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Abstract

Background In contrast to evidence for interventions supporting victim/survivors of domestic violence and abuse
(DVA), the effectiveness of perpetrator programmes for reduction of abuse is uncertain. This study aims to estimate
the effectiveness and cost-effectiveness of a perpetrator programme for men.

Methods Pragmatic two-group individually randomised controlled trial (RCT) with embedded process and eco-
nomic evaluation. Five centres in southwest England and South Wales aim to recruit 316 (reduced from original target
of 366) male domestic abuse perpetrators. These will be randomised 2:1 to a community-based domestic abuse
perpetrator programme (DAPP) or usual care comparator with 12-month follow-up. Female partners/ex-partners will
be invited to join the study.

The intervention for men comprises 23 weekly sessions of a group programme delivered in voluntary sector domestic
abuse services. The intervention for female partners/ex-partners is one-to-one support from a safety worker. Men allo-
cated to usual care receive no intervention; however, they are free to access other services. Their partners/ex-partners
will be signposted to support services.

Data is collected at baseline, and 4, 8 and 12 months'follow-up. The primary outcome is men’s self-reported abusive
behaviour measured by the Abusive Behaviour Inventory (ABI-29) at 12 months. Secondary measures include physi-
cal and mental health status and resource use alongside the abuse measure ABI (ABI-R) for partners/ex-partners
and criminal justice contact for men.

A mixed methods process evaluation and qualitative study will explore mechanisms of effectiveness, judge fidelity
to the intervention model using interviews and group observations.

The economic evaluation, over a 1-year time horizon from three perspectives (health and social care, public sector
and society), will employ a cost-consequences framework reporting costs alongside economic outcomes (Quality-
Adjusted Life Years derived from EQ-5D-5L, SF-12 and CHU-9D, and ICECAP-A) as well as the primary and other
secondary outcomes.
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Trial registration ISRCTN15804282, April 1,2019

partner abuse, Domestic violence and abuse perpetrators

Discussion This trial will provide evidence of the (cost)effectiveness of a DAPP. The embedded process evaluation
will further insights in the experiences and contexts of participants and their journey through a perpetrator pro-
gramme, and the study will seek to address the omission in other studies of economic evaluations.

Keywords Domestic abuse perpetrator programmes, Batterer interventions, Domestic violence and abuse, Intimate

Introduction

Background and rationale {6a}

Domestic violence and abuse (DVA) is a violation of
human rights that harms the physical and mental health
of victim/survivors and their families [1, 2]. The mental
health problems associated with DVA include depres-
sion, anxiety disorder, post-traumatic stress disorder and
alcohol and substance misuse [3, 4]. Children affected by
DVA are at risk of poor school achievement, externalis-
ing and internalising behaviour, and have poor adult
mental health and increased risk of perpetrating or expe-
riencing DVA as adults [4]. Both women and men suf-
fer DVA (annual prevalence in England and Wales 6.9%
women and 3.0% men aged 16 and over [5]), although its
prevalence, frequency and severity are greater in women,
as is sexual violence and coercive control [6]. The annual
cost to the economy for DVA is high, estimated in Eng-
land and Wales as over £66 billion in 2018. As a result of
the physical and emotional harms experienced by victim/
survivors, DVA costs include lost output due to time off
work, costs to the health service, housing costs, criminal
justice system costs and victim/survivor support services
[7].

Given the harmful effects of DVA, evidence is needed
for effective preventive interventions, including reduc-
tion of perpetration [8]. Hence, the National Institute
for Health and Care Excellence (NICE) [9] recommen-
dation for the commissioning and evaluation of ‘tailored
interventions for people who perpetrate DVA! While
provision of such services remains patchy in the UK and
is absent in many countries, there has been an increase
in programmes focusing on both individual and group
work with perpetrators in recent decades [10]. How-
ever, the effectiveness of perpetrator interventions is
uncertain [11-13]. Vigurs et al. [14] note that evidence
regarding the effectiveness of DVA perpetrator inter-
ventions is ‘equivocal’ although Gondolf [15] reported
evidence of reduced physical violence in those attending
four well-established perpetrator interventions across
the USA. The uncertainty about programme effective-
ness arises from variations in research methodologies,
programme design, lack of clarity about attrition from
groups, outcomes and the difficulty in identifying specific
elements of programme content that might contribute

to behaviour change due to insufficient focus on these
elements by programme evaluations [16—18]. Follow-
ing their review of European evaluations, Lilley-Walker
et al. [17] recommend that a more robust study of per-
petrator interventions would require a range of elements
including a control group design, a larger sample than
that found in most evaluations, a comprehensive range
of outcome measures, inclusion of data from partner
victim/survivors and qualitative, as well as quantitative,
methodologies. Where there is reporting of effective-
ness in evaluations, the effect sizes are small and of ques-
tionable value. Consequently, although Project Mirabal
did reveal encouraging ‘steps towards change’ for men
attending domestic abuse perpetrator programmes
(DAPPs) [19], many UK local authority commissioners
have been slow to fund DAPPs because the evidence base
is unconvincing.

To address the uncertainty about the effectiveness
and cost-effectiveness of DAPPs and to address the lack
of methodological clarity and other problems found in
existing studies [17, 18], the REPROVIDE study has been
designed as a pragmatic, individually randomised con-
trolled trial with an embedded process evaluation. Given
the anticipated challenges of recruitment and retention
of perpetrators and their partners or ex-partners—here-
after referred to as (ex)partners—to a perpetrator pro-
gramme randomised trial, we conducted a pilot study
before progressing to the full trial. This ascertained that
it is possible to recruit, randomise and retain both male
perpetrators and their female partners/ex-partners,
to collect the outcome data, and that the trial design is
broadly acceptable [20].

Since the 1980s, group approaches ranging from volun-
tary support groups to structured interventions in pris-
ons has been the most common form of DAPPs [19, 21].
Group interventions are more common because of the
opportunities for peer learning, with participants more
ready to change able to help others not yet at that stage
[22-25]. Most programmes combine structured, femi-
nist psycho-educational approaches (also referred to as
the Duluth model [26]) combined with cognitive behav-
ioural therapy and empathy building [19, 21, 27]. Positive
changes reported for perpetrator programmes include
better communication, parenting and interpersonal
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relationships, more responsibility for behaviour and con-
trol of behaviour, more empathy and self-awareness, less
aggression and improved skills development [28].

Given the empirical and theoretical controversy over
perpetrator intervention models [29] and in line with the
Medical Research Council (MRC) framework for evalua-
tion of complex interventions [30, 31], we developed our
perpetrator intervention based on existing evidence and
in consultation with a range of practitioner, researcher
and policy stakeholders, including key collaborators
Respect, a UK membership body and leaders in perpetra-
tor work (https://www.respect.uk.net/). We also involved
patient and public involvement (PPI) groups—specifi-
cally, women who had experienced domestic abuse and
men who had completed a programme for domestic
abuse.

Objectives {7}

The primary aim of REPROVIDE is to estimate the effec-
tiveness and cost-effectiveness of a group DAPP on men’s
abusive behaviour.

Trial design {8}

This is a multi-centre, two-group, pragmatic, individu-
ally randomised controlled trial with embedded process
evaluation and economic evaluation. The bespoke online

Table 1 Inclusion and exclusion criteria: male participants
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randomisation system is provided by the Bristol Trials
Centre. Participants are randomly allocated in a 2:1 ratio
to intervention or control respectively. Randomisation
is stratified by centre (Bristol/North Somerset/South
Gloucestershire (BNSSG), Somerset, Wiltshire, Blaenau
Gwent and Neath Port Talbot) and minimised by rela-
tionship status (whether or not the participant is still liv-
ing all or most of the time with the abused partner).

Methods: participants, interventions and outcomes
Study setting {9}

The community-based trial is taking place in three cen-
tres in the southwest of England (BNSSG, Somerset
and Wiltshire) and two centres in South Wales (Blaenau
Gwent, and Neath Port Talbot).

Eligibility criteria {10}

Participants of the trial are male perpetrators of abuse
aged 21 and over, who can speak English well enough
to participate in a group intervention, and who recog-
nise a need to change some abusive behaviours, and
their female (ex)partners aged 18 and over (see Tables 1
and 2). Although male recruitment into the study is not
conditional upon female (ex)partner’s agreement to par-
ticipate, the research team must be provided with her
contact details. This is to ensure that she is signposted

Inclusion criteria: male participants
- 21 years of age

- Men who have used abusive behaviour in relationships with female (ex)partner(s)

- Ability to complete questionnaires with/without assistance of researcher

- Ability to participate in an English-speaking group setting

- Contact with an abused (ex)partner within the last 12 months at the time of recruitment or, anticipate having contact with an abused (ex)partner

within the next 12 months.
Exclusion criteria: male participants
- Court mandated referral to a perpetrator programme

- Men who are deemed too high risk as assessed by a DAPP coordinator or by the research team

- Men who are deemed by the DAPP coordinator as unwilling to engage with the intervention

- Men with known previous violence or aggression towards professionals

- Participants who cannot understand English sufficiently well to give informed consent and to complete the questionnaires (with/without assis-

tance) or to participate in a group setting

- Attendance on a group perpetrator programme consisting of more than 10 sessions in the previous 12 months

- Participants unable to consent to and engage with a group programme (includes, but is not limited to, persons with a serious mental health dif-

ficulty, serious learning disability or unstable substance or alcohol use)

- Men currently in Child Arrangement Order (CAO) proceedings with an open Children and Family Court Advisory and Support Service (CAFCASS)
case, who have been in such proceedings in the last 12 months, or who state they intend to open such proceedings in the next 12 months

-+ Men who have ongoing criminal justice investigations for a DVA incident towards an (ex)partner (i.e., waiting to hear if will be going to court

or waiting for a court date)
- Men who are unwilling or unable to provide (ex)partner contact details

- Men who fall outside the catchment areas of the regional police forces that correspond with the intervention locations: Avon and Somerset Police
(Bristol, South Gloucestershire, North Somerset and Somerset), Wiltshire Police (Wiltshire), Gwent Police (Blaenau Gwent) and South Wales Police (Neath

Port Talbot).
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Table 2 Inclusion and exclusion criteria: female participants

Inclusion criteria: female participants
- 18 years of age
- Female (ex)partner of men using abusive behaviour in the relation-
ship
- Ability to complete questionnaires with/without assistance
of researcher.
Exclusion criteria: female participants

- Participants who cannot understand English sufficiently well to give
informed consent and to complete the questionnaires (with/without
assistance)

- Women who are deemed (by the women'’s safety worker, DAPP
coordinator or research team) to be at greater risk if they take part
in the study.

to appropriate support or, if the male recruit has been
randomised to the intervention arm, for the interven-
tion service to be able to provide integrated support and
to manage risk in accordance with Respect standards
[10]. The requirement for contact details means that the
research team can also ensure she is offered the oppor-
tunity to participate in the study, allowing measurement
of (ex)partner outcomes and articulating their experience
through interviews.

Who will take informed consent? {26a}

Informed consent will be obtained by a member of the
research team and this will be checked and monitored by
the programme manager.

Additional consent provisions for collection and use

of participant data and biological specimens {26b}

Not applicable. This study does not involve the collection
and use of biological specimens.

Interventions

Explanation for the choice of comparators {6b}

Control group participants will receive usual care. Given
the uncertainty about the effectiveness of group pro-
grammes, usual care in the form of any domestic abuse
services available to perpetrators is deemed the most
appropriate comparator. No group programme will be
provided via the study.

Intervention description {11a}

Development of the intervention

We undertook an evidence synthesis of existing domes-
tic abuse perpetrator programmes to identify their key
ingredients and limitations [18]. We used this to inform
a modified two-stage Delphi consensus meeting with
an invited range of DVA experts: representatives from
Respect, practitioners from domestic violence services,
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the criminal justice system, general practice and aca-
demic researchers, the findings of which informed the
group programme and manual [32]. A pilot trial con-
firmed it was feasible to recruit, randomise and retain
male perpetrator and female victim/survivors [20]. Fol-
lowing the pilot, the main trial includes formal integra-
tion of the relapse prevention group (RPG) (discussed in
more detail below), and additional emphasis on exercises
to help with trauma. A theory of change was developed
to summarise and capture key aspects of the intervention

(Fig. 1).

Domestic abuse perpetrator programme

The DAPP intervention is a 23-week group programme
with an initial full risk assessment and at least three addi-
tional one-to-one sessions. The two-and-a-half-hour
weekly sessions are delivered by two DAPP facilitators
(ideally, male/female dyads to model good gender role
behaviours) from the local provider organisation. The
programme runs as a rolling programme allowing new
intakes of participants to join every 4 or 5 weeks. Intake
weeks depend on the session focus, with certain sessions
(such as Sexual Respect) being considered too difficult to
be an introductory session for a new group member. The
sessions are structured to follow the REPROVIDE DAPP
manual whose elements include goal identification and
goal setting, recognising abuse, denial and minimisation,
intents of violence, basic anger management, identifying
urges to perpetrate abuse and cooling down strategies,
basic cognitive behavioural therapy, effects of DVA on
partners and children, participant’s own childhood expe-
riences, impacts on children, active listening, conflict
resolution, masculinity, beliefs and expectations, sexual
respect, attachment styles, building empathy, loving rela-
tionships, emotional abuse and accountability.

Individual sessions led by the DAPP coordinator are
tailored to participants’ needs following initial and ongo-
ing assessment with referrals and signposting to other
services as needed, such as specialist support for sub-
stance abuse. Possible individual interventions may
include deconstructing specific incidents of abuse or
planning discussions with partners or children. To sup-
port quality assurance for the programmes, all our
delivery partner organisations were already Respect-
accredited or in the processes of accreditation.

Relapse prevention group (RPG)

Men who complete the 23-week programme will be able
to access the RPG, also referred to as a maintenance
group, if they wish. These meet monthly and are run by
the local service provider team (facilitator or DAPP coor-
dinator). These meetings are less structured than the
programme, with an emphasis on checking in and how



Morgan et al. Trials (2023) 24:617

Page 5 of 17

Organisation’s ethos, programme coordinator & management support,
information sharing & integration with local networks, training 3456

Facilitation techniques, experience, co-

Start facilitation bond & working alliance 5

group?®

+ Respect accreditation) 123

(%]
w
I
(8]
o
—_
S
w
S
v
c
[
w
c
o
O
2
c
ity
w
4}
©
c
.8
=1
c
o
>
—_
9]
L
=
o
=
o
p
O

Women'’s support work: safety planning,
holistic support, working alliance €

Fig. 1 Theory of change [33, 34]

the participants are managing their behaviours. Men
are offered the opportunity to attend the RPG for up to
6 months after the group programme ends.

Support and information sharing intervention for (ex)
partners

The intervention for the female (ex)partners linked to
men randomised into the intervention arm is the offer
of one-to-one support from a women’s safety worker
(WSW) for the duration of the group programme (irre-
spective of whether the man attends or completes the
programme) and for up to 6 months after the programme
ends, mirroring the men’s potential participation in the
weekly groups and RPG. The WSW assesses risk and pro-
vides support and advocacy. The support is offered either
face-to-face by telephone or online (see Supplementary
Information: RESPONSE TO COVID-19 PANDEMIC).
Contact is tailored to need. To manage risk for the (ex)
partner and any children, the DAPP facilitators and the
WSW regularly share information on an ongoing basis.
In some cases, a male participant may have two (ex)part-
ners receiving support. In these cases, where possible, a
second WSW would support the second partner.

Usual care control arm

Men allocated to the usual care control arm will not
receive any intervention or referrals from the research
team. However, they are free to access any other services

End

10
grou;: Relapse

prevention

Participant
characteristics °

available to them. The research team may signpost the
men to other appropriate services (for example mental
health or substance abuse services) if appropriate. All
women—regardless of their (ex)partner’s allocation—will
be signposted to local and national women’s support ser-
vices by a member of the research team dedicated to pro-
viding contact to the (ex)partners.

Criteria for discontinuing or modifying allocated
interventions {11b}

Participants may be excluded from the intervention
post-recruitment if (i) they are disruptive towards the
group, facilitators or DAPP coordinator; (ii) there is an
increased risk of harm to the participant’s (ex)partner or
children; (iii) they fail to attend three or more consecu-
tive group sessions without agreement from the DAPP
coordinator. Excluded participants will still be followed
up unless the participant chooses to withdraw fully from
the study. Participants may be excluded from the trial
post-recruitment if there is an increased risk of harm to
the participant’s (ex)partner or children or increased risk
to a member of the research team.

Strategies to improve adherence to interventions {11c}

Male participants are offered one-to-one sessions with
programme coordinators where appropriate to discuss
their motivation to continue with the intervention and to
help them recognise the benefits of continuing. Female
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participants are offered the opportunity to simply have
regular ‘check-in’ contact and can re-engage more fully
with their safety worker if needed.

Relevant concomitant care permitted or prohibited

during the trial {11d}

There are no restrictions on participants accessing addi-
tional support relating to domestic abuse during the
course of the trial after they have been recruited. In
follow-up questionnaires, they will be asked to provide
information relating to their use of mental health, thera-
peutic, social care, community and/or voluntary sector
services.

Provisions for post-trial care {30}

There are no plans for post-trial care. Follow-up of par-
ticipants continues for 12 months post-recruitment. Ser-
vices providing the intervention will be expected to refer
participants to appropriate further services, depending
on need.

Outcomes {12}

Primary outcome measure

The primary outcome is male self-reported abuse based
on the Abusive Behaviour Inventory (ABI) [35]. The
original ABI consists of 30 questions; however, as rec-
ommended by Postmus et al. [36], we removed the item
that asks male participants if they had ‘spanked’ their
abused partner. Another item, which asks if male partici-
pants had told their partners that they are a ‘bad parent;,
was amended to ‘bad person, as not all participants were
parents. The revised primary outcome measure of abuse
therefore consists of 29 items and is hereafter referred to
as the ABI-29.

Secondary outcomes: self-report measures

Secondary outcome measures for male participants and
(ex)partners are given in Table 3. Those for (ex)partners
include the ABI-R [36], physical and mental health status,
substance and alcohol abuse and economic evaluation.

Secondary outcomes: Police data

We will collect police-recorded DVA incidents and
crimes perpetrated by our male participants. We will col-
lect data for the 12-month period prior to randomisation
and 12 months post-randomisation (see Supplementary
Information: RESPONSE TO COVID-19 PANDEMIC).
We will request for each male participant the follow-
ing: (a) a count of the number of police incidents/crimes
flagged as DVA; (b) the date(s) of the incident(s)/crimes;
(c) the police case outcome for each incident/crime (for
example, No Further Action, Charge, Domestic Incident
only); (d) a count of the number of entries on the Log
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of Enquiries for each of these incidents; (e) risk scores/
ratings for each of these incidents where available and
whether referred to Multi Agency Risk Assessment Con-
ference (MARAC).

Pre- and post-randomisation police DVA incident data
are another measure of participant behaviour change.
The risk scores/ratings and the police case outcome will
also give an indication of the severity and nature of the
abuse. Finally, the police data give an external source of
data distinct from the participants’ self-reports of abuse.

Process evaluation

Programme process will be monitored to assess delivery
of the intervention across the different service providers
and to compare with the intended intervention model.
Group attendance data and reasons for absence will be
collected to help assess the intervention dose that each
man received and their levels of engagement. Session
notes from the group facilitators will be used in conjunc-
tion with video recordings of weekly sessions (which are
part of normal DAPP delivery) and observations to ascer-
tain the fidelity to the model (for example, were session
objectives achieved, adherence to programme principles,
adherence to or deviation from the manual). Numbers of
one-to-one DAPP coordinator contact with men and the
broad purpose for these individual sessions will be col-
lected. The frequency and type of contact (face-to-face,
online, telephone) and main purpose of contact between
the WSW and (ex)partners will also be collected.

Nested qualitative study

A qualitative study will be undertaken using semi-struc-
tured interviews with study participants to elicit their
perspectives on key aspects of the intervention and study
experience. We will, for example, seek to gain feedback
on experiences of the intervention (male and female
intervention participants) and a better understanding
of any changes in abusive behaviours during the study
period (all male and female participants). Using topic
guides, likely questions for male and female control par-
ticipants will include whether they felt they were being
monitored in any way while being part of the trial. We
will interview some professional referrers and staff in dif-
ferent provider roles (DAPP coordinator, group facilita-
tor, managers) regarding their experiences of referring to
or delivering the group intervention and of supporting
(ex)partners. Data will be collected on the context of the
intervention at each centre partly through interviews and
a few observations of the group sessions at each centre.
Contextual data will also be captured through ongoing
gathering of external information such as information
about alternative DAPP providers in each centre and
dates the COVID-19 lockdown rules changed (different
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Questionnaires Also known as / objectives:

Baseline 4 months 8 months 12 months

For male perpetrators and female victim/survivors

Socio-demographic measures

Resources use questions

IMPACT [37]

IMPACT (selected) [37]

EQ-5D-5L [38]

SF-12[39]

ICECAP-A [40]

PHQ-9 [41, 42]

GAD-7 [43, 44]

PC-PTSD [45]

AUDIT-C [46]

DUDIT [47]

Childhood experiences questions [48, 49]

Current or past physical & or mental health
problems
Your children

Your relationship

For male participants only

Primary Outcome Measure:
ABI-29 [35, 36]

AQ-10 [50]

IPVRAS- adapted [51]

PAS (Anger sub-scale) [52, 53]

CPQ-SF [54]

Age, number of children at home, ethnicity,
income, occupation, sexuality.

Use of health and social services, criminal justice
system, medication use, housing, employment
and benefits, use of children’s services

IMPACT toolkit. To assess the effect of the inter-
vention on measures of DVA

Selected questions from the IMPACT toolkit. To
assess the effect of the intervention on measures
of DVA

EuroQol European Quality of Life questionnaire
(5-Dimensions 5-Level Version)

Short Form health questionnaire-12

ICEpop CAPability measure for Adults

Patient Health Questionnaire -9. To assess
the effect of the intervention on measures
of health and wellbeing.

Generalised Anxiety Disorder assessment -7. To
assess the effect of the intervention on measures
of health and wellbeing.

Primary Care PTSD / Post-traumatic Stress Disor-
der scale. To assess the effect of the intervention
on measures of health and wellbeing.

Alcohol Use Disorders Identification Test-C

Drug Use Disorders Identification Test

Self-reported adverse childhood experiences
(adapted from the PROVIDE survey and child-
hood sexual victimization

(self-reported), including treatment.

Information about number of children and type
and nature of contact - self report

Relationship status, type and nature of contact
and hopes for the future

Abusive Behaviour Inventory-29. To investigate
the effectiveness of the group programme inter-
vention on reducing men’s abusive behaviour
against women.

Autism spectrum Quotient

Adapted Intimate partner violence responsibility
attribution. To assess justifications and responsi-
bility for DVA.

Propensity for abusiveness Anger (affective abil-
ity) sub-scale. To assess the effect of the interven-
tion.

Communications Patterns Short Form — adapted.
To assess the effect of the perpetrator interven-
tion on measures of health and wellbeing
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Table 3 (continued)
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Questionnaires

Also known as / objectives:

Baseline 4 months 8 months 12 months

RFQ [55]

Reflective Functioning Questionnaire. To assess / /

the effect of the perpetrator intervention
on measures of health and wellbeing

For female participants only
ABI-R [36]

Revised Abusive Behaviour Inventory. To assess
the effect of the intervention on measures

of experience of DVA, health and wellbeing

of female (ex)partners

CHU-9D [56]

ure for one child (the child with the first birthday
in the calendar year), which can be used to calcu-
late QALYs (Quality Adjusted Life Years)

Children’s resource use

Proxy version: Child Health Utility Index - 9
Dimension. A health-related quality of life meas- / / / /

Health care use and missed days at school for one
child aged 5-18 years (the child whose birthday / / /

was first in the calendar year).

for England and Wales). These qualitative data will help
articulate likely challenges in future implementation (if
the intervention proves cost-effective) and help to inter-
pret the quantitative results. Interviews will be recorded
on an encrypted device and stored securely on university
servers. They will be transcribed and anonymised, and
coded thematically by members of the research team,
with some interviews being coded by more than one
researcher to ensure inter-rater reliability.

Economic evaluation measures

All resource use in relation to participants’ own use
of health services (secondary, community and men-
tal health based), medications, personal social services
(e.g. drug and alcohol team), voluntary sector services,
criminal justice and legal services will be collected for
the 12 months following randomisation by means of self-
reported questionnaire, and in the case of police inci-
dents, the police-recorded data. These questionnaires
will also collect information on out-of-pocket expenses,
e.g. personal counselling, complementary therapy, relo-
cation costs and childcare costs, in addition to time off
work.

Additionally, the use of health services and time off
school by any children who primarily live with the sup-
porting (ex)partner is being collected through their
respective questionnaire. Three outcomes for the eco-
nomic evaluation: EQ-5D-5L [38], SF-12 [39] and ICE-
CAP-A [40] are being collected for all participants;
additionally, the proxy version of the CHU-9D [56] is
being collected in the supporting (ex)partner question-
naire for the child whose birthday is first in the calendar
year. The NICE recommended mapping function [57] will
be used to calculate quality-adjusted life years (QALYs) in

relation to the EQ-5D-5L. The SF-6D and its preference
weights [58] will be used to calculate QALYs in relation
to the SF-12. A published value set [59] will be used to
calculate QALYs in relation to the CHU-9D.

The resource use and costs incurred in relation to the
intervention: the group intervention (both main and
RPG) as well as the individual sessions for men and sup-
port from the WSW for the (ex)partners will be obtained
from the budget breakdown.

Participant timeline {13}

A potential participant will have an initial telephone dis-
cussion with a researcher for eligibility screening and
an explanation of the study. If eligible and interested,
a participant information sheet will be sent electroni-
cally or by post according to preference. If the potential
participant is happy to proceed, a date and time will be
agreed for a joint recruitment and assessment meeting
with the potential participant, researcher and local DAPP
coordinator. At the recruitment meeting, the researcher
checks the potential participant’s ID, understanding of
the study and re-checks eligibility, while the DAPP coor-
dinator assesses suitability to potentially join a perpetra-
tor group programme. If there are any concerns about
lack of understanding, motivation or risk, the meeting
may be paused, and another appointment made if more
investigations are needed, or the potential participant
requires more time to think. The process may be stopped
altogether if it is felt inappropriate to recruit the poten-
tial participant or if he decides he no longer wishes to
proceed. If the participant is happy to proceed, signed
informed consent is taken by the researcher, and contact
details of the participant’s (ex)partner[s] (up to two (ex)
partners per male participant), general practice and any
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other agencies (mental health, substance misuse or social
workers) will be requested.

The male participant will either complete the baseline
questionnaire before the assessment (if online) or in the
presence of the researcher if face-to-face (see also Sup-
plementary Information: RESPONSE TO COVID-19
PANDEMIC). Once recruitment and baseline assess-
ments are completed, the participant is randomised and
immediately informed of the results and the next steps in
the research (Table 4).

The female (ex)partners of perpetrator participants will
be contacted about the study before the male assessment
meeting where possible and the study explained to them.
After the assessment, the (ex)partners will be informed of
his participation and (for safety purposes) allocation in
the study and invited to consider taking part in the study
themselves. If potential study participation is agreed, a
meeting with the researcher will be arranged at a safe and
mutually convenient location or online or by phone. At
this meeting, eligibility will be checked, informed con-
sent sought and baseline questionnaire completed. (Ex)
partners unable to meet in person may still participate
in the study by returning electronic or postal consent

Table 4 Schedule of enrolment, interventions and assessments
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and questionnaires (see Supplementary Information:
RESPONSE TO COVID-19 PANDEMIC).

For (ex)partners of men allocated to the intervention
arm, the associated women’s safety worker will contact
the partner to offer support. This support will be offered
whether or not the woman consents to participate in the
study. (Ex)partners of men allocated to the control arm
will be signposted to local and national DVA support
services.

The flow of male participants and recruited (ex)part-
ners through the trial is summarised in Fig. 2 and in
Table 4.

Sample size {14}
In all power calculations, we have assumed a 2:1 alloca-
tion ratio (intervention: control) and applied a two-sided
significance level of 5%. Our initial assumption was that
a total of 219 participants would be available for analy-
sis which, after inflation to allow for 40% attrition gives
a total recruitment target of 366 participants (244 inter-
vention and 122 control).

The (primary) power calculation used the power com-
mand in Stata 15.1, which yielded 79% power for an effect

Study period

Enrolment Allocation

Post-allocation

Close-out

Time point -t1 0 T1
-12 1 month
months--1

week

T2 T3 T4 T5 T6
4 months

6 months 7months 8 months 12 months

ENROLMENT
(INTERVENTION AND
CONTROL)

Eligibility screening X

Informed consent X

Assessment and
recruitment meeting

Allocation X

INTERVENTION

DAPP Weekly groups <

Voluntary RPG

(Ex)partner support

Control (Usual care)

ASSESSMENTS
(INTERVENTION AND
CONTROL)
Sociodemographic
information

Baseline X

Primary Outcome (ABI-29) X

Secondary Outcomes:
physical and mental
health, health economic,
(See Figure 2)

Police data X

Process evaluation with

- X
nested qualitative data

X X X X X

DAPP Domestic abuse perpetrator programme, RPG Relapse prevention group, ABI-29 Abusive behaviour Inventory [29]
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Men (reduced target n=316)

Recruitment
Via advertising, self-referral or referred by services. PIS sent.

Screening /Lligibility
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Women (reduced target: up to 50%

of male recruits, and up to 2 female

recruits per male recruit: maximum
of 632)

Contact details of up to 2 female (ex)partners obtained. Research
team contact and study explained. PIS sent and

. y
Assessment & informed consent
Baseline questionnaires

v
Randomisation (2:1 ratio) |

signposted to support services.

Women informed of men’s recruitment and allocation

| |

Intervention arm
23-week DAPP*

Control arm
Usual care

*Groups were paused for 4
months during COVID-19
lockdowns (23/03/2023-

04/08/2023)

Y

Informed consent. Baseline questionnaires.
Allocation according to (ex) partner

v v

Intervention arm
Women's support worker

Control arm
Signpost to DVA support

4

Follow up at 4, 8, 12 months post-randomisation. For participants affected by COVID-19 lockdowns, the administration of follow up questionnaires was
delayed by a further 135 days, corresponding with the intervention groups pausing for 4 months. Optional interviews

Fig. 2 Participant timeline

size of 0.4 standard deviations (0.4SD). While there is no
established minimal clinically important difference on
the ABI-29 scale, baseline data from male perpetrators in
a group support study in the US using the ABI-30 found
a standard deviation of 11 giving a detectable effect size
corresponding to 4.4 points [60]. Such a difference is con-
sidered plausible and of a magnitude worthwhile detect-
ing if the intervention had such an effect.

The design of the intervention allows a rolling intake
of participants in the various groups; therefore, there is
potential for clustering in that arm (with no such effects
in the control arm). The degree of this effect (essentially
one of additional inefficiency/compromise on power)
will depend on the degree of clustering, the number of
intervention groups and the extent to which these groups
overlap as men enter and leave them. All of these are dif-
ficult to predict; the latter in particular means that a clear
definition of a cluster is very likely to be elusive. Hence,
we have not allowed for this in the above power calcula-
tion but have explored the potential for such clustering
effects using the clsampsi command in Stata 15.1 [61].

Notwithstanding these uncertainties, with a (conserva-
tive) intra-cluster correlation coefficient (ICC) of 0.05,
the above sample size would yield a power of 80% to
detect a 0.435SD effect size. The originally planned sam-
ple size would therefore have about 80% power to esti-
mate an effect size of between 0.4 to 0.435 SD, covering
situations with zero/negligible clustering and for a con-
servative ICC.

Reduction in sample size

Due to difficulties experienced in meeting the original
target for recruitment, primarily from the first 18 months
of recruitment being conducted during the COVID-19
pandemic, along with an extended recruitment period, a
reduction of 50 in this target was subsequently approved
by the Programme Steering Committee (PSC), Data
Monitoring and Ethics Committee (DMEC), and the
funding body. Using the SD of 10.7 derived from 201
baseline measurements in this trial and again assum-
ing 40% attrition, the revised sample size of 316 to be
recruited provides approximately 80% power to detect
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an effect size of 0.43SD under the primary assumption of
no clustering. This slightly revised target difference, cor-
responding to 4.6 ABI-29 scale points (compared with
the original of 4.4), was still deemed plausible and worth
detecting to drive implementation of the programme
after the trial.

Recruitment {15}

The study will be advertised through posters and leaflets
in general practices, pharmacists and other local com-
munity settings including sports and exercise venues,
pubs and church halls. Local social services, DVA forums
and national DVA networks and helplines (for example,
Respect) have been made aware of the study through
newsletters and presentations and will be able to refer
men to the study. A prospective participant can also self-
refer into the study. A digital social media campaign pro-
viding targeted Facebook and Google adverts to males
using specific search terms (such as anger management)
and further social media campaigns will make use of
Twitter, Instagram and Facebook to direct potential refer-
rers, such as social services, to the study. Regular presen-
tations and discussions will be held with these potential
referrers to ensure they fully understand the rationale for
the trial and the processes for men who are referred and
for their (ex)partners.

Assignment of interventions: allocation

Sequence generation {16a}

Computer-generated sequence using a minimisation
approach, stratified by centre. Each participant will be
allocated to the group that would result in the smallest
imbalance in the variable ‘partner status’ with probability
of 0.8 to avoid the allocations becoming predictable.

Concealment mechanism {16b}

Computer system accessed remotely by researcher. The
male participant will be registered with the study before
allocation is revealed.

Implementation {16c}

The recruiting researcher accesses a website remotely,
enters the required details and is immediately informed
of the randomisation allocation. This is shared straighta-
way with the participant and the service provider.

Assignment of interventions: blinding

Who will be blinded? {17a}

Once participants are recruited and randomised, it is
not possible to mask participants to their allocation.
For the purposes of safety, it would not be appropri-
ate to mask a participant’s (ex)partners, local interven-
tion delivery team or local WSW to the participant’s

Page 11 of 17

allocation. Members of the research study team need to
be unblinded to carry out research activities. However, all
data entry and data quality checks will be performed by
study administrative staff, masked to trial allocation.

Procedure for unblinding if needed {17b}

Not applicable, given that it is not appropriate for the
research team, intervention delivery teams, or male or
female participants to the male participant allocation.

Data collection and management

Plans for assessment and collection of outcomes {18a}
Data will be collected at four timepoints: baseline, then 4,
8 and 12 months after recruitment. The primary method
of data collection is by self-reported questionnaire. Par-
ticipants will be asked to complete the questionnaires via
an online survey (via a unique Research Electronic Data
Capture (REDcap) weblink hosted by the university of
Bristol) [62, 63], on paper in a face-to-face meeting, or by
telephone with a researcher, according to preference or
need.

Figure 2 sets out the details of the outcome measures
being collected at which time points and the objectives of
these measures.

Measures only collected at baseline are as follows:
sociodemographic variables (age, ethnicity, sexual-
ity, religion, education, employment, income, housing
and number of children at home); current self-reported
physical disability or mental health problems, includ-
ing treatment; autism spectrum quotient (AQ-10) [50];
adverse childhood experiences (adapted from the PRO-
VIDE survey [48] and juvenile victimisation question-
naire [41]) and the IMPACT monitoring toolkit (client
or partner TO) [37].

Plans to promote retention and complete follow-ups {18b}
The research team will endeavour to maintain con-
tact and trial engagement with all participants every
6—8 weeks via text messaging (according to contact pref-
erence). Two to three weeks prior to a questionnaire’s
due date, participants will be alerted by the method of
their choice (text, email, or phone call) to the forthcom-
ing questionnaire. Up to seven reminders may be sent via
different means (calls, text, email) if the follow-up ques-
tionnaire has not been completed.

An eligible potential participant who chooses not to
participate is counted as a decline and reasons for declin-
ing will be collected. Once consented, a participant may
withdraw at any time should they wish. Participants
allocated to the intervention who no longer wish to
be involved in the programme will still be followed up
with questionnaires. No further follow-up data will be
requested from any individuals who explicitly wish to
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fully withdraw from the trial, but data collected up to that
point will be retained and included for data analysis.

Data management {19}
REDCap is a secure, web-based electronic data capture
(EDC) system designed for the collection and manage-
ment of research (as distinct from administrative) data.
Although the REDCap system has been developed (and
it is supported) by Vanderbilt University, Bristol Medical
School has set up its own infrastructure to host the RED-
Cap application so that all elements reside within UoB.
All questionnaire data are stored in a secured UoB
server subject to standard UoB security procedures. Out-
come data are anonymised by use of the ID number and
no personal details will be held on the outcome database.
Both outcome (REDCap) and Administrative
(AdminDB) data are secured using robust security mech-
anisms. Both systems also have audit logs cataloguing
individual changes with data/time, old value, new value
and the identity of the user who made the change.

Confidentiality {27}

All personal information and research data can only
be accessed by authorised accounts and authorisation
can only be granted by specific people such as the chief
investigator, the programme manager, or members of the
research team.

Administrative data including names, addresses, con-
tact details and other personalised data will be stored on
a bespoke management database (AdminDB), designed
and managed by the Bristol Trials Centre (BTC) and
held in the University of Bristol (UoB) SQL Server Clus-
ter. All participants will be allocated a unique numerical
ID number which will be used to provide anonymity and
track their data.

Where possible, personal identifiable details will be
removed from hard-copy documents and replaced with
the participant’s unique trial identification number. Dur-
ing the study, all hard-copy documents containing patient
identifiable data will be stored separately from research
data in (as a minimum) locked filing cabinets within
alarmed, access-restricted University buildings of each of
the research centres. Only local research teams will have
access to these locked cabinets.

Electronic data will only be accessible via a password-
protected database held on a secure server.

Plans for collection, laboratory evaluation and storage

of biological specimens for genetic or molecular analysis

in this trial/future use {33}

N/A. No biological specimens will be collected in this
study.
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Statistical methods

Statistical methods for primary and secondary outcomes
{20a}

Descriptive statistics will be used to summarise all
baseline characteristics and outcome measures in both
study arms.

The primary outcome of the ABI-29 will be analysed
using a linear regression model that will include the
baseline ABI-29 score, the stratification factor of cen-
tre and minimisation factor of relationship status. The
primary analysis will be performed on a complete case
basis and according to the arm to which the participant
was allocated. Sensitivity analyses will be conducted to
explore the effects of the number of sessions attended
and (if possible, given the eventual structure of the
intervention groups) any effects of clustering. Second-
ary outcomes will be analysed using linear or logistic
regression models as appropriate. If found, substantial
imbalances of variables at baseline (determined using
descriptive statistics) will be explored in sensitivity
analyses.

Interim analyses {21b}
Not applicable unless requested by the DMEC.

Methods for additional analyses (e.g. subgroup analyses)
{20b}

Further secondary analyses will include pre-specified
subgroup analyses according to age and to the two strati-
fication/minimisation variables, investigated by introduc-
ing the relevant interaction with treatment allocation into
the regression model. In addition, to assess the stability
of any intervention effect, we will fit a mixed model for
the primary outcome(s) at 4, 8 and 12 months, adjusted
for baseline measures. We will also investigate obtaining
complier-average causal effect (CACE) estimates using
instrumental variable techniques to investigate the effi-
cacy of the intervention while accounting for degree of
adherence to the programme [64].

A statistical analysis plan will be produced by the trial
team and agreed with the PSC and DMEC before the
commencement of any comparative analyses. It will be
posted on PURE, UoB’s research information system and
repository of scholarly works: http://www.bristol.ac.uk/
red/research-policy/pure/.

Methods in analysis to handle protocol non-adherence

and any statistical methods to handle missing data {20c}
Intention-to-treat analysis will be carried out. All ran-
domised participants, including those who drop out of or
are excluded from the intervention will be included in the
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analysis. Sensitivity analyses will be conducted to explore
the effects of missing data.

Economic evaluation

The economic evaluation over a 1-year time horizon will
be conducted from three perspectives: health and social
care, public sector and society will employ a cost-conse-
quences framework such that costs are reported along-
side the economic outcomes (QALYs (derived from the
SE-12 [38], EQ-5D-5L [37] and CHU-9D [40]) and ICE-
CAP-A [39] as well as the primary and other secondary
outcomes.

The resource use will be valued using the most up to
date reference costs where possible; otherwise, estimates
from literature and those reported by participants will be
used, and if necessary, adjusted for inflation [65, 66].

Resource use and costs will be grouped by the catego-
ries: health and social care, public sector, participants,
society. Within these categories, the resource use, and
costs to the men, supporting (ex) partners and children
will be reported separately.

Descriptive statistics will be used to summarise
resource use, costs and outcome measures by study arm.

Appropriate regression analysis will be used to analyse
the costs and outcomes. Costs will be adjusted for the
baseline ABI-29 score, the stratification factor of centre
and minimisation factor of relationship status, addition-
ally the QALYs will be adjusted for the baseline utility
score [67].

Sensitivity analyses will be used to explore the effects of
methodological assumptions as well as those of missing
data.

Process evaluation

The aim of the process evaluation is to assess the imple-
mentation of the intervention, explore the contexts where
the intervention was effective (or not) and examine the
experiences and acceptability of those delivering and par-
ticipating in the study.

Quantitative elements of the process evaluation
(attendance, number of contacts and completion rates)
will be summarised by descriptive statistics. A nested
qualitative study will analyse transcribed interviews sup-
plemented with video recordings, observations and field
notes. A coding framework will be developed, and data
sets analysed thematically with triangulation from dif-
ferent data sources. PPI groups will be consulted about
emerging themes.

Plans to give access to the full protocol, participant-level
data and statistical code {31c}

The full protocol will be available upon reasonable
request. Participant-level data and statistical code will
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be accessible through the University of Bristol Research
Data Repository.

Oversight and monitoring
Composition of the coordinating centre and trial
management committee {5d}
This RCT is one workstream within a wider NIHR Pro-
gramme Grants for Applied Research programme of
research: Reaching Everyone Programme of Research On
Violence in diverse Domestic Environments (REPRO-
VIDE). A management committee, including all co-inves-
tigators manages the programme, including this trial.
A trial management group (TMG) consists of the chief
investigator, principal investigators of each workstream,
programme manager, statisticians, health economists
and researchers. A programme executive committee (EC)
consisting of academics, service providers and trial col-
laborators also provides guidance and oversight.

Strategic and governance oversight is provided by an
independent programme steering committee (PSC).

Composition of the data monitoring committee, its role
and reporting structure {21a}

An independent DMEC reviews study progress and safety
data as provided by the TMG, and any ethical issues in
keeping with the DMEC charter and reports to the PSC.
The PSC has the authority to stop the trial should there
be significant safety issues or cause for concern.

As previously mentioned, there are two PPI groups for
the research. A group of female victim/survivors who
had experienced DVA and a separate group of men who
had attended and completed a DAPP (either the REPRO-
VIDE DAPP or another DAPP). Initially, the men’s PPI
group also provided an opportunity for men to attend
an RPG in a supportive environment order to reflect on
the challenges to maintaining positive behaviour change.
The men are not paid for their time, but a meeting venue
is provided. Halfway through the trial this double func-
tion stopped, and the men’s PPI group was reformed in a
similar way to the women’s PPI group with all PPI mem-
bers being invited to take part solely for the purpose of
supporting the research and paid as consultants for their
time and expertise. Both PPI groups are consulted two—
three times per year on the design of the research and the
intervention, including questionnaire content and which
validated quality of life measure to use, recruitment
materials and terminology. Two PPI members are also
invited to attend the PSCs and ECs.

Adverse event reporting and harms {22}

Given the complex nature of this participant popula-
tion, there is a high risk to the safety of the participant,
their (ex)partner(s), any children they have contact



Morgan et al. Trials (2023) 24:617

with, and to a lesser extent, to the facilitators deliver-
ing the intervention and to the researchers. Where
possible, female (ex)partners will be notified of their
male partner’s potential participation in the study and
after (male) recruitment, all female (ex)partners will
be contacted again about allocation, to check that they
received that communication, offered signposting and
invited to take part in the study.

Safeguarding of the (ex)partner and any associated chil-
dren are of paramount importance; indeed, (ex)partners
of participants in the intervention arm will be offered
support from the WSW regardless of whether they wish
to take part in the study. The WSW will communicate
closely with the local DAPP coordinator/facilitators to be
aware of any changes in risk while the male participants
are undertaking the programme.

All partner organisations will be alert to and report any
serious incidents to the research team where they have
been made aware of hospitalisation of study participants,
or incidents involving serious violence which they feel
the research team should be made aware of. This may be
through direct disclosure from participants themselves,
or through indirect means—for example, regular police
reports or local court proceedings. Health-related inci-
dents will follow conventional adverse event (AE) and
serious adverse event (SAE) reporting procedures. All
SAEs will be assessed for intensity, causality and expect-
edness by the programme clinician and reported to the
sponsor, study oversight committees and Research Ethics
for monitoring and review as necessary.

Frequency and plans for auditing trial conduct {23}

The DMEC and PSC both meet twice a year and review
the conduct of the trial. The DMEC and PSC meet-
ings are linked and in a sequence, so that any concerns
raised in the DMEC are passed to the PSC. Examples
of issues raised in the DMEC are the routine monitor-
ing and checking of returned questionnaires for risk and
safeguarding purposes (July 2022) and a review of serious
adverse events and adverse events (March 2023).

Plans for communicating important protocol amendments
to relevant parties (e.g. trial participants, ethical
committees) {25}

Any substantial amendments to the trial protocol will
require approval of the South Central Oxford B NHS
Research Ethics Committee. Minor amendments will be
notified to and recorded by the study sponsor, the Uni-
versity of Bristol. Recruitment material and the patient
information sheets will be updated if amendments
involve changes to eligibility criteria.
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Dissemination plans {31a}

A publication plan will be drafted as part of a wider
dissemination and knowledge mobilisation strat-
egy. Findings will be disseminated via final report and
peer-reviewed publications, as well as guidance and
briefing reports for professionals, commissioners and
policymakers.

Participants who have asked to be kept informed will
be provided with the findings and we will take advice
from our PPI representatives as to how best to provide
this in accessible formats.

Discussion

The fully powered trial will provide robust evidence of
the effectiveness and costs of a domestic abuse perpe-
trator programme. The intervention and study design
are built on a broad evidence base, with input and con-
sultation from experts, stakeholders and PPI members
and with particular emphasis on the safety and health
outcomes of the female victim/survivor partners and
ex-partners.

The embedded process evaluation will provide fur-
ther insights in the mechanisms and barriers, experi-
ences and contexts of participants and their journey
through a perpetrator programme. Economic evalua-
tions have been absent in prior studies of perpetrator
programmes. Therefore, this study seeks to address
this omission and will benefit from the use of broader
perspectives.

Trial status

The current protocol is version 8, 22nd September 2022.
Recruitment began on the 21st Oct 2019, but was some-
what delayed as a result of COVID-19. Approximate
date when recruitment will be completed for male par-
ticipants: June 2023, and for female participants, July
2023. Follow-up of participants will continue for another
12 months, until June/July 2024.

Abbreviations

BNSSG  Bristol, North Somerset and South Gloucestershire
DAPP Domestic abuse perpetrator programme

DVA Domestic violence and abuse

NICE National Institute for Health and Care Excellence
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RPG Relapse prevention group

WSW Women'’s safety worker
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