on partner): NR

Included criteria: (a) currently being victims of physical, psychological, sexual, or combined abuse
(present and past); (b) age 18-70; and (c) literate in Greek

Excluded criteria: exclusion criteria were (a) substance abuse (as ascertained by the available official
medical records), (b) use of tricyclic antidepressants or diagnosis with any major psychiatric disorder,
and (c) being under cortisone treatment for any reason.

Pretreatment: 3 significant differences were found between intervention and control group in terms of
percentage of caregiver, working status and income satisfaction.

Number eligible: 60

Number ineligible: NR

Number of eligible people consented: 60
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Number of eligible people recruited: 60

Recruitment setting of participants (e.g. healthcare setting, community setting, shelter setting):
community

Sample power calculation: NR
Total number of participants approached: NR
Total number of participants within all groups: 60

Number declined to participate: NR (although none withdrew from the trial)

Interventions Intervention characteristics
Experimental intervention

« Brief description (rationale, main components): stress management and health promotion pro-
gramme with a focus on relaxation, cognitive reconstruction and gratitude techniques.

« Type of intervention: stress management

+ Mode of delivery (how): 8 sessions. In the first session, the initial assessment took place: Question-
naires were distributed and completed, and the participants were given all the necessary informa-
tion about the programme structure. During this session, an informative lecture on stress, lifestyle,
and physical exercise was given. Women were also provided with details on where current literature
was available and were given a practical guide and a pedometer to monitor their progress. During
the second session, women were trained in biofeedback-assisted abdominal breathing (using the
Nexus® system). They were encouraged to implement relaxation breathing (RB) twice/day (morning
and evening). In the third session, the intervention group was introduced to another stress manage-
ment technique, progressive muscular relaxation (PMR). Training was performed with the aid of a CD
under the presence of the researchers. Women were also advised to implement PMR twice a day. Dur-
ing the next session, the intervention group was introduced to cognitive reconstruction and gratitude
techniques. Besides information, women were provided with specific exercises (e.g. positive aspects
of themselves). The next session included dietary counseling and encouragement to comply with the
stress management programme. The 6th session was about training and implementation of guided
imagery. Instructions were given via CD in the presence of the researchers. The forthcoming session
goal was to discuss the progress as perceived by each participant regarding the relaxation techniques,
to encourage compliance, and to solve possible questions. During the last session, participants com-
pleted the final measurements and returned their progress notes, where they recorded their physi-
cal activity (pedometer indications) and frequency of implementing the taught relaxation techniques
(maximum 112).

« Frequency and duration of delivery (when and how much): 1 h/week for 8 weeks

» Level of mental health training of person delivering the intervention: NR

« Fidelity assessment: NR, although mentioned that "After the initiation of the trial, no change of the
initial protocol took place".

« Intervention model: NR

« Person delivering the intervention (who provided the intervention): therapist, self-directed or com-
bined: combined

« Intervention location (where): the interventions were conducted at the university establishments
such as at the establishments of specialised centres.

« Tailoring of intervention (personalised, titrated or adapted): NR

« Intervention modifications (during the trial): after the initiation of the trial, no change of the initial
protocol took place.

« Maintechniques of intervention: stress management techniques, relaxation, cognitive reconstruction
and gratitude techniques

« Intervention manual: NR

+ Intervention attendance: NR

« CCDAN psychological therapies: other psychologically-orientated interventions
« Intensity of intervention: = 5 sessions

» Person delivering the intervention: non-healthcare workers
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+ Gender of therapist: NR
Comparator intervention

« Brief description (rationale, main components): waiting list

« Type of intervention: waiting list (At the end of the intervention, the control group was provided with
all the Compact Disks (CDs) of the relaxation techniques).

Outcomes Perceived stress

« Outcome type: continuous outcome

« Reporting: fully reported

« Scale: Perceived Stress Scale 14 (PSS-14).
« Direction: lower is better

Self-esteem

« Outcome type: continuous outcome

« Reporting: fully reported

« Scale: Darviri and Varvogli “Self-Esteem Assessment Questionnaire.’
« Direction: higher is better

3

Women Abuse Screening Tool (WAST).

« Outcome type: continuous outcome

+ Reporting: fully reported

« Scale: Women Abuse Screening Tool (WAST)
« Direction: lower is better

Self-efficacy

« Outcome type: continuous outcome
» Reporting: fully reported

« Scale: Self-Efficacy Scale
 Direction: Higher is better

Depression

« Outcome type: continuous outcome
» Reporting: fully reported

+ Scale: BDI

« Direction: lower is better

Dropouts from treatment

« Outcome type: dichotomous outcome
« Reporting: fully reported
 Direction: lower is better

Identification Sponsorship source: NR
Country: Greece
Setting: community

Comments: the aim of the present trial was to investigate the effectiveness of a stress management
programme regarding mitigating psychological repercussions in women who experience IPV

Trialauthors: Anastasia Kokka, Maria Mikelatou, Georgia Fouka, Liza Varvogli, George P. Chrousos, and
Christina Darviri
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Institution: University of Athens

Email: cdarviri@yahoo.com

Address: School of Medicine, University of Athens, Soranou Ephessiou Str., 4, Athens GR-115-27,

Greece.

Trial title (main outcome publication): Stress management and health promotion in a sample of
women with intimate partner violence: a randomised controlled trial

Registered trial protocol ID: NR

Notes Analysis of any cost/benefit measures: NR
Process evaluation: NR
Summary of participants' views about the intervention: NR
Adverse events (harm) related to participation: NR
Risk of bias
Bias Authors' judgement  Support for judgement
Random sequence genera-  Unclear risk Judgement comment: this was a 2-armed, parallel group, RCT with a 1:1 al-
tion (selection bias) location ratio of female violence survivor to intervention and control group.
However, there is no further information to assess random sequence genera-
tion.
Allocation concealment High risk Judgement comment: there is not sufficient evidence of allocation conceal-
(selection bias) ment.
Blinding of participants High risk Judgement comment: the trial was not blind
and personnel (perfor-
mance bias)
All outcomes
Blinding of outcome as- High risk Judgement comment: all women were assessed using self-reported question-
sessment (detection bias) naires pre- and post-intervention by A.K. and M.M. researchers
All outcomes
Incomplete outcome data  Low risk Judgement comment: no dropout was recorded in either group.
(attrition bias)
All outcomes
Selective reporting (re- Unclear risk Judgement comment: there was insufficient information to assess selective re-
porting bias) porting.
Other bias High risk Judgement comment: this trial has a number of limitations regarding both tri-
al procedures and sample size, which was relatively small.
Koopman 2005
Study characteristics
Methods Trial design: RCT
Trial grouping: parallel group
Psychological therapies for women who experience intimate partner violence (Review) 141

Copyright © 2020 The Cochrane Collaboration. Published by John Wiley & Sons, Ltd.


mailto:cdarviri@yahoo.com

: Cochrane Trusted evidence.
= L- b Informed decisions.
1 iprary Better health. Cochrane Database of Systematic Reviews

Koopman 2005 (Continued)

Assessment modality (e.g. face-to-face, telephone, online): each potential participant initiated con-
tact with the research assistant, who then conducted a brief screening interview by telephone to en-
sure that she met all of the inclusion criteria.

Conflict of interest of trial authors: none declared
Funding for trial: Drs Bala Manian and Tasneem Ismailji

Primary outcomes: Bodily Pain Scale of the SF-36 Health Survey, BDI, PTSD Checklist-Specific Version
(PCL-S)

Randomisation method: each participant was randomly assigned to either the expressive writing con-
dition in which she wrote about the most stressful event(s) of her life or to the neutral writing condition
in which she wrote about her daily schedule.

Secondary outcomes: NR

Timing of outcome measurements: after each woman provided informed consent for her participa-
tion, she completed the questionnaires assessing demographic characteristics, bodily pain and depres-
sion and PTSD symptoms. Each woman completed 4 writing sessions, scheduled at weekly intervals.
Follow-up assessment conducted 4 months following the conclusion of the writing intervention

Total duration of trial: NR
Type of analysis: descriptive statistics, multiple regression analysis
Types of participants: women who had survived IPV

ITT analyses: NR

Participants Baseline characteristics
Experimental intervention

« Age:NR

« Ethnicity: NR

« Employment: NR

« Education: M=16.8 years,SD=3.0

 Relationship status: 28% married

« Gender (% women): 100

« Dependent children: NR

« Number analysed (data analysis at post-treatment stage): 25
« Number of participants eligible assigned: NR

« Number of participants dropped out (by final follow-up): NR
« Comorbidities: NR

« Experience of IPV: NR

« Experience of other types of violence and abuse: NR

» Remuneration: Each participant received USD 50 compensation upon completion of the 4-month fol-
low-up assessment.

« Financial dependence (on partner): NR
Comparator intervention

« Age:NR

« Ethnicity: NR

« Employment: NR

« Education: M= 14.8 years,SD=1.9
« Relationship status: 9% married

« Gender (% women): 100

« Dependent children: NR
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Number analysed (data analysis at post-treatment stage): 22
Number of participants eligible assigned:

Number of participants dropped out (by final follow-up):
Comorbidities: NR

Experience of IPV: NR

Experience of other types of violence and abuse: NR

Remuneration: Each participant received USD 50 compensation upon completion of the 4-month fol-
low-up assessment.

Financial dependence (on partner): NR

Total sample

Age: M =36.5 years,SD=8.9
Ethnicity: white/European American (68%), Latina/Hispanic (13%), Middle Eastern (6%), African Amer-
ican (6%), Asian American (2%) and other (4%)

Employment: full time: 43%, part time: 21%, unemployed: 36%. 60% of the sample reported a house-
hold income under USD 40,000

Education: education ranged from completing high school to completing graduate school, with a me-
dian of having completed some college

Relationship status: only 19% of women were currently married or living with a new partner; whereas
38% were single, 15% separated, 17% divorced and 11% described their relationship status as ‘other’.

Gender (% women): 100

Dependent children: 60% did not have children, 32% had 1 or 2 children and 8% had = 3 children
Number analysed (data analysis at post-treatment stage): 47

Number of participants eligible assigned: 59

Number of participants dropped out (by final follow-up): 12

Comorbidities: NR

Experience of IPV: the kinds of IPV that women reported were quite severe: 83% had been slapped, hit
or punched, 79% had been pushed or shoved, 50% had been choked, 46% had been kicked, 46% had
been raped and 16% had been threatened with a weapon

Experience of other types of violence and abuse: NR

Remuneration: each participant received USD 50 compensation upon completion of the 4-month fol-
low-up assessment.

Financial dependence (on partner): NR

Included criteria: inclusion criteria included having been a victim of IPV, being > 18 years of age and
the ability to converse and write in English. Thus, we included women who had been abused in dating
relationships in which they were not living with the abusive partner as well as women who had lived

with their partners. Also, each woman was required to be living in conditions that she judged as provid-

ing herself safety from the abuse, as this trial’s intervention was not considered to be appropriate for
addressing the safety issues of women who were currently involved in abusive relationships.

Excluded criteria: women were excluded from this trial if they had been romantically involved with
their abusive partners within the previous 30 days or if they had lived with them within the previous 6
months.

Pretreatment: 2 significant differences were found, with 28% of the women in the expressive writing
group married, compared to 9% of the neutral writing group, and with the women in the expressive
writing group significantly higher (P =0.01) in completed education (mean = 16.8 years, SD = 3.0) com-
pared with the control group (mean = 14.8 years, SD = 1.9)

Number eligible: NR

Number ineligible: NR

Number of eligible people consented: 59

Number of eligible people recruited: 59

Psychological therapies for women who experience intimate partner violence (Review)
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Recruitment setting of participants (e.g. healthcare setting, community setting, shelter setting):
community

Sample power calculation: NR

Total number of participants approached: NR

Total number of participants within all groups: 47

Number declined to participate: NR

Interventions Intervention characteristics

Experimental intervention

Brief description (rationale, main components): a number of studies have focused on the benefits
of expressive writing in healthy populations. This approach of repeated narrative construction pro-
motes cognitive processing of the event. Such cognitive processing should convert traumatic mem-
ories into normal memories, whose emotional intensity fades over time, resulting in less intrusive
thoughts, increased emotion regulation and decreased autonomic arousal linked to activation of
stressful thoughts and memories. For the expressive writing task, women were instructed to explore
their deepest emotions and feelings

Type of intervention: expressive writing

Mode of delivery (how): these instructions were inserted within a journal that each woman used for
all of her writing sessions. Each woman was asked to do the writing without discussing it with the
research assistant

Frequency and duration of delivery (when and how much): each writing session was 20 min in duration
and each woman completed 4 writing sessions, scheduled at weekly intervals.

Level of mental health training of person delivering the intervention: as a precaution, our research
team included a clinical licensed psychologist (CC) who was available on a beeper for a preliminary
evaluation and possible referral of any woman who was traumatised by the writing intervention

Fidelity assessment: the writing sessions were strictly timed by the research assistant to standardise
their length. All writing sessions occurred with the research assistant present, which assured adher-
ence to the task of writing

Intervention model: NR

Person delivering the intervention (who provided the intervention): therapist, self-directed or com-
bined: combined

Intervention location (where): at the preference of each woman, these writing sessions were either
done in a university office or at a coffee shop or restaurant near the participant’s residence.

Tailoring of intervention (personalised, titrated or adapted): NR
Intervention modifications (during the trial): NR

Main techniques of intervention: writing

Intervention manual: NR

Intervention attendance: NR

CCDAN psychological therapies: humanistic therapies

Intensity of intervention: up to 4 sessions

Person delivering the intervention: healthcare workers

Gender of therapist: NR

Comparator intervention

Brief description (rationale, main components): the neutral writing task, women were asked to write
about how they used their time and were further instructed: ‘l am not interested in your emotions or
opinions. Rather be as objective as possible.’

Type of intervention: neutral writing

Outcomes Depression

Outcome type: continuous outcome

Psychological therapies for women who experience intimate partner violence (Review) 144
Copyright © 2020 The Cochrane Collaboration. Published by John Wiley & Sons, Ltd.



: Cochrane Trusted evidence.
= L- b Informed decisions.
1 iprary Better health. Cochrane Database of Systematic Reviews

Koopman 2005 (Continued)

« Reporting: fully reported
« Scale: BDI
« Direction: lower is better

PTSD

« Outcome type: continuous outcome

« Reporting: fully reported

« Scale: PTSD Checklist-Specific Version
« Direction: lower is better

Dropouts from treatment

« Outcome type: dichotomous outcome
« Reporting: fully reported
» Direction: lower is better

Identification

Sponsorship source: Drs Bala Manian and Tasneem Ismailji
Country: USA

Setting: community

Comments: San Francisco Bay Area of California

Trialauthors: Cheryl Koopman, Tasneem Ismailji, Danielle Holmes, Catherine C. Classen, Oxana Palesh,
& Talor Wales

Institution: Stanford University School of Medicine
Email: Koopman@stanford.edu

Address: Department of Psychiatry and Behavioral Sciences, Stanford University, Stanford, CA 94305-
5718, USA

Trial title (main outcome publication): The effects of expressive writing on pain, depression and
posttraumatic stress disorder symptoms in survivors of intimate partner violence

Registered trial protocol ID: NR

Notes Analysis of any cost/benefit measures: NR
Process evaluation: NR
Summary of participants' views about the intervention: NR
Adverse events (harm) related to participation: as a precaution, our research team included a clini-
cal licensed psychologist (CC) who was available on a beeper for a preliminary evaluation and possible
referral of any woman who was traumatised by the writing intervention. Fortunately, this did not occur.
Risk of bias
Bias Authors' judgement Support for judgement

Random sequence genera-
tion (selection bias)

High risk Judgement comment: "59 women in the San Francisco Bay Area of California
were recruited through fliers, newspaper advertisements, and electronic bill-
board postings. Each participant was randomly assigned to either the expres-
sive writing condition in which she wrote about the most stressful event(s) of
her life or to the neutral writing condition in which she wrote about her daily
schedule". However, no further information mentioned about randomisation
method and sequence generation.
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Allocation concealment Unclear risk Judgement comment: "47 women completed baseline and 4-month follow-up

(selection bias) assessments and were randomly assigned to 4 writing sessions of either ex-
pressive writing focused on traumatic life events or writing about a neutral
topic, which the participant completed individually". However, allocation con-
cealment remains unclear.

Blinding of participants Unclear risk Judgement comment: "each woman was asked to do the writing without dis-

and personnel (perfor- cussing it with the research assistant, to ensure that the intervention was re-

mance bias) stricted to the writing and also to keep the research assistant blind to the writ-

All outcomes ing instructions condition to which each woman was assigned". However,
there is no further information to assess the blinding of participants and per-
sonnel.

Blinding of outcome as- Unclear risk Judgement comment: "after each woman provided informed consent for her

sessment (detection bias) participation, she completed the questionnaires assessing demographic char-

All outcomes acteristics, bodily pain and depression and PTSD symptoms". However, no fur-
ther information mentioned about blinding outcome assessors.

Incomplete outcome data  Low risk Judgement comment: attrition and exclusions were adequately described. At

(attrition bias) a follow-up assessment conducted 4 months following the conclusion of the

All outcomes writing intervention, 47 of the 59 women (an 80% follow-up rate) completed
reassessments of their symptoms of pain, depression, and PTSD. All measures
mentioned in the method section were collected, analysed and reported in the
results section. Although, there was no published trial protocol, this risk ap-
pears to be low.

Selective reporting (re- Unclear risk Judgement comment: all outcomes described in the methods section were ad-

porting bias) equately collected, analysed and reported in the results section of the main
published trial. However, there was insufficient or unclear evidence from ei-
ther the trial protocol or trial registry sites to assess this domain.

Other bias Low risk Judgement comment: no other biases detected

Kubany 2004
Study characteristics
Methods Trial design: randomised treatment-outcome experiment

Trial grouping: parallel group
Assessment modality (e.g. face-to-face, telephone, online): face-to-face and telephone
Conflict of interest of trial authors: none declared

Funding for trial: this trial was support by Grant N980207 from the TriService Nursing Research Group,
Department of Defense

ITT analyses: yes

Primary outcomes: Clinician-Administered PTSD Scale; Distressing Event Questionnaire; Beck Depres-
sion Inventory; Rosenberg Self-Esteem Scale;

Randomisation method: every 2 consecutive women determined to be eligible were randomly as-
signed either to an immediate CTT-BW condition or to a delayed CTT-BW condition

Secondary outcomes: TSources of Trauma-Related Guilt Survey—Partner Abuse Version; Personal
Feelings Questionnaire; Client Satisfaction Questionnaire
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Timing of outcome measurements: baseline, post-treatment, 3-months' follow-up and 6 months' fol-
low-up

Total duration of trial: NR

Type of analysis: Descriptivr statistics, ANOVA, MANOVA,

Types of participants: participants included 125 formerly battered women, most of whom were re-
ferred by victim services agencies that serve battered women in Hawaii

Participants

Baseline characteristics

Experimental intervention

Age: NR

Ethnicity: NR
Employment: NR
Education: NR
Relationship status: NR
Gender (% women): 100
Dependent children: NR

Number analysed (data analysis at post-treatment stage): 45

Number of participants eligible assigned: 46

Number of participants dropped out (by final follow-up): 14

Comorbidities: NR

Experience of IPV: NR

Experience of other types of violence and abuse: NR
Remuneration: NR

Financial dependence (on partner): NR

Comparator intervention

Age: NR

Ethnicity: NR
Employment: NR
Education: NR
Relationship status: NR
Gender (% women): 100
Dependent children: NR

Number analysed (data analysis at post-treatment stage): 39

Number of participants eligible assigned: 40

Number of participants dropped out (by final follow-up): 10

Comorbidities: NR

Experience of IPV: NR

Experience of other types of violence and abuse: NR
Remuneration: NR

Financial dependence (on partner): NR

Total sample

Age: M =42.2 years, SD=10.1

Ethnicity: participants’ ethnic backgrounds were diverse and included white (n =66), Native Hawaiian
(n=11), Filipino (n =9), Japanese (n 8), Black (n =6), Samoan (n =6), American Indian (n =2), and other

or mixed ethnicity (n =17)
Employment: NR

Education: participants’ levels of education ranged from 5th grade to a doctorate, with a mean of 13.5

years (SD =2.4)
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« Relationship status: NR

« Gender (% women): 100

« Dependent children: NR

« Number analysed (data analysis at post-treatment stage): 84

« Number of participants eligible assigned: 86

« Number of participants dropped out (by final follow-up): 24

« Comorbidities: NR (although descriptives provided about specific types of traumatic events)

» Experience of IPV: all participants had been physically, sexually, and/or psychologically abused (e.g.
threatened, stalked, badgered, humiliated) by an intimate or romantic partner. 68% of the sample
(n 85) reported having been physically hurt by intimate partners > 5 times, and 51% (n 64) had been
physically hurt by > 1 intimate partner

« Experience of other types of violence and abuse: most participants reported histories of multiple
traumatizations in addition to partner abuse. Participants reported experiencing intense fear, help-
lessness, or horror in response to a mean 9.0 (SD = 4.2) types of events listed on the Traumatic Life
Events Questionnaire

» Remuneration: NR
« Financial dependence (on partner): NR

Included criteria: women qualified for participation if they (a) had been out of an abusive relationship
for at least 30 days with no intention of reconciling, (b) had not been physically or sexually abused or
stalked by anyone for at least 30 days, (c) met diagnostic criteria for partner abuse-related PTSD, (d) ob-
tained a score on the Global Guilt Scale of the TRGI reflecting at least moderate abuse-related guilt, ()
were not currently abusing alcohol or drugs, and (f) did not have schizophrenia or bipolar disorder

Excluded criteria: NR

Pretreatment: there were no significant differences on any of the comparisons, suggesting that ran-
dom assignment was effective in cancelling out error related to relevant measured variables.

Number declined to participate: NR
Number eligible: NR

Number ineligible: NR

Number of eligible people consented: 125
Number of eligible people recruited: NR

Recruitment setting of participants (e.g. healthcare setting, community setting, shelter setting):
community (most of whom were referred by victim services agencies that serve battered women in
Hawaii)

Sample power calculation: NR
Total number of participants approached: NR

Total number of participants within all groups: 125

Interventions Intervention characteristics
Experimental intervention

« Brief description (rationale, main components): cognitive trauma therapy for battered women with
PTSD, a psycho-educational, multi-component, cognitive-behavioral intervention aimed at alleviat-
ing PTSD, depression, guilt, shame, and negative self-esteem in formerly battered women

« Type of intervention: cognitive trauma therapy

« Mode of delivery (how): individual-therapy format

« Frequency and duration of delivery (when and how much): cognitive trauma therapy for battered
women (CTT-BW) was conducted in a 2-session/week, individual-therapy format—designed forimple-
mentation in 8-11 sessions of 1.5 h for most clients
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Level of mental health training of person delivering the intervention: CTT-BW was conducted by Ed-
ward S. Kubany and 6 other individuals - 1 man and 5 women - who were trained to conduct CTT-BW by
him. The man is a clinical psychologist with postdoctoral training in PTSD. Among the women, 2 have
advanced degrees in nursing, one has a master’s degree in counselling psychology and also works
as a victim witness advocate, and 2 have baccalaureate degrees and several years of experience in
the field of domestic violence as counsellors and educators. All the CTT-BW therapists had completed
multi-day workshops on domestic violence

Fidelity assessment: all therapy sessions were audio-taped. Using CTT-BW therapist-adherence rating
scales, therapist adherence ratings were obtained for 60 therapy sessions (approximately 7.5% of all
sessions)

Intervention model: cognitive-behavioral model

Person delivering the intervention (who provided the intervention): therapist, self-directed or com-
bined: therapist

Intervention location (where): NR

Tailoring of intervention (personalised, titrated or adapted): self-monitoring recording form used to
address negative self-talk each day

Intervention modifications (during the trial): NR

Main techniques of intervention: the main treatment components in CTT-BW include (1) exploration
of partner abuse history and exposure to other trauma; (2) psycho education on PTSD; (3) negotiation
of imaginal and invivo exposure homework; (4) psycho-education on maladaptive self-talk; (5) stress
management and relaxation training; (6) cognitive therapy for trauma-related guilt; (7) psycho-edu-
cation on assertiveness and responses to verbal aggression; (8) managing unwanted contacts with
former partners; (9) learning to identify potential perpetrators and avoid re-victimisation; and (10)
psycho-education on positive coping strategies that focus on self-advocacy and self-empowerment
(e.g. placing oneself first, decision-making that promotes self interest

Intervention manual: CTT-BW was conducted following a preliminary 55-page procedural manual and
30-page therapist-client workbook

CCDAN psychological therapies: third-wave CBTs

Intervention attendance: the 46 women who completed immediate CTT-BW received between 8 and
17 therapy sessions, with a mean of 9.5 sessions (SD = 1.6) and a mode of 9 sessions

Intensity of intervention: = 5 sessions

Person delivering the intervention: healthcare workers

Gender of therapist: 80% female

Comparator intervention

Brief description (rationale, main components): delayed treatment
Type of intervention: waiting list

Outcomes Depression

Outcome type: continuous outcome
Reporting: fully reported

Scale: BDI

Direction: lower is better

PTSD

Outcome type: continuous outcome
Reporting: fully reported

Scale: Clinician Administered PTSD Scale
Direction: lower is better

Dropouts from treatment

Outcome type: dichotomous outcome
Reporting: fully reported
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« Direction: lower is better

Identification

Sponsorship source: this trial was supported by Grant N980207 from the TriService Nursing Research
Group, Department of Defense. The trial is also based on work supported in part by the Office of Re-
search and Development, Department of Veterans Affairs, Honolulu, Hawaii

Country: USA
Setting: community

Comments: participants included 125 formerly battered women, most of whom were referred by vic-
tim services agencies that serve battered women in Hawaii

Trialauthors: Kubany ES, Hill EE, Owens JA, lannce-Spencer C, McCaig MA, Tremayne KJ, & Williams PL

Institution: National Center for Posttraumatic Stress Disorder (PTSD), Department of Veterans Affairs,
Honolulu, Hawaii

Email: kubany@hawaii.rr.com

Address: National Center for PTSD, Pacific Islands Division, Department of Veterans Affairs, 1132 Bish-
op Street, Suite 307, Honolulu, HI 96813.

Title (main 'outcome' publication): Cognitive trauma therapy for battered women with PTSD (CTT-
BW)

Registered trial protocol ID: NR

Notes

Analysis of any cost/benefit measures: NR

Process evaluation: therapist adherence to the CTT-BW protocol was assessed using CTT-BW thera-
pist-adherence rating scales. In addition, the Client Satisfaction Questionnaire assessed post-service
client satisfaction. However, there was insufficient information to assess how the researchers assessed
processes related to how the intervention was implemented and the observed treatment effect.

Summary of participants' views about the intervention: the percentage of participants who were
maximally satisfied with services received (on the basis of CSQ-8 scores of 32) was 64%, 67%, and 72%
at post-test, 3-month follow-up, and 6-month follow-up, respectively. However, there was insufficient
information about participants' qualitative comments and views about the intervention.

Adverse events (harm) related to participation: NR

Risk of bias

Bias

Authors' judgement Support for judgement

Random sequence genera-  High risk Judgement comment: "participants included 125 formerly battered women,

tion (selection bias) most of whom were referred by victim services agencies that serve battered
women in Hawaii". There is no evidence of sequence generation.

Allocation concealment High risk Judgement comment: "every 2 consecutive women determined to be eligible

(selection bias) were randomly assigned either to an immediate CTT-BW condition or to a de-
layed CTT-BW condition". No further information provided about allocation
concealment.

Blinding of participants Unclear risk Judgement comment: there is insufficient information about the blinding of

and personnel (perfor- participants and personnel.

mance bias)

All outcomes

Blinding of outcome as- Low risk Judgement comment: the assessors were blind to participants’ condition as-

sessment (detection bias)

signments, and none served as therapists in the trial.
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All outcomes

Incomplete outcome data  Low risk Judgement comment: attrition and exclusions were reasonably described,
(attrition bias) however, reasons for dropouts were not adequately described. Of 63 women
All outcomes assigned to the immediate CTT-BW condition, 4 did not start treatments, and

13 did not complete treatment. Of 62 women assigned to the delayed CTT-
BW condition, 14 did not start treatment (10 dropped out before their second
pre-therapy assessment) and 13 did not complete treatment. Neverthelss, ITT
analysis was conducted to examine effects of attrition.

Selective reporting (re- Unclear risk Judgement comment: all outcomes described in the methods section were ad-

porting bias) equately collected, analysed and reported in the results section of the main
published trial. However, there was insufficient or unclear evidence from ei-
ther the trial protocol or trial registry sites to assess this domain.

Other bias Low risk Judgement comment: none

Michalopoulou 2015

Study characteristics

Methods Trial design: RCT
Trial grouping: parallel group
Assessment modality (e.g. face-to-face, telephone, online): face-to-face
Conflict of interest of trial authors: NR
Funding for trial: NR
Primary outcomes: Perceived Stress Scale, Health Locus of Control, BDI, Ways of Coping Checklist

Randomisation method: participants were randomised to the intervention or control group according
to a list of random permutations prepared by computer-generated blocked randomisation (www.ran-
dom.org). Randomisation, baseline, and final measurements were not blinded.

Secondary outcomes: NR

Timing of outcome measurements: after obtaining written consent, the research assistant adminis-
tered the baseline survey.The last measurement assessment after the 8-week follow-up period took
place in July 2013 (recruitment stopped in May 2013 after reaching a total of 34 eligible patients)

Total duration of trial: September 2012-July 2013

Type of analysis: for group comparisons, Pearson’s Chi2, student’s t-test, or the Mann-Whitney U-test
were used according to normality

Types of participants: most of the participants were middle-aged and married with children. Further-
more, most of them completed secondary education, were employed, and were smokers.

ITT analysis: NR

Participants Baseline characteristics
Experimental intervention

« Age (median, min-max): 41 years (19-55)
« Ethnicity: NR
« Employment: employed 6, 37.5%
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Education: primary, 1 (6.3%); secondary, 13 (81.2%); tertiary, 2 (12.5%)
Relationship status: 9 (56.3%) married

Gender (% women): 100

Dependent children: 13 (81.3%) reported having children

Number analysed (data analysis at post-treatment stage): 16

Number of participants eligible assigned: 17

Number of participants dropped out (by final follow-up): 1
Comorbidities: NR

Experience of IPV: NR

Experience of other types of violence and abuse: Perceived Stress Scale Score was 29.50 (21-42); no

other types of violence and abuse reported
Remuneration: relaxation CD
Financial dependence (on partner): NR

Comparator intervention

Age (median, min-max): 38 years (24-66)

Ethnicity: NR

Employment: employed 12, 66.7%

Education: primary, 11 (11.1%); secondary, 9 (50%), tertiary, 7 (38.9%)
Relationship status: 6 (33.3%) married

Gender (% women): 100

Dependent children: 12 (66.7%) reported having children
Number analysed (data analysis at post-treatment stage): 18
Number of participants eligible assigned: 18

Number of participants dropped out (by final follow-up): 0
Comorbidities:

Experience of IPV: NR

Experience of other types of violence and abuse: Perceived Stress Scale Score was 25 (17- 40); no other

types of violence and abuse reported
Remuneration: relaxation CD
Financial dependence (on partner): NR

Total sample

Age (median, min-max): most of the participants were middle-aged
Ethnicity:

Employment:

Education: most of participants completed secondary education
Relationship status: most of the participants were married with children
Gender (% women):

Dependent children:

Number analysed (data analysis at post-treatment stage): 34
Number of participants eligible assigned: 35

Number of participants dropped out (by final follow-up): 1
Comorbidities:

Experience of IPV: all participants who self-identified as verbally, emotionally, physically, and/or sex-

ually abused by a man were invited to participate
Experience of other types of violence and abuse:
Remuneration: relaxation CD

Financial dependence (on partner): NR

Included criteria: all participants who self-identified as verbally, emotionally, physically, and/or sex-
ually abused by a man were invited to participate. Other inclusion criteria included being > 18 years of
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age, being able to converse and write in Greek, and had been out of an abusive relationship for at least
30 days with no intention of reconciling.

Excluded criteria: potential participants were excluded if they were using psychotropic drugs (e.g. an-
tidepressants, benzodiazepines, antipsychotics, cannabis, or other stimulants) or if they were practic-
ing other relaxation techniques (e.g. yoga, pilates, meditation, psychotherapy).

Pretreatment: there were no significant baseline differences between the 2 trial groups
Number eligible: 35

Number ineligible: 1

Number of eligible people consented: 35

Number of eligible people recruited: 35

Recruitment setting of participants (e.g. healthcare setting, community setting, shelter setting):
healthcare/community

Sample power calculation: NR
Total number of participants approached: 36
Total number of participants within all groups: 34

Number declined to participate: 0

Interventions

Intervention characteristics
Experimental intervention

« Brief description (rationale, main components): relaxation breathing (RB) and progressive muscle re-
laxation (PMR)

« Type of intervention: stress management

« Mode of delivery (how): women who were randomly assigned into the intervention group were trained
in RB and PMR. Both RB and PMR were administered in the form of an audio CD, consisting of 10 min
of RB and 15 min of PMR. Moreover, counselling in the intervention group was provided as soon as a
problem occurred. Counselling interventions were brief and often problem-specific, mainly aimed to
prevent women from IPV.

» Frequency and duration of delivery (when and how much): abused women were instructed to practice
the guided RB-PMR CD twice a day for 8 weeks at home

« Level of mental health training of person delivering the intervention: Not applicable: audio-CD stress
management

« Fidelity assessment: NR
« Intervention model: NR

« Person delivering the intervention (who provided the intervention): therapist, self-directed or com-
bined: combined

« Intervention location (where): the trial was conducted at a non-government organisation called Fron-
tida, a family violence unit of Athens. Each woman consulted in a private room with the researcher

« Tailoring of intervention (personalised, titrated or adapted): NR

« Intervention modifications (during the trial): NR

« Main techniques of intervention: Relaxation Breathing (RB) and Progressive Muscle Relaxation (PMR)
« Intervention manual: NR

« Intervention attendance: NR

» CCDAN psychological therapies: CBT

« Intensity of intervention: = 5 sessions

« Person delivering the intervention: unclear

+ Gender of therapist: NR
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Comparator intervention

« Brief description (rationale, main components): the women in the control group continued to receive
the standard shelter services, including meals, shelter, job searching, legal issues surrounding di-
vorce, and social services appointments

« Type of intervention: standard usual care

Outcomes

Dropouts from treatment

« Outcome type: dichotomous outcome
» Reporting: fully reported
« Direction: lower is better

Identification

Sponsorship source: NR
Country: Greece
Setting: Shelter and family violence unit

Comments: the trial was conducted at a non-government organization called "Frontida", a family vi-
olence unit of Athens and also with the referral of a church located in Loutraki, Korinthos,between
September 2012 and May 2013

Trialauthors: Eleni Michalopoulou, Georgia Tzamalouka, George P. Chrousos, Christina Darviri
Institution: School of Medicine, University of Athens

Email: stressmasterssubmissions@yahoo.gr

Address: School of Medicine, University of Athens, Soranou Ephessiou Str., 4,GR-115-27 Athens, Greece

Trial title (main outcome publication): Stress Management and Intimate Partner Violence: a Random-
ized Controlled Trial

Registered trial protocol ID: NR

Notes Analysis of any cost/benefit measures: NR
Process evaluation: NR
Summary of participants' views about the intervention: NR
Adverse events (harm) related to participation: Despite this, RB-PMR is a simple relaxation tech-
nique for abused women. It should be deemed as highly cost-effective with practice feasibility and no
harm or adverse effects. However the trial did not report adverse events (harm) related to participa-
tion.

Risk of bias

Bias Authors' judgement  Support for judgement

Random sequence genera-
tion (selection bias)

Low risk Judgement comment: "participants were randomised to the intervention or
control group according to a list of random permutations prepared by com-
puter-generated blocked randomisation (www.random.org)".

Allocation concealment High risk Judgement comment: randomisation, baseline, and final measurements were
(selection bias) not blinded. Further, there is no evidence to suggest adequate allocation con-
cealment.
Blinding of participants High risk Judgement comment: randomisation, baseline, and final measurements were
and personnel (perfor- not blinded. There is no evidence about the blinding of participants and per-
mance bias) sonnel.
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All outcomes

Blinding of outcome as- High risk Judgement comment: randomisation, baseline, and final measurements were
sessment (detection bias) not blinded. There is no evidence about the blinding of outcome assessors.
All outcomes

Incomplete outcome data  Low risk Judgement comment: attrition and exclusions were adequately reported
(attrition bias) and all outcome measures mentioned in the method sections were collected,
All outcomes analysed and fully reported in the results section.

Selective reporting (re- Unclear risk Judgement comment: all outcomes described in the methods section were ad-
porting bias) equately collected, analysed and reported in the results section of the main

published trial. However, there was insufficient or unclear evidence from ei-
ther the trial protocol or trial registry sites to assess this domain.

Other bias Low risk Judgement comment: none
Myers 2015

Study characteristics

Methods Trial design: RCT

Trial grouping: parallel group
Assessment modality (e.g. face-to-face, telephone, online): face-to-face

Conflict of interest of trial authors: the trial authors report no financial relationships with commer-
cial interests.

Funding for trial: this trial was funded by K23AA015707 (SN), T32AA013525 (KB, UM), and F31AA018909
(KB). NIAAA (AA015707)

Primary outcomes: CAPS
Randomisation method: NR
Secondary outcomes: NR

Timing of outcome measurements: baseline, mid-treatment (6-weeks), post-treatment, and 3- and 6-
month follow-up

Total duration of trial: NR
Type of analysis: t-tests and Chi? tests, logistic regression, multivariate model
Types of participants: female survivors of IPV

ITT analysis: NR

Participants Baseline characteristics
Experimental intervention

« Age:NR

« Ethnicity: NR

« Employment: NR

« Education: NR
 Relationship status: NR
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Gender (% women): 100

Dependent children: NR

Number analysed (data analysis at post-treatment stage): 14
Number of participants eligible assigned: 31

Number of participants dropped out (by final follow-up): 17
Comorbidities: NR

Experience of IPV: past experience

Experience of other types of violence and abuse:
Remuneration: 25 USD

Financial dependence (on partner): NR

Comparator intervention

Age:NR

Ethnicity: NR

Employment: NR

Education: NR

Relationship status: NR

Gender (% women): 100

Dependent children: NR

Number analysed (data analysis at post-treatment stage): 4
Number of participants eligible assigned: 9

Number of participants dropped out (by final follow-up): 5
Comorbidities: NR

Experience of IPV: past experience

Experience of other types of violence and abuse:
Remuneration: 25 USD

Financial dependence (on partner): NR

Total sample

Age: M =42.23 years, SD =10.48

Ethnicity: white: 24 (55.8%); African American: 5 (11.6%); Hispanic: 10 (27.5%);
Employment: NR

Education: 12.31 years, SD =2.81

Relationship status: NR

Gender (% women): 100

Dependent children: 13 (32.5%)

Number analysed (data analysis at post-treatment stage): 40
Number of participants eligible assigned: 40

Number of participants dropped out (by final follow-up): 22
Comorbidities: NR

Experience of IPV: NR

Experience of other types of violence and abuse: NR
Remuneration: 25 USD

Financial dependence (on partner): NR

Included criteria: participants were: (a) women > 18 years old, (b) at least 1 month out of the abusive
relationship, (c) currently meeting DSM-IV criteria for PTSD, and (d) English-speaking

Excluded criteria: exclusion criteria for women were: (a) moderate or severe cognitive impairment
(mini-mental state examination score of < 18), and (b) history of psychosis or mania not well managed
by pharmacotherapy for the most recent 6-month period.
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Pretreatment: there was no significant difference between Seeking Safety and facilitated twelve-step
in treatment engagement (14 of 31, 45.2% vs 4 of 9, 44.4%, respectively; Chi2 = 0.28, df =1, P> 0.05).
There were also no significant differences between treatment conditions in post-treatment PTSD symp-
toms based on the CAPS (M =50, SD = 26.7 in Seeking Safety; M =45.5, SD = 37.5 in facilitated twelve-
step); t(16) =0.27, P >.05, or in post-treatment percentage of days drinking in the past month (M =
13.23,SD =21.25in Seeking Safety; M = 13.5, SD = 4.95 in facilitated twelve-step); t(16) = 0.025, P > 0.05.
With regard to therapy condition, compared to women who did not engage in Seeking Safety, engagers
were significantly older (P =.012); there were no significant differences in age or other demographics
among women who engaged in facilitated twelve-step compared to dropouts. None of the other demo-
graphics differed significantly by treatment condition.

Number eligible: 40

Number ineligible: 27

Number of eligible people consented: 40
Number of eligible people recruited: 40

Recruitment setting of participants (e.g. healthcare setting, community setting, shelter setting):
community, healthcare

Sample power calculation: NR
Total number of participants approached: 78
Total number of participants within all groups: 40

Number declined to participate: 2

Interventions

Intervention characteristics
Experimental intervention

« Brief description (rationale, main components): Seeking Safety is a present-centred therapy that fo-
cuses on current PTSD and alcohol use symptoms. The treatment has 25 sessions with topics related
to its 5 principles: (1) the first priority is safety; (2) treatment for both disorders is integrated; (3) fo-
cus on ideals; (4) cognitive, behavioral, interpersonal, and case management content areas; and (5)
attention to therapist processes.

« Type of intervention: group therapy (Seeking Safety), individual therapy

« Mode of delivery (how): face-to-face

« Frequency and duration of delivery (when and how much): the 25 therapy sessions were conducted
twice a week over a 12-week period. 90-minute sessions

« Level of mental health training of person delivering the intervention: individual therapists included 2
postdoctoral level psychologists. Group therapy was co-led by a psychologist and a doctoral student
in clinical psychology. Interventions were co-delivered by senior clinicians (e.g. clinical staff or post-
doctoral fellows) and doctoral students

« Fidelity assessment: monitoring occurred via manual review, direct observation, review of audio
recordings, and weekly supervision by the trial principal investigator (S.B.) and co-investigators

« Intervention model: Seeking Safety

« Person delivering the intervention (who provided the intervention): therapist, self-directed or com-
bined: therapist

« Intervention location (where): community-based outpatient clinic

« Tailoring of intervention (personalised, titrated or adapted): NR

« Intervention modifications (during the trial): at the start of the trial, both treatments were delivered
in a group format with cohort admission; however, due to scheduling and recruitment difficulties,
halfway through the trial the format was changed to individual treatment

« Main techniques of intervention:

« Intervention manual: Seeking Safety is a present-centred therapy that focuses on current PTSD and
alcohol use symptoms (Najavits et al., 1998)
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« Intervention attendance: this trial examined differences in baseline characteristics between women
who engaged in treatment (i.e. attended = 25% of 25 psychotherapy sessions)

« CCDAN psychological therapies: third-wave CBTs

« Intensity of intervention: = 5 sessions

» Person delivering the intervention: healthcare workers
« Gender of therapist: NR

Comparator intervention

« Brief description (rationale, main components): the control condition was a manualised facilitated
twelve-step group treatment, modified from Project MATCH. Facilitated twelve-step is a therapist-led
supportive group using a 12-step model, which contains 3 modules designed to cover specific steps
(e.g. step 1-3) over multiple sessions. Participants were encouraged to discuss issues related to absti-
nence from alcohol without any discussion of trauma.

« Type of intervention: minimum intervention

Outcomes

Dropouts from treatment

« Outcome type: dichotomous outcome
« Reporting: fully reported

 Direction: lower is better

« Datavalue: endpoint

Identification

Sponsorship source: this trial was funded by K23AA015707 (SN), T32AA013525 (KB, UM), and
F31AA018909 (KB). NIAAA (AA015707)

Country: USA
Setting: community clinics and agencies

Comments: participants were recruited from University of California, San Diego Outpatient Psychiatry
Service, community clinics and agencies providing services related to intimate partner violence, and
newspaper advertisements.

Trial authors: Ursula S. Myers, M.S., Dr. Kendall C. Browne, Ph.D., and Dr. Sonya B. Norman, Ph.D.

Institution: San Diego State University/University of California, San Diego Joint Doctoral Program in
Clinical Psychology

Email: umyers@ucsd.edu
Address: VA San Diego Healthcare System, 3350 La Jolla Village Drive (116B), San Diego, CA 92161.

Title (main 'outcome' publication): Treatment engagement: female survivors of intimate partner vio-
lence in treatment for PTSD and alcohol use disorder

Registered trial protocol ID: NCT00607412

Notes Analysis of any cost/benefit measures: NR
Process evaluation: NR
Summary of participants' views about the intervention: NR
Adverse events (harm) related to participation: NR
Risk of bias
Bias Authors' judgement Support for judgement
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Myers 2015 (Continued)

Random sequence genera-  Unclear risk Judgement comment: women were randomly assigned to 25, 90-min sessions

tion (selection bias) of either Seeking Safety or facilitated twelve-step. However, no further infor-
mation provided about randomisation methods and sequence generation.

Allocation concealment Unclear risk Judgement comment: there is insufficient information to assess allocation

(selection bias) concealment.

Blinding of participants Unclear risk Judgement comment: there is insufficient information to assess the blinding

and personnel (perfor- of participants and personnel. The trial mentions that the baseline assessment

mance bias) consisted of both structured interviews and self-report measures (detailed be-

All outcomes low) before randomisation to Seeking Safety or facilitated twelve-step. Fur-
ther, at the start of the trial, both treatments were delivered in a group format
with cohort admission; however, due to scheduling and recruitment difficul-
ties, halfway through the trial the format was changed to individual treatment.

Blinding of outcome as- Unclear risk Judgement comment: "the baseline assessment consisted of both structured

sessment (detection bias) interviews and self-report measures before randomisation to Seeking Safety

All outcomes or facilitated twelve-step. Participants were then assessed at mid-treatment
(6-weeks), post-treatment, and 3- and 6-month follow-up". However, there is
insufficient information to assess the blinding of outcome assessors.

Incomplete outcome data  Low risk Judgement comment: attrition and exclusion were adequately reported. This

(attrition bias) paper reports about women who engaged in therapy (treatment engagement),

All outcomes versus those who did not.

Selective reporting (re- Unclear risk Judgement comment: all outcomes described in the methods section were ad-

porting bias) equately collected, analysed and reported in the results section of the main
published trial. However, there was insufficient or unclear evidence from ei-
ther the trial protocol or trial registry sites to assess this domain.

Other bias Unclear risk Judgement comment: there is insufficient information about various aspects
of the trial. Overall, this trial is about the treatment engagement of female sur-
vivors of IPV in treatment for PTSD and alcohol use disorder. Outcome data are
not presented.

Orang 2017
Study characteristics
Methods Trial design: RCT

Trial grouping: parallel group
Assessment modality (e.g. face-to-face, telephone, online): telephone, face-to-face

Conflict of interest of trial authors: the trial authors report no financial relationships with commer-
cial interests

Funding for trial: this trial was funded by K23AA015707 (SN), T32AA013525 (KB, UM), and F31AA018909
(KB). NIAAA(AA015707).

Primary outcomes: Post-traumatic Stress Symptom Scale—Interview, PHQ-9, Perceived Stress Scale-4

Randomisation method: randomisation was implemented with the psych package in R statistical soft-
ware

Secondary outcomes: CAS, LEC Modified Adverse Childhood Experiences, Work and Social Adjustment
Scale, Borderline Symptom List-23
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Timing of outcome measurements: pretreatment and 3- and 6-month follow-up diagnostic interviews

Total duration of trial: each therapy period lasted between 3 and 6 months, due to various cancella-
tions and interruptions, such as IPV occurrence during the therapy, everyday problems, or unexpected
journeys orillness

Type of analysis: the trial hypotheses were examined through the use of mixed designs, with symptom
change as a 3-level repeated measures variable and treatment group as a 2-level between-subject vari-
able for each outcome measure. We tested interactions between within-subject and between-subject
variables to examine different effects of treatment groups over time. Mauchly's tests of sphericity were
calculated for the repeated measures analysis of variance

Types of participants: IPV-affected women with a diagnosis of PTSD

ITT analysis: NR

Participants Baseline characteristics
Experimental intervention

o Age: M =38.04 years, SD =9.69

« Ethnicity: Iranian women

« Employment: working (full- or part-time job) 8, 33.3%

+ Education: under diploma: 10 (41.7%); diploma and above: 14 (58.7%)
« Relationship status: 100% married

« Gender (% women): 100

« Children: number of children: 0: 16.7%; 1 or 2: 58.4%; 3-5: 25%

« Number analysed (data analysis at post-treatment stage): 17

« Number of participants eligible assigned: 24

« Number of participants dropped out (by final follow-up): 7

« Comorbidities: use of physical health medicine (14, 58.3%); use of mental health medicine (5, 20.8%)
+ Experience of IPV: M =50.20, SD = 18.00, past IPV

« Experience of other types of violence and abuse: number of traumatic event type: M (SD) 10.70 (3.36);
childhood abuse intensity M (SD): 13.95 (10.11)

« Remuneration: NR
+ Financial dependence (on partner): NR

Comparator intervention

« Age:M=37.28 years, SD=7.92

 Ethnicity: Iranian women

« Employment: working (full- or part-time job) 9, 42.9%

+ Education: under diploma: 10 (47.6%); diploma and above: 11 (52.4%)
« Relationship status: 100% married

« Gender (% women): 100

« Children: number of children: 0: 4.8%; 1 or 2: 66.7%; 3-5: 28.6%

« Number analysed (data analysis at post-treatment stage): 17

« Number of participants eligible assigned: 21

« Number of participants dropped out (by final follow-up): 4

« Comorbidities: use of physical health medicine (8, 38.1%); use of mental health medicine (8, 38.1%)
« Experience of IPV: M =49.00, SD = 16.18, past IPV

« Experience of other types of violence and abuse: Number of traumatic event type: M (SD)10.85 (3.51);
childhood abuse intensity M (SD): 14.71 (7.22)

» Remuneration: NR
« Financial dependence (on partner): NR

Total sample
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« Age:NR

« Ethnicity: the present trial was conducted in the city of Tehran, Iran. We recruited women currently
living in a context of continuous IPV through health professionals, social activists, and other relevant
people/institutions working in roles involving abused women

« Employment: NR

» Education: NR

« Relationship status: 100% married

« Gender (% women): 100

« Children: NR

« Number analysed (data analysis at post-treatment stage): 34
« Number of participants eligible assigned: 45

« Number of participants dropped out (by final follow-up): 11
« Comorbidities: NR

« Experience of IPV: NR

« Experience of other types of violence and abuse: NR

« Remuneration: NR

« Financial dependence (on partner): NR

Included criteria: inclusion criteria were having experienced IPV during the past year, the diagnosis of
PTSD with at least the minimum cut-off point of 15 on the Post-traumatic Stress Symptom Scale—Inter-
view (PSS-1), age between 16-60, and a married status of living with a violent partner at the time of the
interview.

Excluded criteria: exclusion criteria, which were substance abuse and suffering from schizophrenia,
epilepsy, or intellectual disabilities

Pretreatment: there were no significant differences between the 2 groups in terms of socio-demo-
graphic variables and violence/traumatic experiences at baseline.

Number eligible: 47

Number ineligible: 16

Number of eligible people consented: 45
Number of eligible people recruited: 45

Recruitment setting of participants (e.g. healthcare setting, community setting, shelter setting):
healthcare, community

Sample power calculation: power was limited
Total number of participants approached: 63
Total number of participants within all groups: 45

Number declined to participate: 2

Interventions Intervention characteristics
Experimental intervention

« Brief description (rationale, main components): In NET, the patient describes their autobiography,
in the process of talking about their traumatic life experiences in detail. In the process of this, they
intensely re-experience the emotions, thoughts, and even physical sensations associated with this
event. The patient, with the help of the therapist, then shapes this into a written narrative of their
life. The fragmented and intense sensory elements of the traumatic experiences are translated into
an ordered verbal story and integrated into the broad narrative of the patient's life.

« Type of intervention: narrative exposure therapy (NET)
« Mode of delivery (how): face-to-face
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Frequency and duration of delivery (when and how much): the number of completed therapy sessions
ranged from 8-15, independent of the treatment group, with a mean of 11.38 and SD of 1.55. Each NET
session lasted approximately 120-150 min

Level of mental health training of person delivering the intervention: the therapy sessions were con-
ducted by another group of 3 local counsellors (all women, with master's level psychology qualifica-
tions). We assigned therapists to one of the treatment groups, depending upon availability of thera-
pists and the proximity to therapy settings. All 3 counsellors participated in treatment-as-usual group,
but only 2 of them conducted NET. These had received training in NET through workshops held by
experienced NET trainers.

Fidelity assessment: the first sessions of NET were supervised by 1 clinical psychologist (S. A.) with
expertise in NET and a local NET expert (T. O.) to ensure that the therapy sessions were in accordance
with the NET manual guidelines.

Intervention model: NET

Person delivering the intervention (who provided the intervention): therapist, self-directed or com-
bined: therapist

Intervention location (where): a variety of places such as day clinics, community centres, or private
institutes were chosen as locations for the interview and the treatment sessions

Tailoring of intervention (personalised, titrated or adapted): NR
Intervention modifications (during the trial): NR

Main techniques of intervention: the first NET session always began with psycho-education about
PTSD symptoms and explanation of the goal and procedure of treatment. Shortly afterwards, the pa-
tient, with the help of the therapist, completed the 'lifeline’ exercise. This begins with a piece of thin
rope that represents the course of life. The patient then places small stones of varying sizes, and flow-
ers along this line: The stones represent violence or traumatic experiences, and flowers depict joyful
events and successes. The lifeline aims to chronologically reconstruct the patient's biography, from
her birth up to the present, plus their hopes or wishes for the future. It represents all the violence
and traumatic experiences throughout childhood and adulthood. This helps therapist and patient to
recognise the most detrimental events and determine which events will be the focus of the following
9-10 exposure sessions. Subsequent exposure sessions are devoted to detailed accounts of the most
traumatic and violent experiences, which in turn activate the whole fear/trauma network and cause
the patient to re-experience the same feelings, sensations,thoughts, and physiological responses that
they went through during the traumatic events.

Intervention manual: Narrative exposure therapy
Intervention attendance: NR

CCDAN psychological therapies: humanistic therapies
Intensity of intervention: = 5 sessions

Person delivering the intervention: healthcare workers
Gender of therapist: female

Comparator intervention

Brief description (rationale, main components): treatment as usual was defined as the commonly
used psychotherapy for abused women in Iran, including life skill training and supportive counselling.
The methods were chosen on the basis of the specific characteristics of the clients, and their own
wishes, and ranged widely from joint sessions with an abusive husband to cognitive-behavioral tech-
niques

Type of intervention: treatment as usual

Outcomes

Depression

Outcome type: continuous outcome
Reporting: fully reported

Scale: PHQ

Direction: lower is better

PTSD

Outcome type: continuous outcome
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« Reporting: fully reported
 Scale: Posttraumatic Stress Symptoms— Interview
« Direction: lower is better

Mental health

« Outcome type: continuous outcome
« Reporting: fully reported

« Scale: Perceived Stress Scale

« Direction: lower is better

Dropouts from treatment

« Outcome type: dichotomous outcome
« Reporting: fully reported
» Direction: lower is better

Identification Sponsorship source: this trial was funded by K23AA015707 (SN), T32AA013525 (KB, UM), and
F31AA018909 (KB). NIAAA(AA015707).

Country: Iran
Setting: community

Comments: the present trial was conducted in the city of Tehran, Iran. We recruited women currently
living in a context of continuous IPV through health professionals, social activists, and other relevant
persons/institutions working in roles involving abused women. Consequently, a variety of places such
as day clinics, community centres, or private institutes were chosen as locations for the interview and
the treatment sessions

Trialauthors: Tahereh Orang, Sarah Ayoughi, James K. Moran, Hakimeh Ghaffari, Saeedeh Mostafavi,
Maryam Rasoulian, Thomas Elbert

Institution: Department of Psychology, University of Konstanz, Konstanz, Germany
Email: tahereh.orang@uni-konstanz.de
Address: Department of Psychology,University of Konstanz, 78457 Konstanz,Germany

Title (main 'outcome' publication): The efficacy of narrative exposure therapy in a sample of Iranian
women exposed to ongoing intimate partner violence— a randomised controlled trial

Registered trial protocol ID: NCT01731418

Notes Analysis of any cost/benefit measures: NR
Process evaluation: NR
Summary of participants' views about the intervention: NR

Adverse events (harm) related to participation: NR

Risk of bias

Bias Authors' judgement  Support for judgement

Random sequence genera-  Low risk Judgement comment: The 45 IPV-affected women were randomised to each of

tion (selection bias) 2 treatment arms. Randomisation was implemented with the psych package in

R statistical software.

Allocation concealment Unclear risk Judgement comment: 45 IPV-affected women with a diagnosis of PTSD were

(selection bias) randomised to 10-12 sessions of either NET (n =24) or treatment as usual (n =
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21). Participants were randomly allocated to different conditions: 24 partici-
pants were allocated to the NET group, and 21 were offered treatment as usu-
al. However, there is insufficient information to assess allocation concealment,
hence this domain appears to be unclear.

Blinding of participants Unclear risk Judgement comment: the interviewers were blind with respect to the treat-
and personnel (perfor- ment. However, it is unclear whether participants and other personnel were
mance bias) blinded.
All outcomes
Blinding of outcome as- Low risk Judgement comment: the interviewers were blind with respect to the treat-
sessment (detection bias) ment.
All outcomes
Incomplete outcome data  Low risk Judgement comment: attrition and exclusion adequately described. 10 partic-
(attrition bias) ipants did not begin or complete the treatment for various reasons: 3 clients
All outcomes (2 NET and 1 treatment as usual) dropped out during the course of therapy
due to extremely high IPV occurrences. 3 participants (2 NET and 1 treatment
as usual) discontinued therapy, as they could not tolerate the overwhelming
emotions evoked through talking about IPV experiences. 2 NET participants
discontinued therapy as they had to move to another city to live, and the oth-
er 2 participants (1 NET and 1 treatment as usual) did not continue therapy be-
cause they reported that their lives had become too busy. Figure 1 presents
the flow chart of the trial protocol.
Selective reporting (re- Unclear risk Judgement comment: all outcome measures mentioned in the method sec-
porting bias) tion were collected, analysed and fully reported in the results section. Fur-
ther, the measures mentioned in the trial registration ClinicalTrials.gov ID:
NCT01731418 were adequately presented in the published paper.
Other bias Low risk Judgement comment: none.
Rhodes 2015
Study characteristics
Methods Trial design: RCT
Trial grouping: parallel group
Assessment modality (e.g. face-to-face, telephone, online): face-to-face, telephone, IVRS.
Conflict of interest of trial authors: the trial authors have completed and submitted the ICMJE Form
for Disclosure of Potential Conflicts of Interest. Dr Sommers reported receiving book royalties from FA
Davis. No other disclosures were reported.
Funding for trial: this project was funded by award R01-AA018705 from the National Institute on Alco-
hol Abuse and Alcoholism.
Primary outcomes: alcohol; days of heavy drinking (AUDIT/AUDIT-C). IPV: number of IPV events
(CTS2S)
Randomisation method: participants were block-randomised in groups of 20 using a 2:2:1 distribution
to the brief intervention group, the assessed control group, or the no-contact control group.
Secondary outcomes: secondary drinking outcomes included changes in the full AUDIT28 score and
both quantity and frequency of drinking using the Timeline Follow-Back technique. 32 secondary IPV
outcomes included frequency and severity of experiencing or perpetrating IPV (16 items) from the full
CTS2S and changes in the CAS. Other health-related outcomes included measures of self-rated health,
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depression, sleep, social support, quality of life, satisfaction with relationship, and engagement with
treatment

Timing of outcome measurements: Baseline and 3, 6, and 12 months

Total duration of trial: January 2011-December 2014

Type of analysis: ITT analysis; hierarchical generalised linear model

Types of participants: IPV-involved female ED patients

ITT analysis: yes

Participants Baseline characteristics

Experimental intervention

Age: M =32.3 years (95% CI 30.9 to 33.6)

Ethnicity: Black 178 (74.8%); white 53 (22.3%); Native American 11 (4.6%); Hispanic 13 (5.5%); Pacific
Islander 2 (0.8%); Asian 4 (1.7%); other 14 (5.9%)

Employment: yes employed 120 (50.2%)

Education: some high school 49 (20.5%); high school degree 61 (25.5%); some college or degree 107
(44.8%); some postgraduate or degree 22 (9.2%)

Relationship status: single 184 (77.0%); married 37 (15.5%); divorced, widowed, or separated 18 (7.5%)
Gender (% women): 100

Dependent children: 0: 116 (48.5%); 1: 49 (20.5%); = 2: 65 (27.2%)

Number analysed (data analysis at post-treatment stage): 165

Number of participants eligible assigned: 242

Number of participants dropped out (by final follow-up): 77

Comorbidities: PTSD 228 (40.4%)

Experience of IPV: 19.7 (17.8-21.4)

Experience of other types of violence and abuse: childhood sexual abuse 100 (41.8%)
Remuneration: NR

Financial dependence (on partner): NR

Comparator intervention

Age: M =32.1(95% Cl 30.6 to 33.6)

Ethnicity: Black 187 (81.3%); white 38 (16.5%); Native American 5 (2.2%); Hispanic 12 (5.2%); Pacific
Islander 0; Asian 3 (1.3%); Other 17 (7.4%)

Employment: yes employed 117 (50.4%)

Education: some high school 48 (20.7%); high school degree 65 (28.0%); some college or degree 106
(45.7%); some postgraduate or degree 12 (5.2%)

Relationship status: single 181 (78.0%); married 31 (13.4%); divorced, widowed, or separated 19 (8.2%)
Gender (% women): 100

Dependent children: 0: 96 (41.4%); 1: 47 (20.3%); = 2: 81 (34.9%)

Number analysed (data analysis at post-treatment stage): 165

Number of participants eligible assigned: 237

Number of participants dropped out (by final follow-up): 72

Comorbidities: PTSD

Experience of IPV: 20.5 (18.6-22.3)

Experience of other types of violence and abuse: childhood sexual abuse 98 (42.8%)
Remuneration: NR

Financial dependence (on partner): NR

Total sample

Age: M =32.1 years, (95% Cl 31.3 to 33.0)
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+ Ethnicity: Black 471 (80.1%); white 108 (18.4%); Native American 20 (3.4%); Hispanic 28 (4.8%); Pacific
Islander 3 (0.5%); Asian 8 (1.4%); Other 35 (6.0%)

« Employment: yes employed 291 (49.2%)

« Education: some high school 116 (19.6%); high school degree 164 (27.7%); some college or degree 273
(46.1%); some postgraduate or degree 37 (6.3%)

« Relationship status: single 459 (77.5%); married 86 (14.5%); divorced, widowed, or separated 46 (7.8%)
« Gender (% women): 100

« Dependent children: 0: 261 (44.1%); 1: 124 (20.9%); = 2: 186 (31.4%)

« Number analysed (data analysis at post-treatment stage): ITT analysis

« Number of participants eligible assigned: 600

« Number of participants dropped out (by final follow-up): 175

« Comorbidities: comorbid risk factors were prominent: 60% smoked cigarettes, 17% disclosed using
illicit drugs (46% including marijuana), 12% were positive for non-medical use of prescription drugs,
43% disclosed a history of child sexual abuse, 40% screened positive for PTSD, and 86% screened
positive for depression

» Experience of IPV: mean IPV levels were severe on the Women’s Experience with Battering Scale (score
range: 10-40; = 20 indicates higher severity) and Danger Assessment (score range: 0-39; = 18 indicates
extreme danger)

« Experience of other types of violence and abuse: childhood sexual abuse 243 (43.2%)

« Remuneration: learning from the successes and failures of previous research, we utilise a variety of
safety measures, strategic retention procedures, and innovative technologies for incentive payments
and remote data collection.

« Financial dependence (on partner): NR

Included criteria: patients must meet the following criteria to qualify for trial participation at the time
of assessment: female patients ages 18-64; able to participate verbally and cognitively in an English
language interview; heavy drinking (= 4 drinks on at least 1 day; = 7 drinks in 1 week); and a positive
screen for IPV by a current or former partner in the past 3 months

Excluded criteria: intoxication at the time of screening; cognitive impairment or psychosis identified
on physical examination or chart review; serious current medical illness or injury, defined as respirato-
ry distress, haemodynamic instability, active vomiting, bleeding, labour, severe pain, or acute need for
hospital admission; suicidal or homicidal ideation by chart review; no identifiable residence or contact
phone number; under arrest at the time of ED visit; non-English speaking; previously enrolled in the tri-
al

Pretreatment: baseline demographics and risk factors were fairly well balanced across the groups (Ta-
ble 1). Exceptions were slightly more white participants in the intervention group, the no-contact con-
trol group had higher rates of IPV at baseline, and more women in the assessed control group had pre-
viously used community-based IPV services compared with the intervention group (10% vs 4%, respec-
tively).

Number eligible: 1245

Number ineligible: 5523

Number of eligible people consented: 600
Number of eligible people recruited: 600

Recruitment setting of participants (e.g. healthcare setting, community setting, shelter setting):
female patients approached at EDs

Sample power calculation: sample size estimation for analyses comparing all 3 groups. A priori pow-
er analysis was based on a 2-sided 0.03 significance level to accommodate 2 primary outcomes: heavy
drinking days and IPV incidents, with significance on either outcome providing evidence of a positive
trial. Based on prior studies, 199 participants/group were required to achieve at least 80% power to de-
tect 2 days of heavy drinking/month. Without prior effect sizes for IPV interventions, trial designed to
have 94% power to detect a 20% difference between groups in the incidence rate of IPV (assuming 30%
attrition) during the first 12 weeks of treatment.
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Total number of participants approached: 23,813

Total number of participants within all groups: 600

Number declined to participate: 302

Interventions Intervention characteristics

Experimental intervention

Brief description (rationale, main components): the Motivational Enhancement Therapy (MET) inter-
vention is a short, 20-25 min counselling session that incorporates brief feedback and guidance with
motivational enhancement techniques to assist patients in increasing their safety. This intervention
includes a (non-recorded) phone follow-up booster component, which is intended to consolidate and
reinforce the MET session

Type of intervention: Ml

Mode of delivery (how): face-to-face followed with telephone booster

Frequency and duration of delivery (when and how much): the intervention group received a 20- to
30-min manual guided motivational intervention and a telephone booster at 10 days.

Level of mental health training of person delivering the intervention: all therapists had training and
experience working with abused women before the initiation of this trial. They received extensive
additional training and supervision by Ml experts through biweekly review of recorded sessions

Fidelity assessment: the intervention, which was delivered by master's-level therapists during the ED
visit, was recorded and monitored for fidelity. An independent MI consultant reviewed and rated 10%
of randomly sampled recordings with ongoing feedback to therapists

Intervention model: Ml

Person delivering the intervention (who provided the intervention): therapist, self-directed or com-
bined: master’s level therapists

Intervention location (where): ED visit

Tailoring of intervention (personalised, titrated or adapted): for many, the outcomes of the MET inter-
vention will be an agreement to reduce either alcohol use or its ability to cause harm (medical prob-
lems or trauma), to identify and agree to implement effective coping strategies for situations that are
high-risk for IPV, and/or a connection with informal or community-based supports via therapist refer-
ral. The practitioner and patient come to this agreement through a process of negotiation. If the pa-
tient expresses an unwillingness or inability to consider change, the MET therapist’s primary role is
to encourage the patient to explore any existing ambivalence and to support the patient’s autonomy
and personal agency, even if she makes a decision not to change. In MET, the spirit of preserving and
supporting the client autonomy and personal choice is paramount

Intervention modifications (during the trial): NR

Main techniques of intervention: the goal of the intervention was to elicit the patient’s self identified
reasons for change and personal goals. During the intervention sessions, which were recorded and
analysed for fidelity, the therapists encouraged participants to identify any linkages between their
drinking and IPV, and helped them to resolve ambivalence regarding behavioural change, while also
supporting the patient’s autonomy and personal choice. An unrecorded telephone follow-up boost-
er with the same therapist occurred approximately 10 days later to consolidate and reinforce the MI
session.

Intervention manual: prior to project funding, the research team developed, piloted, and revised a
brief MET manual. The manual derives from previous motivational intervention manuals targeting
drinking and risky driving, adapted for ED settings (26-29). Our manual was developed with input from
Ml expert, Theresa Moyers, developer of the Motivational Interviewing Treatment Integrity (MITI-3.1.1
rating scale) (30), which is the adherence measure used in our trial. The manual is available on request
from the principal investigator, Karin Rhodes, MD MS (Contact email: Karin.Rhodes@uphs.upenn.e-
du).

Intervention attendance: NR

CCDAN psychological therapies: integrative therapies

Intensity of intervention: up to 4 sessions

Person delivering the intervention: healthcare workers

Gender of therapist: NR
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Comparator intervention

« Brief description (rationale, main components): completion of primary and secondary outcome mea-

sures at baseline and 3, 6, and 12 months
« Type of intervention: no treatment

Outcomes

Re-exposure to IPV

» Outcome type: continuous outcome
» Reporting: fully reported

 Scale: Revised CTS

+ Direction: lower is better

Use of healthcare and IPV services

« Outcome type: dichotomous outcome

» Reporting: fully reported

 Scale: Engagement With Services Domestic Violence
 Direction: lower is better

Social support

« Outcome type: dichotomous outcome

« Reporting: fully reported

« Scale: do you have someone to talk to about any problem?
« Direction: higher is better

Safety planning and/or safety behaviour

« Outcome type: continuous outcome

« Reporting: fully reported

+ Scale: how safe do you feel in your daily life?
+ Range:1-5

 Direction: lower is better

Quality of life

« Outcome type: continuous outcome
« Reporting: fully reported

« Scale: QOL Scale

+ Range:1-5

» Direction: lower is better

Dropouts from treatment

« Outcome type: dichotomous outcome
» Reporting: fully reported
« Direction: lower is better

Identification

Sponsorship source: this project was funded by award R01-AA018705 from the National Institute on Al-

cohol Abuse and Alcoholism.
Country: USA

Setting: ED

Comments: women attending ED who disclosed IPV and problem drinking in previous 3 months

Trialauthors: Karin V. Rhodes, MD, MS; Melissa Rodgers, BA; Marilyn Sommers, PhD; Alexandra Hanlon,
PhD; Jesse Chittams, MS; Andrea Doyle, PhD; Elizabeth Datner, MD; Paul Crits-Christoph, PhD
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Institution: Perelman School of Medicine, University of Pennsylvania, Philadelphia (Rhodes, Rodgers
Email: karin.rhodes@uphs.upenn.edu

Address: Center for Emergency Care Policy and Research, Department of Emergency Medicine, Perel-
man School of Medicine,University of Pennsylvania, 34th and Spruce Streets, First Floor Ravidin, HUP,
Philadelphia, PA 19104

Title (main 'outcome' publication): Brief motivational intervention for intimate partner violence and
heavy drinking in the emergency department a randomized clinical trial

Registered trial protocol ID: NCT01207258

Notes Analysis of any cost/benefit measures: NR

Process evaluation: NR

Summary of participants' views about the intervention: NR

Adverse events (harm) related to participation: no harms related to the intervention were identified.
Risk of bias
Bias Authors' judgement  Support for judgement

Random sequence genera-  Low risk Judgement comment: "using a statistical software pseudo-random num-

tion (selection bias) ber generator, the trial statistician created a block-randomisation scheme,
in groups of 20, to determine trial assignment. The project manager used the
scheme to prepare 2 sets of opaque envelopes - 1 for each ED - that are indis-
tinguishable from each other and thick enough so that their contents are not
legible from the outside. All patients who give consent for participation are
randomised by pulling the next sequential envelope".

Allocation concealment Low risk Judgement comment: "all patients who give consent for participation are ran-

(selection bias) domised by pulling the next sequential envelope. This process ensures that
those who enroll participants are unaware of group assignment until after
they are consented to be in the trial; only the project manager and statistician
are aware of the randomisation scheme".

Blinding of participants Unclear risk Judgement comment: all protocols and blinded data were reviewed at inter-

and personnel (perfor- vals by a data and safety monitoring board. However, there is insufficient in-

mance bias) formation about the blinding of participants and personnel.

All outcomes

Blinding of outcome as- Low risk Judgement comment: "all non-IVRS post-baseline assessments were conduct-

sessment (detection bias) ed by trained interviewers blinded to treatment assignment. RAs conducting

All outcomes follow-up interviews are blinded to the participant’s group assignment during
data collection".

Incomplete outcome data  Low risk Judgement comment: all demographic, baseline and primary and secondary

(attrition bias) outcome measures were collected from participants via self-report. All

All outcomes dropouts and withdrawal from the trial were presented, and appropriate sta-
tistical analysis was used (e.g. ITT analysis). Attrition and exclusion adequately
described.

Selective reporting (re- Low risk Judgement comment: all primary and secondary outcomes were collected

porting bias) and fully reported, consistent with the published trial protocol.

Other bias Low risk Judgement comment: this trial was well-designed and rigorously implement-
ed the manual-guided motivational intervention (recorded and monitored
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Rhodes 2015 (continued)

for fidelity) delivered by master’s - level therapists with a follow-up telephone
booster.

Saftlas 2014

Study characteristics

Methods Trial design: RCT
Trial grouping: parallel group
Conflict of interest of trial authors: none reported
Funding for trial: funding was provided through a grant from the Centers for Disease Control and Pre-
vention: R49 CE000924
Primary outcomes: self-efficacy
Randomisation method: the field co-ordinator randomised the subjects in a 1:1 allocation to the inter-
vention or control group using a simple random sampling program available in SAS software (Cary, NC)
Secondary outcomes: depression, state-of-readiness-to-change
Timing of outcome measurements: baseline and 6-months' follow-up
Total duration of trial: December 2007-December 2010
Types of participants: women had to screen positive for IPV by a current partner within the past year
and had to be aged = 18 years, English-speaking, and neither currently pregnant nor incarcerated.
ITT analyses: yes

Participants Baseline characteristics
Experimental intervention
« Age: 18-19 years (24, 22.6%); 20-24 (43, 40.6%); 25-29 (29, 27.4%); 30-39 (3, 2.8%); 40+ (6, 5.7%)
« Ethnicity: Hispanic 7 (7.1%); non-Hispanic 90 (91.8%)
« Employment: employed at time of baseline: yes 62 (63.3%); No 36 (36.7%)
« Education: < high school 40 (40.8%); some college 42 (42.9%); college/graduate degree 15 (15.3%)
+ Relationship status: cohabitation status: living together 49 (50.0%); not living together 48 (49.0%)
« Experience of IPV: positive for battering 77 (78.6%)
« Gender (% women): 100
« Financial dependence (on partner): NR
« Dependent children: NR
« Number analysed (data analysis at post-treatment stage): 98
« Number of participants eligible assigned: 155
« Number of participants dropped out (by final follow-up): 57
« Comorbidities: NR
« Experience of other types of violence and abuse: NR
« Remuneration: participants received the trial’s toll-free number and compensation for travel expens-

es and completed surveys
Comparator intervention
. Age: 18-19 years (21, 21.4%); 20-24 (38, 38.8%); 25-29 (17, 17.4%); 30-39 (16, 16.3%); 40+ (6, 6.1%)
« Ethnicity: Hispanic 16 (15.1%); non-Hispanic 89 (84.0%)
« Employment: employed at time of baseline: yes 65 (61.3%); No 35 (33.0%)
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« Education: < high school 47 (44.3%); some college 46 (43.4%); college/graduate degree 13 (12.3%)
+ Relationship status: cohabitation status: living together 54 (50.9%); not living together 50 (47.2%)
« Experience of IPV: positive for battering (WEB) 83 (78.3%)

« Gender (% women): 100

« Financial dependence (on partner): NR

« Dependent children: NR

« Number analysed (data analysis at post-treatment stage): 106

« Number of participants eligible assigned: 151

« Number of participants dropped out (by final follow-up): 45

« Comorbidities: NR

« Experience of other types of violence and abuse: NR

« Remuneration: participants received the trial’s toll-free number and compensation for travel expens-
es and completed surveys

Total sample

« Age:NR

« Ethnicity: NR

« Employment: NR

« Education: NR

« Relationship status: NR

+ Experience of IPV: NR

« Gender (% women): 100

« Financial dependence (on partner): NR

« Dependent children: NR

« Number analysed (data analysis at post-treatment stage): 204
« Number of participants eligible assigned: 306

« Number of participants dropped out (by final follow-up): 99
« Comorbidities: NR

« Experience of other types of violence and abuse: the Abuse Assessment Screen (15) to ascertain physi-
cal, sexual, and threats of IPV and identify the frequency, severity, and perpetrator of the abuse. How-
ever, these were core aspects of IPV.

« Remuneration: participants received the trial’s toll-free number and compensation for travel expens-
es and completed surveys

Included criteria: to be eligible for the trial, women had to screen positive for IPV by a current partner
within the past year and had to be aged = 18 years, English-speaking, and neither currently pregnant
nor incarcerated.

Excluded criteria: < 18 years of age; pregnant at time of screening and consent

Pretreatment: baseline demographic characteristics did not differ significantly by group, indicating
randomisation was successful

Number of eligible people consented: 306
Number of eligible people recruited: 478

Sample power calculation: prior analysis of this clinic system administrative data suggested that giv-
en historical clinic volume and assuming 80% participation and 80% follow-up, we could retain a final
sample of 250.

Total number of participants within all groups: 306
Number declined to participate: 172
Number ineligible: 3732

Number eligible: 478
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Recruitment setting of participants (e.g. healthcare setting, community setting, shelter setting):
healthcare setting (family planning clinics)

Total number of participants approached: 5211

Interventions Intervention characteristics

Experimental intervention

Brief description (rationale, main components): Ml was implemented to guide women in identifying
feasible individual goals and small steps that they could safely take to increase their self-efficacy and
feelings of control. Ml is a 'client-centred' counselling approach developed to deliver stage-tailored
intervention messages using non-confrontational, supportive communication strategies. The client
is encouraged to explore the barriers and facilitating factors associated with the behaviour change.
Theinterviewer'srole is to guide the conversation and avoid use of conventional directive approaches
(e.g. persuasion, providing information).

Type of intervention: MI

Mode of delivery: face-to-face and telephone

Frequency and duration of delivery: 1-h face-to-face educational session at baseline, followed by 3
x 10- to 15-min MI telephone sessions conducted 1, 2, and 4 months post-enrolment. Women who
participated in the full protocol received approximately 90 min of MI counselling

Level of mental health training of person delivering the intervention: the field co-ordinators were
trained during 2 half-day interactive sessions held at the University of lowa by Ml experts

Fidelity assessment: no formal assessment, however periodic face-to-face meetings with the trial
team and the Ml experts were conducted to support intervention delivery. Field issues and problems
were discussed and addressed through role-playing exercises. Actual taped Ml sessions conducted by
the field co-ordinators with consenting subjects were also played and reviewed for training purposes.
Intervention model: Ml

Intervention attendance: 204 women completed the trial (referral: n = 108; Ml: n =98) for a completion
rate of 66.6%. Nearly two-thirds of participants who completed the Ml arm participated in all 4 sched-
uled Ml sessions. 11% of women randomised to intervention had no Ml sessions.

CCDAN psychological therapies: integrative therapies

Person delivering the intervention (who provided the intervention): therapist, self-directed or com-
bined: therapist

Intervention location (where): telephone sessions but unclear for face-to-face session,

Tailoring of intervention (personalised, titrated or adapted): women could self-select areas and were
not required to focus on the abusive relationship

Intervention modification (during the trial): NR

Main techniques of intervention: at each session, the field co-ordinators used Ml techniques to help
women identify small steps that they could take to improve their physical health, emotional health,
social support, quality of work or home life, or their relationship. Women could self-select areas and
were not required to focus on the abusive relationship

Intervention manual: NR

Intensity of intervention: up to 4 sessions
Person delivering the intervention: unclear
Gender of therapist: NR

Comparator intervention

Brief description (rationale, main components): women randomised into the “control” or referral arm
of the trial met with the field coordinator or an on-site, certified domestic abuse advocate who pro-
vided written materials and referrals to community-based resources.

Type of intervention: referrals to community-based resources

Outcomes Depression

Outcome type: continuous outcome
Reporting: fully reported
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« Scale: Center for Epidemiologic Studies Short Depression Scale
 Direction: lower is better

Self-efficacy

« Outcome type: continuous outcome

+ Reporting: fully reported

« Scale: Domestic Violence Coping Self-Efficacy Measure (DV-CSE)
« Range:0-100

« Direction: higher is better

Safety planning and/or safety behaviour

« Outcome type: dichotomous outcome
« Reporting: fully reported

« Scale: stage-of-readiness-to-change

« Direction: higher is better

Dropouts from treatment

« Outcome type: dichotomous outcome
« Reporting: fully reported
» Direction: lower is better

Identification

Sponsorship source: Funding was provided through a grant from the Centers for Disease Control and
Prevention: R49 CE000924.

Country: USA
Setting: family planning clinics

Comments: RCT among women who experienced IPV in a current relationship over the past 12 months.
Participants were recruited from 2 family planning clinics (December 2007-May 2010).

Trialauthors: Audrey F. Saftlas, Karisa K. Harland, Anne B. Wallis, Joseph Cavanaugh, Penny Dickey,
Corinne Peek-Asa

Institution: Department of Epidemiology, University of lowa, lowa City, IA
Email: audrey-saftlas@uiowa.edu

Address: Department of Epidemiology, University of lowa College of Public Health, 105 River St., CPHB
S427, lowa City, 1A 52242. Tel.: b1 3193845013

Trial title (main outcome publication): Motivational interviewing and intimate partner violence: a
randomised trial

Registered trial protocol ID: NCT0141066

Notes Analysis of any cost/benefit measures: NR
Process evaluation: NR
Summary of participants' views about the intervention: NR
Adverse events (harm) related to participation: no harms attributable to the intervention were
recorded.

Risk of bias

Bias Authors' judgement Support for judgement
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Random sequence genera-  Low risk Judgement comment: "all participants completed a 20-min baseline question-

tion (selection bias) naire that was self-administered and computer-based to collect information
on the trial outcomes. During this time, the field co-ordinator randomised the
subjects in a 1:1 allocation to the intervention or control group using a simple
random sampling program available in SAS software (Cary, NC)".

Allocation concealment High risk Judgement comment: "the field co-ordinator randomised the participantsin a

(selection bias) 1:1 allocation to the intervention or control group using a simple random sam-
pling program available in SAS software (Cary, NC). However, blinding of the
participants and staff delivering the intervention would have been ideal, logis-
tical constraints related to limited clinic space and staffing made this unfeasi-
ble".

Blinding of participants High risk Judgement comment: "blinding of the participants and staff delivering the in-

and personnel (perfor- tervention was also not feasible".

mance bias)

All outcomes

Blinding of outcome as- High risk Judgement comment: "1 field co-ordinator at each site administered the

sessment (detection bias) screening, consent, intervention, and follow-up procedures. Although blinding

All outcomes of the field co-ordinator would have been ideal, logistical constraints related
to limited clinic space and staffing made this unfeasible".

Incomplete outcome data  Low risk Judgement comment: outcome measures completion rate was 204/306 =

(attrition bias) 66.6%. Both attrition and exclusions were adequately reported and modified

All outcomes ITT analyses of completed participants were conducted using multivariate
analysis of variance for continuous outcomes and polytomous logistic regres-
sion for dichotomous outcomes.

Selective reporting (re- Unclear risk Judgement comment: all outcomes described in the methods section were ad-

porting bias) equately collected, analysed and reported in the results section of the main
published trial. However, there was insufficient or unclear evidence from ei-
ther the trial protocol or trial registry sites to assess this domain.

Other bias Low risk Judgement comment: none.

Saggurti 2014

Study characteristics

Methods

Trial design: cluster-RCT

Trial grouping: parallel group

Assessment modality (e.g. face-to-face, telephone, online): face-to-face
Conflict of interest of trial authors: the trial authors have no conflicts of interest

Funding for trial: the trial was funded via grant from the Indian Council of Medical Research and the
National Institutes of Health through the Indo-US Joint Working Group on Prevention of STIs and HIV/
AIDS during 2009-2011 (R21MH85614 & Indo-US/38/2007-ECD-I1)

Primary outcomes: the outcome measures used for the trial were single questions in the survey in-
strument, including the following: 'Did you and your husband have any argument in the past 3 month-
s?' (marital conflict); 'Have you and your husband had an argument or fight where he physically or sex-
ually hurt you in the past 3 months?' (physical/sexual violence); and 'Was there any coercion or pres-
sure on you to have sex the last time you had sex with your husband?' (sexual coercion).
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Randomisation method: a 2-armed cluster-RCT. Clusterswere selected via mapping of the trial area by
geographic boundaries (e.g. a hill or a street) and population density, such that each geographic cluster
included approximately 300 households. This approach resulted in 22 clusters, 13 of which were select-
ed for trial inclusion based on indications of large numbers of alcohol venues within them. One cluster
was utilised for piloting but retained in the trial, as no changes were made to the programme. The re-
maining 12 clusters were randomised to intervention or control conditions.

Secondary outcomes: NR
Timing of outcome measurements: baseline and 4.5-month follow-up
Total duration of trial: 4 June 2010-30 June 2011

Type of analysis: Chi2 analyses, logistic generalised linear mixed models post-hoc treatment group-
stratified analyses

Types of participants: women contending with a history of IPV and/or husband’s drunken behaviour

ITT analysis: yes

Participants

Baseline characteristics
Experimental intervention

« Age:M=28.9years,SD=6.0

« Ethnicity: NR

« Employment: NR

« Education: formal education 91 (77.1%); no formal education 27 (22.9%)
 Relationship status: NR

« Gender (% women): 100

« Dependent children: number of children 2.3 (1.1)

« Number analysed (data analysis at post-treatment stage): 118

« Number of participants eligible assigned: 143

« Number of participants dropped out (by final follow-up): 25

« Comorbidities: NR

« Experience of IPV (past 90 days): IPV (physical or sexual) in past 90 days 45 (38.1%)

» Experience of other types of violence and abuse: marital conflict (past 3 months) 75 (63.6%); sexual
coercion 36 (3..7%)

« Remuneration: no monetary incentive was provided for trial or programme participation.
« Financial dependence (on partner): NR

Comparator intervention

+ Age:M=29.9years,SD=5.5

« Ethnicity: NR

« Employment: NR

« Education: formal education 82 (80.4%); no formal education 20 (19.6%)
« Relationship status: NR

« Gender (% women): 100

« Dependent children: number of dependent children 2.4 (1.4)

« Number analysed (data analysis at post-treatment stage): 102

« Number of participants eligible assigned: 120

« Number of participants dropped out (by final follow-up): 18

« Comorbidities: NR

« Experience of IPV (past 90 days): IPV (physical or sexual) in past 90 days 32 (31.4%)

« Experience of other types of violence and abuse: marital conflict (past 3 months) 53 (51.9%); sexual
coercion 19 (18.8%)

« Remuneration: no monetary incentive was provided for trial or programme participation.
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+ Financial dependence (on partner): NR
Total sample

« Age:M=29years,SD=5.8

« Ethnicity: NR

« Employment: NR

« Education: formal education 173 (78.6%); no formal education 47 (21.4%)

+ Relationship status: 100% married

« Gender (% women): 100

« Dependent children: number of dependent children 2.4 (1.2)

« Number analysed (data analysis at post-treatment stage): 220

« Number of participants eligible assigned: 220

« Number of participants dropped out (by final follow-up): 43

« Comorbidities: NR

« Experience of IPV (past 90 days): IPV (physical or sexual) in past 90 days 77 (35%)
« Experience of other types of violence and abuse: NR

« Remuneration: no monetary incentive was provided for trial or programme participation.
« Financial dependence (on partner): NR

Included criteria: the woman was identified as eligible if she satisfied the following criteria: 18-40
years of age; fluent in Hindi or Marathi; resided with her husband in the area of trial for a period of = 2
months; reported that her husband engaged in heavy drinking (past 30-day drunken behaviour or 3
drinking days in past 7 days) or that she had experienced lifetime physical or sexual spousal violence
perpetration; and had no plans to relocate from the area in the next year.

Excluded criteria: NR

Pretreatment: only religion differed significantly between groups at baseline (P =0.03)
Number eligible: 285

Number ineligible: 2125

Number of eligible people consented: 220

Number of eligible people recruited: 220

Recruitment setting of participants (e.g. healthcare setting, community setting, shelter setting):
community setting

Sample power calculation: NR
Total number of participants approached: 2410
Total number of participants within all groups: 220

Number declined to participate: 65

Interventions Intervention characteristics
Experimental intervention

« Brief description (rationale, main components): the RHANI Wives intervention was based on social
cognitive theory and the theory of gender and power (TGP). Social cognitive theory application sup-
ported focus on HIV/STI knowledge and condom skills building, as well as safer-sex social norms and
motivation. TGP guided the intervention focus on problem-solving and skills-building toward marital
communication and conflict; embedded in this was gender-equity counselling and support. The TGP
approach supported women to take a more active and assertive stance with husbands.

« Type of intervention: RHANI wives
+ Mode of delivery (how): face-to-face
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Frequency and duration of delivery (when and how much): the RHANI Wives intervention included 4
individual sessions in the household and 2 group sessions in the community delivered over 6-9 weeks

Level of mental health training of person delivering the intervention: trained master’s-level counsel-
lor. Prior to the start of the programme, intervention counsellors were trained on the safety protocol
for survivors of IPV, as recommended by WHO

Fidelity assessment: NR
Intervention model: RHANI Wives

Person delivering the intervention (who provided the intervention): therapist, self-directed or com-
bined: therapist

Intervention location (where): NR
Tailoring of intervention (personalised, titrated or adapted): NR
Intervention modifications (during the trial): NR

Main techniques of intervention: the first individual session was conducted in week 1 (post-baseline
survey) and was aimed at introductions and discussion regarding financial stresses and women’s
health using tools created for the intervention, such as a modified thermometer and various scales to
measure levels of stress and burden. The second individual session was conducted during weeks 1-2,
depending on convenience for the participant. The second session focused on issues around alcohol,
violence, financial stress, and poor health of family using cyclical figures designed for the project to il-
lustrate the relationship between these areas. Subsequent to the 2 individual sessions, the first group
session was conducted in weeks 2-4; a counsellor used reconstructed stories documenting women’s
marital issues (alcohol, violence, sexual infidelity) to stimulate group discussion on problem-solving
issues related to alcohol, violence, and sexual infidelity through marital communication and negoti-
ation. The third individual session was conducted in weeks 3-6 and focused on implementation of
problem-solving and action plans discussed during the previous group session. Subsequent to this,
the second group session was conducted using games created to share stories documenting women’s
marital issues (alcohol, violence, and sexual infidelity) and to facilitate discussion on ways to reduce
harms associated with these issues via acquisition of local services specific to each topic. The last in-
dividual session was conducted during weeks 5-9; it focused on implementation of problem-solving
and action plans discussed during the second group session and to check on and update the prob-
lem-solving and action plans (if the participant could not attend group session) to reduce risk/stress
Intervention manual: NR

Intervention attendance: NR

CCDAN psychological therapies: humanistic therapies

Intensity of intervention: = 5 sessions

Person delivering the intervention: healthcare workers

Gender of therapist: NR

Comparator intervention

Brief description (rationale, main components): the control condition involved referral to local social
services for survivors of violence, and local urban health centres for HIV and STl testing and treatment.

Type of intervention: no treatment

Outcomes

Re-exposure to IPV

Outcome type: adverse event (dichotomous)
Reporting: fully reported

Scale: single-item question

Direction: lower is better

Dropouts from treatment

Outcome type: dichotomous outcome
Reporting: fully reported
Direction: lower is better
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Identification

Sponsorship source: the trial was funded via grant from the Indian Council of Medical Research and
the National Institutes of Health through the Indo-US Joint Working Group on Prevention of STIs and
HIV/AIDS during 2009-2011 (R21MH85614 & Indo-US/38/2007-ECD-I1)

Country: India
Setting: community

Comments: RHANI Wives intervention was conducted with 220 women contending with a history of IPV
and/or husband’s drunken behavior

Trialauthors: Niranjan Saggurti, Saritha Nair, Jay G. Silverman, Dattaram D. Naik, Madhusudana Batta-
la, Anindita Dasgupta, Donta Balaiah, AnitaRaj

Institution: Population Council, New Delhi, India
Email: nsaggurti@popcouncil.org
Address: IV and AIDS Program, Population Council, New Delhi 110003, India

Title (main 'outcome' publication): Impact of the RHANI Wives intervention on marital conflict and
sexual coercion

Registered trial protocol ID: NCT01592994

Notes

Analysis of any cost/benefit measures: NR

Process evaluation: a number of procedures were conducted to ensure high-quality implementation
of programme and adherence to curriculum, and to track participant response to and engagement with
the programme. Attendance records with dates and length of sessions were maintained by the RHANI
Wives counselor. The RHANI Wives counselor also maintained case notes detailing information about
activities or strategies used in each session, as well as type and nature of social and health service re-
ferrals provided at each contact. Counselor notes and records were reviewed periodically and feedback
was provided as necessary. Weekly meetings with the RHANI Wives counselor were held to help prob-
lem-solve any difficulties with any clients. Finally, a brief participant satisfaction survey was conducted
with participants at the 4.5 month follow-up, to obtain their feedback on the counsellor and their per-
ceptions of the utility of the programme in terms of supporting the participant to be safe and healthy in
their marriage. Summary of participants' views about the intervention: finally, a brief participant satis-
faction survey was conducted with participants at the 4.5 month follow-up, to obtain their feedback on
the counsellor and their perceptions of the utility of the programme in terms of supporting the partici-
pant to be safe and healthy in their marriage.

Adverse events (harm) related to participation: NR

Risk of bias

Bias

Authors' judgement  Support for judgement

Random sequence genera-
tion (selection bias)

Unclear risk Judgement comment: "the trial community was further divided into differ-
ent geographic clusters for randomisation by the research team prior to tri-
alimplementation. Clusters were selected via mapping of the trial area by
geographic boundaries (e.g. a hill or a street) and population density, such
that each geographic cluster included approximately 300 households. This
approach resulted in 22 clusters, 13 of which were selected for trial inclusion
based on indications of large numbers of alcohol venues within them. 1 cluster
was utilised for piloting but retained in the trial, as no changes were made to
the programme. The remaining 12 clusters were randomised to intervention or
control conditions". However, the approach of sequence generation remains
unclear.

Allocation concealment
(selection bias)

High risk Judgement comment: "this is a 2-armed cluster-RCT of the RHANI Wives in-
tervention in a low-income community (slum) in Mumbai, India. The consent
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form clarified that participants would participate in 2 rounds of survey as-
sessment and would receive either the multi-session intervention or a brief
single-session intervention. The participants were informed after consent
whether they were in the intervention or the control group. Thus, neither par-
ticipants nor research staff members were blinded to treatment condition".

Blinding of participants
and personnel (perfor-
mance bias)
All outcomes

High risk Judgement comment: the participants were informed after consent whether
they were in the intervention or the control group. Thus, neither participants
nor research staff members were blinded to treatment condition.

Blinding of outcome as-
sessment (detection bias)
All outcomes

Unclear risk Judgement comment: neither participants nor research staff members were
blinded to treatment condition. However, there is insufficient information
about the blinding of outcome assessors.

Incomplete outcome data
(attrition bias)
All outcomes

Low risk Judgement comment: attrition and exclusion adequately described. "Over the
1-year recruitment period, research staff approached 2410 households that in-
cluded married women aged 18-40 years who agreed to screening. Of those
screened, 285 women were eligible (11.8% eligibility rate); 220 eligible women
agreed to participate (77.2% participation rate) and were enrolled into the trial
(Fig. 1). Of those who were eligible but refused participation, time constraints
and husband disapproval of participation were cited as primary reasons for re-
fusal. Women were assessed again at 4.5 months post-baseline; an 80.9% (n =
178/220) follow-up rate was achieved. Non-response at follow-up was primari-
ly because of participants’ relocation to a different community (many lived in
rented houses). However, a small number of participants (n = 10) dropped out
during the trial because of family disapproval of their participation".

Selective reporting (re-
porting bias)

Unclear risk Judgement comment: all outcomes described in the methods section were ad-
equately collected, analysed and reported in the results section of the main
published trial. However, there was insufficient or unclear evidence from ei-
ther the trial protocol or trial registry sites to assess this domain.

Other bias Low risk Judgement comment: none
Stevens 2015
Study characteristics
Methods Trial design: RCT
Trial grouping: parallel group
Assessment modality (e.g. face-to-face, telephone, online): telephone
Conflict of interest of trial authors: the trial author(s) declared no potential conflicts of interest with
respect to the research, authorship, and/or publication of this article.
Funding for trial: the trial author(s) disclosed receipt of the following financial support for the re-
search, authorship, and/or publication of this article: this research was supported through a grant
(RO1CE001196-03) from the Centers for Disease Control and Prevention.
Primary outcomes: IPV
Randomisation method: assignment to condition was based on a computer-generated random num-
ber table.
Secondary outcomes: depression, PTSD, physical health, resources use, perceived social support
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Timing of outcome measurements: baseline, 3 and 6 months

Total duration of trial: September 2008-July 2010

Type of analysis: unclear - Chi2 and independent t tests

Types of participants: women (= 18 years) who had reported IPV within the past year during a visit to a
paediatric ED

ITT analysis: NR

Participants Baseline characteristics

Experimental intervention

Age: M =28.8 years, SD=8.3

Ethnicity: African American 45.0%; white 46.5%; Hispanic 1.6%; Asian American 1.6%; other/multira-
cial 5.4%

Employment: NR

Education: middle school or less 3.2%; some high school 18.9%; high school graduate 26.8%; some
college 36.2%; college graduate 9.4%; more than college 5.5%

Relationship status: single 55.1%; married 13.4%; divorced 17.3%; separated 11.8%; widowed 2.4%
Gender (% women): 100

Dependent children: child average age 5.1 years (SD = 5.4)

Number analysed (data analysis at post-treatment stage): 90

Number of participants eligible assigned: 129

Number of participants dropped out (by final follow-up): 39

Comorbidities: NR

Experience of IPV: 100

Experience of other types of violence and abuse: NR

Remuneration: USD 20, USD 30, and USD 40 for completing measures at the 3 time points
Financial dependence (on partner): NR

Comparator intervention

Age: M =29.5 years, SD=8.5

Ethnicity: African American 51.6%; white 37.1%; Hispanic 1.6%; Asian American 0.8%; other/multira-
cial 8.9%

Employment: NR

Education: middle school or less 3.3%; some high school 21.7%; high school graduate 27.5%; some
college 33.3%; college graduate 10.0%; more than college 4.2%

Relationship status: single 60.3%; married 13.2%; divorced 13.2%; separated 10.7%; widowed 2.5%
Gender (% women): 100

Dependent children: child average age 6.4 years (SD =6.1)

Number analysed (data analysis at post-treatment stage): 93

Number of participants eligible assigned: 124

Number of participants dropped out (by final follow-up): 31

Comorbidities: NR

Experience of IPV: 100

Experience of other types of violence and abuse: NR

Remuneration: USD 20, USD 30, and USD 40 for completing measures at the 3 time points
Financial dependence (on partner): NR

Total sample:

Age: NR
Ethnicity: NR
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« Employment: NR

« Education: NR

 Relationship status: NR

« Gender (% women): 100

« Dependent children: NR

« Number analysed (data analysis at post-treatment stage): 183
« Number of participants eligible assigned: 253

« Number of participants dropped out (by final follow-up): 70

« Comorbidities: NR

« Experience of IPV: considering that roughly half the sample had police involvement for IPV victimisa-
tion and that our average CAS scores in the 30s were > 4 times higher than the recommended cut-off
score of 7, our sample had experienced a substantial level of IPV victimisation

» Experience of other types of violence and abuse:
« Remuneration: USD 20, USD 30, and USD 40 for completing measures at the 3 time points
« Financial dependence (on partner): NR

Included criteria: women aged = 18 years were recruited from a Midwestern paediatric ED
Excluded criteria: not specified

Pretreatment: at baseline, no significant differences between the 2 groups, with 1 exception. Partici-
pants in the intervention condition were more likely to have experienced police involvement for IPV vic-
timisation by the perpetrator relative to participants in the control condition.

Number eligible: 380

Number ineligible: unclear

Number of eligible people consented: 300
Number of eligible people recruited: 253

Recruitment setting of participants (e.g. healthcare setting, community setting, shelter setting):
paediatric ED

Sample power calculation: none reported

Total number of participants approached: total number approached unclear. However, 4104 care-
givers screened positive for IPV in the ED. Apparently 380 were eligible which doesn't add up. No flow of
participants provided so it is difficult to understand the gap between those screened or screening posi-
tive and those ultimately randomised.

Total number of participants within all groups: 253 enrolled and randomised

Number declined to participate: 80

Interventions

Intervention characteristics
Experimental intervention

« Briefdescription (rationale, main components): telephone support services' (TSS) nurse intervention-
ists identified appropriate referrals to community programmes, helped participants by problem-solv-
ing barriers to obtaining these local services, and provided social support. Throughout all phases, the
interventionist relied heavily on Ml —a non-confrontational, non-judgmental style of communication.

» Type of intervention: Ml and increasing access to resources/referrals

« Mode of delivery (how): telephone

« Frequency and duration of delivery (when and how much): 12 phone calls with a total duration of
360-720 min over 6 months

« Level of mental health training of person delivering the intervention: 2 registered nurses, 1 with a
master’s degree and 1 with an associate’s degree, served as the trial interventionists. Each nurse had
several years of nursing and clinical research experience and was selected for her non-confrontation-
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al, empathetic interpersonal style. Each nurse completed 32 h of initial training. 16 h consisted of a 2-
day workshop on MI. The remaining 16 h consisted of reviewing the local community resource manual
and multiple role-plays with the principal investigator and a licensed psychologist who himself had
completed a 2-day Ml training session and had 2-years experience providing Ml consultation to other
healthcare providers.

Fidelity assessment: 1 psychology postdoctoral fellow and 2 bachelor’s-level research assistants with
undergraduate psychology degrees served as fidelity raters for audio recordings of these calls. They
completed their fidelity coding independent of one another on the same participants and then came
together to obtain consensus ratings. Every 4th participant for each nurse since the beginning of the
trial was randomly selected for review.

Intervention model: Ml

Person delivering the intervention (who provided the intervention): therapist, self-directed or com-
bined: nurses

Intervention location (where): telephone

Tailoring of intervention (personalised, titrated or adapted): to an extent - nature of resources provid-
ed and other guidance dependent on woman's circumstances

Intervention modifications (during the trial): no

Main techniques of intervention: advocacy, information provision, support and Ml
Intervention manual: no

Intervention attendance: NR

CCDAN psychological therapies: integrative therapies

Intensity of intervention: = 5 sessions

Person delivering the intervention: healthcare workers

Gender of therapist: female

Comparator intervention

Brief description (rationale, main components): The interventionist followed the same first 2 steps
from initial TSS call—inquiring briefly about the child’s recent visit to the ED and following up on any
non-IPV injury concerns endorsed by the woman through the ED computerised screening. However,
the interventionist politely ended the EUC call without following the 5 advocacy phases described
above. In other words, the interventionist was not permitted to initiate discussions about IPV or com-
munity resources.

Type of intervention: a telephone call not related to IPV

Outcomes

Depression

Outcome type: continuous outcome

Reporting: fully reported

Scale: Center for Epidemiological Studies Depression Scale
Direction: lower is better

PTSD

Outcome type: continuous outcome
Reporting: fully reported

Scale: PCL

Direction: lower is better

Re-exposure to IPV

Outcome type: continuous outcome
Reporting: fully reported

Scale: CAS

Direction: lower is better

Social support
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» Outcome type: continuous outcome
» Reporting: fully reported

« Scale: Social Provisions Scale
 Direction: higher is better

Dropouts from treatment

« Outcome type: dichotomous outcome
» Reporting: fully reported
« Direction: lower is better

Identification

Sponsorship source: this research was supported through a grant (R01CE001196-03) from the Centers
for Disease Control and Prevention

Country: USA
Setting: Pediatric ED
Comments: women who had reported IPV within the past year during a visit to a paediatric ED

Trialauthors: Jack Stevens, Philip V. Scribano, Jessica Marshall, Radha Nadkarni, John Hayes, and Kelly
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Institution: Nationwide Children’s Hospital, Columbus, OH, USA
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