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General Information

This document provides details regarding the setting up of, conduct, analysis and
dissemination of the NIHR Public Health Research (PHR) Programme funded study
(REF: NIHR156425; The Inspirited Minds Adapted Intervention: Feasibility study of
a faith-based culturally adapted intervention to promote mental health and well-
being in young Muslim women).

The University of Hertfordshire will sponsor this study. University of Kent, Inspirited
Minds (IM), University of Leeds, Birmingham City University, University of East
Anglia (UEA) and the British Islamic Medical Association (BIMA) will be
collaborators in the study. As such, a collaboration agreement will be signed by the
parties, specifying responsibilities and financial arrangements.

Chief Investigator Prof. Daksha Trivedi

Deputy Lead Prof. Andy Jones

Clinical Trial Manager Megan Smith

Sponsor University of Hertfordshire
Study committees Trial Management Group (TMG)

Trial Steering Committee (TSC)

Public Involvement Working Group
Young Women’s Advisory Group (YWAG)
Stakeholder Forum
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Signature Page

The undersigned confirm that the following protocol has been agreed and accepted
and that the Chief Investigator(s) agrees to conduct the study in compliance with
the approved protocol and will adhere to the principles outlined in the Good Clinical
Practice (GCP) guidelines, the Sponsor's (and any other relevant) Standard
Operating Procedures (SOPs), and other regulatory requirements as amended.

We also confirm that we will make the findings of the study publicly available through
publication or other dissemination tools without any unnecessary delay and that an
honest, accurate and transparent account of the study will be given; and that any
discrepancies and serious breaches of GCP from the study as planned in this

protocol will be explained.

Name: Prof. Daksha Trivedi

Role: Chief Investigator

Signature:

~
/

QT

\

Date: 09/07/24

Name: David Wellsted

Role: CTSN/CTU
Representative

Signature:

@@f}@&\&q\

Date: 09/07/24

Name: Allan Clark

Role: Statistician

Signature:

bl

Date: 09/07/24

Name: David Turner

Role: Health Economist

Signature:

| LA

Date: 09/07/2024

NV L
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Glossary of Abbreviations and Key Terminology

Abbreviations and definitions:

AE

AR
ASR
CA

Cl

CRF
ICF
ISRCTN
PI

QA

QC
Participant
RCT
REC
SAE
SDV
SOP
SSA
TMG
TSC
MHSW
IM
IM-Adapted
YWAG
TA

PID
QALY
GCP
QMMP
CTSN
UHCTSN

Adverse Event
Adverse Reaction
Annual Safety Report
Competent Authority
Chief Investigator
Case Report Form

Informed Consent Form

International Standard Randomised Controlled Trial Number

Principal Investigator

Quality Assurance

Quality Control

An individual who takes part in a study

Randomised Controlled Trial

Research Ethics Committee

Serious Adverse Event

Source Document Verification

Standard Operating Procedure

Site Specific Assessment

Trial Management Group

Trial Steering Committee

Mental Health Support Worker

Inspirited Minds

Inspirited Minds (IM)-Adapted

Young Women'’s Advisory Group

Thematic Analysis

Participant Identifier

Quality Adjusted Life Year

Good Clinical Practice

Quality Management and Monitoring Plan

Clinical Trials Support Network
University of Hertfordshire Clinical Trial Support Network
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Herts YPAG University of Hertfordshire Young People's Research Advisory Group
CTuU Clinical Trials Unit

DPIA Data Protection Impact Assessment

eCRF Electronic Case Report Form
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Study Summary
Full title The Inspirited Minds Adapted Intervention: Feasibility study
of a faith-based culturally adapted intervention to promote
mental health and well-being in young Muslim women
Short title/Acronym IM-Adapted

Protocol Version Number and Date

0365 2025 JAN HSET

09/01/2025
Start Date 18t March 2024
End Date 28" February 2026

Study Duration

24 Months

Study Design

A cluster randomised feasibility trial

Sponsor

The University of Hertfordshire

Chief Investigator(s)

Prof. Daksha Trivedi

Funder NIHR Public Health Research (PHR) Programme

REC University of Hertfordshire Health, Science, Engineering and
Technology ECDA

Study Objective(s) Aim: To establish the feasibility of evaluating a faith-based

culturally adapted intervention to promote
and improve mental health and well-being of young Muslim
women in community settings.

Objectives:

e Deliver and evaluate the IM-Adapted group
intervention compared with usual psychoeducation

¢ |dentify the most effective methods to recruit and
randomise participants

e Examine the feasibility of delivering the interventions
in community settings

e Explore implementation and fidelity to the intervention
protocol

e Determine the acceptability of the interventions, study
procedures and barriers to engagement

o Estimate adherence rates to the intervention by
participants

o Explore the feasibility of collecting outcome and
resource data
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e Estimate referrals, recruitment and retention rates
e Evaluate the safety of the trial
o Estimate sample size for a future definitive trial

Planned Sample Size

60 (30 in each arm)

Participants

Muslim women aged 18-24

Inclusion criteria:

¢ Muslim women aged 18-24 years self-diagnosed or
referred from another source with low mood or mild
depression and scoring between 5 and 14 on the
Patient Health Questionnaire 9 (PHQ-9) scale (low
mood/mild symptoms) and willing to participate in the
study.

e Participants must be able to read and understand
English, although we do not anticipate this will limit
inclusion given the age group.

Intervention

The Inspirited Minds (IM)-Adapted programme: a faith-based
culturally adapted peer support group intervention aimed at
promoting and improving mental health and well-being and
tailored to the specific needs of Muslim communities. It was
co-developed with Muslim service users and therapists. IM
works with several Muslim organisations to provide mental
health support to young women seeking help.

The IM-Adapted programme will be delivered in six weekly
sessions (90 minutes per session) to groups of 10 by
specialist intervention therapists and a co-facilitator (Mental
health support worker (MHSW)) identified by IM.

Comparison

A low intensity CBT psychoeducation group with no religious
or cultural adaptation. Control participants will receive six
weekly sessions (90 minutes per session) in groups of 10
delivered by intervention therapists and facilitated by MHSW.

Follow up duration

T1 - 6 Week follow-up (during or after the last session)
T2 - 24 Week follow-up (24 weeks after first session)

Primary Outcomes

Referral, recruitment, retention
Data quality/completeness
Acceptability to participants
Distress, well-being and anxiety.

Secondary Outcomes

Overall, health related quality of life
Resource use for participants in the intervention
Loneliness

Religious coping
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1. Introduction

There is growing concern about the mental health and well-being of children and young people
with a striking six-fold increase in the prevalence of long-term mental health conditions in
England from 1995-2014 in those aged under 24 (1). Young people are particularly susceptible
to the onset of mental illness with over 50% of mental health problems emerging before the
age of 14 and 75% before the age of 25 (2). It is of concern that young women aged 16-24
have three times higher prevalence than men (26% vs 9%) with problems more common in
young people from minority ethnic backgrounds (3,4). Females aged 24 years or under have
also seen the largest increase in the suicide rate over the last three decades (5). Perceived
discrimination in young British Muslim students in the UK is associated with increasing anxiety
and depression with social stigma remaining strong (6,7). This likely reflects a complex
interplay of factors such as social disadvantage, acculturative stress, and discrimination (8,9).

Growing evidence suggests that mental health issues heavily impact Muslims; the largest,
fastest growing minority religious group in the UK (10-13). Particularly, high prevalence of
anxiety and depression (over 35%) has been reported in young women aged 18-30 largely
from Bangladeshi and Pakistani Muslim communities in Britain. Around 45% have reported
struggling with mental health (14,15). Young Pakistani and Bangladeshi mothers have also
reported high levels of depression (37%) during the pandemic (16).

Itis concerning that Muslims are under-referred to therapy services for mental health problems
and show poor recovery rates compared to the general population, resulting in inequalities in
mental health care and sub-optimal treatment for mental health problems (17,18). There is an
unmet need for treatment that is greatest in underserved and ethnic minority communities
(Understanding Muslim Mental Health - Research). This can be in explained, in part, due to
lack of tailored support to meet the needs of diverse groups with evidence that standard CBT-
based interventions are not as effective in promoting mental health and wellbeing in ethnic
minority communities (19). The Covid-19 pandemic highlighted the impact of health
inequalities with increased mortality in ethnic minority communities which was attributed, in
part, to lack of tailored support that did not consider social, cultural, and religious attitudes,
beliefs and norms. Tailored support provided at a local level, such as health champions,
demonstrated increased reach and engagement with formal services during the pandemic
(20). Religiously and culturally tailored interventions that encourage young Muslims to discuss
mental health, and improve help-seeking behaviours, mental health, and well-being, need to
be developed and tested.

Evidence suggests that incorporating religious and cultural adaptations in tailored
interventions for Muslim populations may improve mental health and well-being through
‘positive religious coping’, drawing on internalised spiritual beliefs to promote hope and
resilience (17,21-23). Mental health services using such interventions in clinical practice can
show promise as religious beliefs can have a positive impact on psychological distress (22,23).
Positive engagement with Muslim identity can also counter discriminatory practices,
particularly for women who are disproportionately subjected to Islamophobic abuse,
stereotypes, and violence (14,24,25). Women from these communities are also subject to a
‘Muslim penalty’ with respect to education outcomes, economic activity, and unemployment
(14,26) which can contribute to mental ill health. Religious identity is core for many Muslim
patients and needs to be considered for person-centred care in this group (14,21,27).
Concerningly, mental health service providers often lack an adequate understanding of
cultural sensitivities and cultural competence, leading to inappropriate or ineffective
interventions (28). In addition, cultural concepts relating to the causes of mental illness and
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social stigma among British Muslims combine with service mistrust to adversely impact service
use (29).

Our research will address key public health challenges including how best to engage with
communities who do not access mental health services, delivering community/faith-based
interventions in non-NHS settings to support young women, training practitioners in this novel
approach and use appropriate evaluation frameworks to capture process and outcomes
(30,31). It will inform a pathway to testing the effectiveness and cost-effectiveness of the IM-
Adapted intervention for young Muslim women, increasing representation of marginalised
groups in research.

2. Aims and Objectives

2.1. Study Objectives

The overall aim of this study is to establish the feasibility of evaluating a faith-based culturally
adapted intervention to promote and improve mental health and well-being of young Muslim
women in community settings.

The objectives of the study are as follows:

o Deliver and evaluate the IM-Adapted group intervention compared with usual
psychoeducation at two sites.

¢ Identify effective methods to recruit participants to the intervention or the control
groups.

¢ Examine the feasibility of delivering the interventions to participants in community
settings by mental health professionals.

e Explore implementation and fidelity to the intervention protocol by mental health
professionals.

e Determine the acceptability of the interventions, study procedures and barriers to

engagement.

Estimate adherence rates to the intervention by participants.

Explore the feasibility of collecting outcome and resource use data.

Estimate referrals, recruitment, and retention rates at follow-up.

Evaluate the safety of the trial interventions.

Estimate number of sites and sample size for a future definitive trial.

2.2. Study Outcomes

The primary feasibility outcomes to determine progression to a future definitive trial are as
follows:

e Number of participants referred, excluded, and recruited and reasons for not
participating

Retention rates at follow-up

Participant engagement and adherence (sessions attended)

Feasibility, acceptability, barriers and facilitators to interventions

Data quality & follow up completion rates, including health economic data

Training and delivery model (adherence, engagement, confidence)
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e Adverse event rate
e The existence of early evidence that the intervention is not clearly inferior to usual care
o Feasibility of required sample size and other requirements for a future trial

We will measure a range of secondary outcomes with a view to making a decision about which
to include in a future definitive trial. The secondary outcome measures (as potential primary
outcomes for a definitive trial) are:

o Distress, well-being, anxiety, overall health-related quality of life, loneliness, resource
use and religious coping.

2.3. Progression Criteria

Progression to a definitive trial will be based on a future application to the NIHR PHR
Programme. Based on consideration of our feasibility findings, the Trial Steering Committee
will be asked to make a recommendation regarding the appropriateness of a future trial. The
following criteria has been developed to determine whether funding for a definitive trial will
be sought including items relating to recruitment, retention, adherence, and completion. This
progression criteria follows a set of stop-go criteria (based on traffic light colours for the
measures where appropriate). Where traffic lights are used, green = progression (subject to
a successful new funding application), amber = modifications and improvements required
before progressing and red = no progression to a future large trial. For the non-traffic light
measures listed below, decisions will be made based on the information available.

2.3.1. Stop-go criteria:

Completion of key outcome measures (% of mental health and well-being measures
completed)
o Green: >=80%
o Amber: 51-79%
o Red <=50%.
¢ Participant engagement and attendance (% of planned sessions attended):
o Green: >=67%
o Amber: 51-66%
o Red: <=50%

e Successful collection of resource use data (% of participants providing resource use
data):

o Green: >=80%
o Amber: 70-79%
o Red: <70%

e Adequate acceptability of interventions to young Muslim women.

e Professionals and support workers are willing to deliver sessions and encourage
participant engagement.

o Sufficient referrals (with sufficiency based on the sample size required for a definitive
trial, we will calculate from this feasibility study) received from various organisations
for young people to participate in the trial.

o Recruitment is such that >=10% of eligible screened participants are recruited.

o Appropriate outcomes measures are identified including one potential primary

outcome (>75% of minimum important difference).

Page -12 - of 36



University of
Hertfordshire U H

o Based on the estimated sample size, a necessary number of additional sites are
identified for a definitive trial. No indication that the intervention is significantly less
effective than usual care.

¢ No indication that the intervention has significantly increased the risk of adverse
events compared to the control condition.

3. Methods

3.1. Study Design

A two-arm cluster randomised controlled feasibility trial delivered in groups in two locations
(London and Birmingham) in community centres/mosques. Clusters will each comprise 8-10
young women, each attending the same group session.

A nested process evaluation will use focus groups/interviews, intervention logs and
intervention observations to capture participant and intervention delivery staff experiences.
The evaluation will confirm study processes, interventions, and outcomes, capture delivery
fidelity and explore acceptability, barriers to implementation and engagement, document
participant recruitment and flow and areas for refinement.

Our embedded mixed methods process evaluation will examine the contextual factors that will
affect all aspects of the delivery of the intervention and outcomes and ascertain via a feasibility
assessment the outcomes and recruitment strategy required for the design of a full-scale trial
(31).The process evaluation will support the study objectives to 1) identify effective recruitment
pathways for professionals and participants 2) examine acceptability of the intervention,
training, study procedures and barriers to engagement 3) assess fidelity to in the intervention
protocol 4) explore adherence to the intervention and training.

3.2. Study Setting

Two locations (London and Birmingham) in community centres or mosques.

3.3. Study Participants

The target population are young women aged 18-24 self-identifying as Muslims and who are
seeking help for feeling low or to improve their mental health from any setting. Young women
who potentially meet the criteria for the study will be assessed for suitability by the Inspirited
Minds (IM) team when they initially register with IM to make use of their services or complete
the study specific self-referral form hosted on the IM website. We will accommodate individuals
with learning disabilities or a particular access need where possible.

Inclusion Criteria

¢ Muslim women aged 18-24 years self-diagnosed or referred from another source with
low mood or mild depression and scoring between 5 and 14 on the Patient Health
Questionnaire 9 (PHQ-9) scale (32) (low mood/mild symptoms) and willing to
participate in the study.

e Participants must be able to read and understand English, although we do not
anticipate this will limit inclusion given the age group.
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Exclusion Criteria

e Those considered unsuitable based on the professional opinion of the mental health
professionals during the risk assessment. This will include those on current treatment,
and/or with co-morbid conditions that present contraindications to engaging in the
study (e.g., severe chronic pain).

e Those on current treatment with antidepressants or other drug, or psychological
therapy where disease severity (e.g., PHQ-9 below 5 or above 14) or the
recommendation of a healthcare professional precludes them from taking part in the
study.

3.4. Sample Size

As this is a feasibility study, the sample size is not based on a power calculation to estimate
the ability to detect a difference in outcomes between study arms. Rather, for a feasibility
study, sample size is based on estimating the completion rates of the questionnaires,
sessions, or adherence. The NIHR guide to Feasibility and Pilot studies states that the optimal
size for pilot studies used to inform sample size calculations is between 70 and 120
participants (33). Assuming a group size of 10 per cluster and an intra-class correlation
coefficient of 0.05, our proposed sample size of 60 (30 in each arm) for our feasibility study
will enable us to estimate critical parameters for such a pilot study, as part of a future large
study. Allowing for an estimated loss to follow up of 20% (Co-applicant GM’s study
unpublished (34,35), we anticipate this will give us approximately 24 participants in each arm
at 6 months. This will allow us to estimate the completion rate to within a pre-specified level of
precision of +-/10% assuming it was 90%, or +/-13% if it was 80%. We are confident that these
are appropriate estimates and represent values that would allow progression to a full trial, and
our sample size is also in line with those for feasibility studies audited in the UK (36). The
sample size will result in one site having two intervention groups and one control group and
the other having two control groups and one intervention group.

4. Study Procedures

The Gantt chart shows the timeline of this study, and the study flowchart can be seen below
(Figure 1), along with the study schedule (Table 1). The Gantt chart is available to view on the
electronic Trial Master File (eTMF). The Case Report Form (CRF) has been designed to reflect
and support the flow of the study, and to record details of actions taken and dates.

The research team will use File Notes to record any issues. If appropriate, issues will be
reported to the Trial Steering Committee (TSC).
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Figure 1. Study Flowchart
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Table 1. Study Schedule

STUDY PERIOD
5
c — . .
g g Post-randomisation
o
Pre- | Pre- TO TO-T1 T1 T2
TIMEPOINT | TO TO Baseline Intervention +6wks | +24wks
ENROLMENT:
Consent to screen X
Eligibility screen X
Referral to research team X
Informed consent X
Randomisation X
INTERVENTION x [ x[x[x[x]x
ASSESSMENTS:
PHQ-9 X X X X
GAD-7 X X X
WEMWBS X X X
R-COPE X X X
Measure of Loneliness X X X
EQ-5D-5L X X X
CSRI X X
Focus Groups
ADVERSE EVENT MONITORING X x [ x [ x[x][x]x X X

Note: TO = Baseline, T1 = First Follow-Up, T2 = Second Follow-Up. PHQ-9 = Patient Health Questionnaire. GAD-
7 = Generalized Anxiety Disorder. WEMWBS = The Warwick-Edinburgh Mental Wellbeing Scale. R-COPE =
Brief Religious Coping Measure. CSRI = Client Service Receipt Inventory.

4.1. Study Setup

Study set up will involve obtaining approval from the Research Ethics Committee (REC) at the
University of Hertfordshire, registration on the International Standard Randomised Controlled
Trial Number (ISRCTN) registry and Clinical Research Network (CRN) portfolio and database
set-up. Study personnel will be recruited. Good Clinical Practice (GCP) training will be
undertaken by those the Chief Investigator (Cl) deem requires it for their role in the study. The
Trial Steering Committee (TSC), Trial Management Group (TMG), Public Involvement
Working Group and Stakeholder Forum will be established, and meeting dates will be agreed.
A study website will also be developed and launched.

4.2. Recruitment

4.2.1. Participant Identification and Screening

Inspirited Minds (IM) will review incoming referrals to their services, via their usual online form,
to identify those who might be eligible to join the study (i.e. are the right age, gender and have
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reported low mood/depression with no obvious reason why they cannot participate). This
referral process is well-established and as well as collecting information on age and gender
has an embedded PHQ-9 measure to rate levels of low mood/depression. This survey is
typically completed online but can be completed via telephone for those who require additional
support. Inspirited Minds hold a database of individuals who are currently using the services
of the charity which will also be used to identify potentially eligible participants for the research
study. In line with usual IM practice for groups, an online form for those interested in taking
part in the study will also be developed. To establish eligibility, this form will also include an
embedded PHQ-9 measure to rate levels of low mood/depression.

The NIHR Clinical Research Network East of England (changing to Regional Research
Delivery Network East of England from 1t October 2024) will also support recruitment in their
capacity as Lead Network. They will work with their counterparts in other regions to help
identify organisations and communities that can support recruitment of participants. Young
women will also be informed about the study through the Mosques and community groups
identified as recruitment sites for the study. Those supporting with recruitment may receive a
monetary reward as a recompense for their time. Some young women may find out about the
study from their peers, the study website, via social media, or from promotional materials (e.g.
poster) displayed locally. These individuals will also be directed to complete the online study
self-referral form via IM for initial screening.

The information provided on the study specific self-referral form, or the usual IM self-referral
form will be used to assess for potential suitability by a member of the IM team (e.g. support
workers or the clinical manager). A member of the IM team will log the number of referrals and
the numbers meeting the initial inclusion criteria.

Those who meet the criteria for age, gender and depression (PHQ-9 score between 5 and 14)
will be contacted to introduce the study and set up a 30-minute standard risk assessment
screening session via telephone or video call. This risk assessment, which is undertaken by
IM with new clients irrespective of this study, will be conducted by a trained member of IM staff
(based on the NHS Talking Therapies) and information collected will be used to finalise
eligibility for participation in the study. Those who meet the eligibility criteria based on the
outcome of the risk assessment along with all other information collected will receive the full
study information pack. Those who are deemed to be high risk because of either contradictory
comorbidities or current treatment or other risks, will not be able to take part in the study but
will be offered suitable alternative care. Those who are ineligible based on risk or other
eligibility criteria or do not wish to participate in the study will be offered the usual support
provided by IM as appropriate. These individuals will be offered the option to give reasons for
why they do not wish to participate in the study, but this question will be optional to avoid
apparent coercion.

Those who meet all eligibility criteria for the study and would like to take part will be sent the
link to the online (via REDCap) informed consent form.

4.2.2. Informed Consent

Eligible young women will be asked to complete the online informed consent form. This form
can be accessed by a link which will take them to the online form via the REDCap database
held by the University of Hertfordshire. Participants will receive a copy of the signed informed
consent form via email.
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Consenting eligible women will then be recruited to the study and randomised either to the IM-
Adapted intervention or the comparison group.

4.3. Randomisation

4.3.1. Randomisation Procedures

Eligible participants who have provided informed consent to take part in the study, will be
randomised in groups of approximately 10, as soon as each group of approximately 10 has
accrued. Groups will be allocated to receive six weekly sessions of either the IM-Adapted
intervention or the usual psychoeducation support group.

Randomisation, stratified by location (London and Birmingham) and ensuring equal numbers
in each group, will be conducted online via the data platform provided by the University of
Hertfordshire’s Clinical Trials Support Network (CTSN), ensuring allocation concealment.
Allocation blinding is not possible, supporting staff will be blinded during data collection when
possible but all statistical analyses will be blinded.

The groups will be allocated to the intervention by a process embedded in the web-based data
Management system (REDCap).

4.4. Baseline

Participants who have been randomised will be sent an email asking them to complete the
linked online survey seven days prior to the start of their first therapy sessions. An option of
telephone data collection will be offered to those participants who would prefer it. Where
required, a reminder will be sent two days prior to the first session.

They will be asked to complete the following baseline measures:

Patient Health Questionnaire-9 (PHQ-9) (32)

Generalized Anxiety Disorder (GAD-7) (37)

The Warwick-Edinburgh Mental Wellbeing Scale (WEMWBS) (38)

Brief Religious Coping Measure (R-COPE) (39) adapted for a previous trial (40) to

include additional questions from Kahn and Watson (41)

EQ-5D-5L (42)

e Client Service Receipt Inventory (43) (CSRI): This measures health and non-health-
related resource use for participants of the intervention. This will also be used for the
health economics evaluation.

e Direct Measure of Loneliness (44)

4.5. Intervention

The Inspirited Minds Adapted (IM-Adapted) programme, is a faith-based culturally adapted
peer support group intervention aimed at promoting and improving mental health and well-
being and tailored to the specific needs of Muslim communities. It was co-developed with
Muslim service users and therapists. The IM-Adapted programme will be delivered in six
weekly sessions (approximately 90 minutes per session) to groups of approximately 10 by
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specialist intervention therapists and a co-facilitator (MHSW) identified by IM, delivered in a
community centre or Mosque.

The intervention recognises the broader cultural identities of young Muslim women and
addresses issues of stigma, social structures, religious explanations for depression, utilising
best practice approaches. This involves creating positive messages from Islamic teachings
that relate to positive religious coping. Behavioural components, each linked to behaviour
change theories, include activity scheduling to address negative thoughts and improved mood,
impact on behaviour, use of positive logs, journalling, goal setting and modelling positive
behaviours. This results in reduced stigma and allows individuals to be more comfortable to
seek support; and the use of peer support to tackle loneliness and offer initial steps to improve
low mood, address barriers, and improve access to support. It focuses on addressing negative
beliefs, and positive and negative coping through religious messages, thereby increasing
positive beliefs about mental health (39,41).

Themes addressed by IM-Adapted are:

a) Culture and related issues including a lack of communication around mental health,
a taboo subject, and beliefs of not being a good Muslim if you are struggling with your
mental health

b) Capacity and coping strategies including limited adapted treatments to suit more
Islamic ways of working and using faith as a way of coping or leading to use of drugs
to cope due to needing to mask symptoms

c) Cognition and beliefs including rigid beliefs about mental health, and assumptions
that if people pray more than they will feel better

d) Isolation and stigma due to limited access to specialized treatments and not openly
communicating with others and hence feeling like they are the only ones.

The IM-Adapted intervention is CBT based and adapted with Islamic faith messages using
cognitive and behavioural underpinnings including insights from GM'’'s (co-applicant)
therapeutic approach with Muslim populations(17,23) and CBT models used in cultural
adaptations (45—47). The intervention also uses a place-based community approach (48) by
delivering in @a mosque or community centre.

We will therefore identify assets of importance such as informal social/community networks,
community groups, services, volunteers, local organisations supporting the work of IM. Our
flexible approach is underpinned by models of place-based interventions that address health
disparities, particularly around communication with relevant community, stakeholders,
community empowerment and engagement (49). This will further inform the infrastructure and
logistics of delivering such as intervention for the future larger trial.

4.6. Control Group

The comparison group is a low intensity CBT psychoeducation group with no religious or
cultural adaptation (see Table 2) delivered by qualified mental health professionals from IM.
As with the intervention arm, control participants will receive six weekly sessions (90 minutes
per session) in groups of approximately 10 women. The sessions will include components of
CBT in a group format for low mood, including behavioural activation, activity scheduling,
thought challenging and understanding their pattern using a 5 areas diagram. Delivery staff in
both arms will complete GCP training from the NIHR.
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Table 2. Comparison of key characteristics of intervention and control arm group sessions

IM Adapted

Control Group

Run by Muslim women with specialised training

Run by Psychological Wellbeing Practitioners
with NHS standard training

Starting the treatment with the Dua (Islamic
prayer)

Normal introductions to the session

CBT Components including the 5 areas model
(50)

CBT components including the 5 areas model
(50)

Supportive space to have open conversations,
using questions around culture and religiosity to
prompt discussion and hearing from others

Supportive space to have conversations without
religious and cultural prompting

Islamic content and stories related to depression
from the Quran and stories of the time of the
prophet, having discussions around this

Not included

Homework setting

Homework setting

Journaling every week- allowing time to reflect on
cultural and religious learning from the sessions
with prompted questions

Not included as part of treatment protocol

Ending with cultural and religious reflections and
key learning

Ending with general reflections and key learning

Ending with a Dua (Islamic prayer) for hope

Not included

Being provided with IM booklets around mental
health, which is faith based

Booklet and content from the slides

4.7. Follow up Procedures

Follow-up questionnaires will be completed at 6 weeks and 24 weeks after baseline. As with
the baseline measures, an email will be sent asking participants to complete the linked online
survey. An option of telephone or online (e.g. Zoom) data collection will be offered to those
participants where needed. Where required, reminders will be sent e.g. 5 days after initial

follow-up contact.

The following measures will be collected at 6 weeks:

EQ-5D-5L (42)

Patient Health Questionnaire—9 (PHQ-9) (32)
Generalized Anxiety Disorder (GAD-7) (37)
The Warwick-Edinburgh Mental Wellbeing Scale (WEMWBS) (38)

Brief Religious Coping Measure (R-COPE) (39) adapted for a previous trial (40) to

include additional questions from Khan and Watson (41)

e Direct Measure of Loneliness (44)

The following will be collected at 24 weeks after first session:

e Patient Health Questionnaire-9 (PHQ-9) (32)

e Generalized Anxiety Disorder (GAD-7) (37)

¢ The Warwick-Edinburgh Mental Wellbeing Scale (WEMWBS) (38)
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EQ-5D-5L (42)

o Client Service Receipt Inventory (CSRI) (43): This measures health and non-health-
related resource use for participants of the intervention. This will also be used for the
health economics evaluation.

e Brief Religious Coping Measure (R-COPE) (39) adapted for a previous trial (40) to
include additional questions from Khan and Watson (41)

o Direct Measure of Loneliness (44)

4.8. End of Study

The end of study will be when all participants have completed all scheduled assessments and
all questionnaires/data items have been completed and interviews taken place.

A declaration of end of study form will be completed and sent to the relevant Ethics Committee
with Delegated Authority (ECDA) at the University of Hertfordshire as soon as practicable, and
no later than 90 days, after the study has ended.

4.9. Payment

Participants will be given £10 vouchers each time they complete study outcome measures at
follow-up (i.e. up to £20 in total). Participants will also be given a £10 voucher for taking part
in an interview/focus group as part of the process evaluation.

5. Safety

We believe the risk of harm is low as, other than the inclusion of cultural adaptions, the
intervention we are testing contains elements that are commonly used in therapeutic practice,
whilst the control condition equates to the care given in NHS settings. Inspirited Minds has a
well-developed safeguarding procedure which will apply to all participants in this study. In
addition, we will capture any concerns from participants on the interventions they receive
during the process evaluation.

To monitor safety during the study, any adverse event (AE) (see below definition) occurring
during the participation of the study will be reported in accordance with the study protocol and
IM policies. We will monitor for any potential harm and unanticipated outcomes during the
intervention and the six month follow up period. These will be reported as per the CONSORT
harms checklist (51).

An Adverse Event (AE) is defined as any untoward medical occurrence in a participant which
does not necessarily have a causal relationship with the study intervention for example:

¢ An exacerbation of a pre-existing illness
An increase in the frequency or intensity of a pre-existing episodic event or condition

e A condition (regardless of whether present prior to the start of the study) that is
detected after the start of the study (this does not include pre-existing conditions)

o Continuous persistent disease or symptom present at baseline that worsens following
administration of the intervention
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When an AE occurs, the member of the study team who first becomes aware of the AE must
record it on the database and assess whether the event is considered serious (see below
definition).

A Serious Adverse Event (SAE) is defined as an untoward occurrence that:

(a) Results in death

(b) Is life-threatening

(c) Requires hospitalisation or prolongation of existing hospitalisation
(d) Results in persistent of significant disability or incapacity

(e) Consists of a congenital anomaly or birth defect

(f) Is otherwise considered significant by the investigator

All SAEs should be communicated to the IM lead therapist and Trial Manager (or delegated
person in their absence) within one working day using the provided SAE form. The IM lead
therapist and Trial Manager will review the SAE form and disseminate to the Cl and the TMG
within 72 hours of being informed, where appropriate. The TSC and REC will be informed by
the Trial Manager of all SAEs periodically unless the Cl escalates the SAE or deems
necessary.

If an SAE is considered to be related to the study intervention, and the intervention is
discontinued or interrupted for that participant as a result, this will be recorded in the
appropriate sections of the database, including withdrawal form if they leave the study.
Should any concerns arise, we will pause the study and immediately inform the NIHR.

6. Data Collection, Management and Analysis

6.1. Data Collection

Data collection for the maijority of outcomes will be by direct online entry of data on the central
database, stored on servers based at UH by members of the IM-Adapted study team.
Questionnaires will all be self-completed by the participants through the links sent to them via
the database. In the case that a participant is unable to complete the outcome measures
themselves, this can be done with the support from a member of the research team (e.g., by
having the questions read to them). Staff will receive training on data collection and use of the
online database. Screening and identification logs will be kept on an electronically secure
server held by IM and only anonymous data for the purpose of the research outcome
measures (e.g. referral and recruitment numbers) will be shared.

Collection of data for the purpose of process evaluation will occur as follows. A member of the
process evaluation team will attend training sessions and will also review training and
intervention materials as required. Approximately 10-15% of intervention sessions in both
groups, with a minimum of two at each site, will be attended by a researcher and audio
recorded to examine implementation and fidelity to the training. Our preparatory work suggests
that recording would be more acceptable than written notes, but we will discuss with the Young
Women’s Advisory Group (YWAG) and take a flexible approach that aligns with the
preferences of the participant groups. Drawing on the intervention manual, protocol and
observations made during training sessions, we will develop an intervention observation guide
that supports documentation of key points of the sessions based on what is observable. For
example, this may include the presence or absence of expected components such as Islamic
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prayer and conversations about culture and religiosity. As well as observations around the
level of engagement from the young women and the roles of the therapist and support worker
in the activities undertaken in the room.

In order to understand the nature and fidelity of intervention delivery, a short intervention log
will be completed by the therapists for each session to record number of young people
attending, any late arrivals or early departures, reasons for any absences, and if planned
activities went ahead. There will be a free-text box for any issues that the therapists wish the
research team to be aware of, for example, reasons for deviation from the planned activities.
These data will be collected either directly onto a database or first collated in a word or excel
document, whichever aligns with usual practice.

In order to gather detailed insights into the experiences of all groups involved in delivering and
receiving the IM-Adapted programme as well as participation in the research study, a range
of focus groups and 1:1 interviews will be undertaken. Focus groups with the therapists and
support workers involved in intervention delivery will be conducted to explore experiences of
intervention training, delivery, and study processes. All therapists and support workers will be
invited, and it is anticipated that one or two focus groups will be carried out per site. A focus
group will also be run with IM staff, to gather their experiences of running the intervention and
any modifications that may be required or anticipated before progressing to a definitive trial.
Further we anticipate running one focus group and/or interviews depending on logistics, with
referral partners to gather their experiences of referring their clients or service users to the
intervention.

A set of interviews or focus groups will be undertaken with young women to explore their views
on the acceptability of the intervention and study design and procedures. For comparison,
participants to the control group will also be invited to talk about their experience. A semi-
structured schedule will be produced to guide discussion, with input from the YWAG.

Interviews or focus groups will be held with around 24 women in total (12 in each arm and
equal numbers in London and Birmingham) and will be conducted by members of the process
evaluation team. Where possible purposive sampling will be used to ensure diversity of
experiences and perspectives are included, for example age, socioeconomic status,
participants that attended all or some of the sessions and time of recruitment to the study
(early/late) will be varied. Given the potentially sensitive nature of the subject matter (the
mental health of the young women coming from a cultural and religious context where such
matters may not be routinely discussed) we anticipate mainly 1:1 interviews rather than focus
groups, but either format will be facilitated by someone of Islamic faith. We recognise that
because the intervention is delivered in a group context, understanding the group dynamic of
the IM-Adapted sessions could provide important insights into the active mechanisms of the
programme, therefore at least one focus group dependent on consent. Regarding the
intervention, we will explore participants’ views about the varying components, with particular
focus on the faith-based adaptations and coping strategies, perceived benefits or drawbacks
to mental health, facilitators and barriers to engagement and the format of the intervention
e.g., number of weeks, length of sessions. Regarding the study design and procedures, we
will explore views on recruitment methods, randomisation, questionnaire completion, and
motivation for joining and staying in the study. We will explore the role of religious coping to
identify the mechanisms underpinning faith-based coping strategies provided as part of a
wider package of support.
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To estimate the scale of any potential contamination, we will also ask participants what, if
anything, they know about the sessions being received by those in the other arm of the study
to them (control). For convenience we anticipate interviews and focus groups will all be
undertaken online but will be in accordance with participant preference.

6.2. Data Management

Participants will be automatically assigned a unique study Participant Identifier (PID). Data will
be entered under this identification number onto the central database stored REDCap held on
the server at the University of Hertfordshire. Randomisation of participants will also be
implemented within this database.

The database will be username and password protected and only accessible to members of
the IM-Adapted study team, and external regulators if requested. This access to the study
database is controlled and administered by CTSN Data Management. The delegation log will
identify all those personnel with responsibilities for data collection and handling, including
those who have access to the study database. The servers are protected by UH firewalls and
anti-virus products and are patched and maintained (including back-ups) according to best
practice.

The REDCap database software provides a number of features to help maintain data quality,
including; maintaining an audit trail, allowing custom validations on all data, allowing users to
raise data query requests, and search facilities to identify validation failure or missing data.

After completion of the study, the database will be retained on the servers of UH for ongoing
analysis of secondary outcomes. The study database and associated design documentation
will be routinely archived for a period of 10 years unless otherwise advised by the TMG.

6.3. Data Analysis

Data analysis will be largely descriptive, reflecting this fact that this is a feasibility study where
the aim is not to test the efficacy of the intervention. Based on our previous work (52), the
referral, recruitment and retention will be evaluated using standard reporting following the
CONSORT criteria, reporting the proportions (and confidence intervals) of young people
reaching each stage of the study, by referral source and study arm. Adherence will be
assessed through the proportions of sessions attended, and the extent to which young women
continue to apply strategies learnt to improve mental health (survey data at 24 weeks).
Feasibility of collecting outcome and resource use data will be evaluated by estimating the
proportions of missing data in each of the outcomes assessed. The descriptive statistics of
the outcome measures will be given by group, but no formal hypothesis testing will be
undertaken. To monitor safety, the number of adverse events (for example, a mental health
episode triggered by the content of a session) will be reported by study arm along with the
number of participants experiencing one or more events. Recruitment to the study will be
monitored through the recruitment logs and reported using the standard CONSORT Criteria.

The sample size for a future trial will be estimated using agreed minimally important difference
in the outcomes (from the published literature) and the estimated SD and completion rates
from our study. Sensitivity analyses in the estimated number will be undertaken by inflating
the SD by 20%. It will not be possible to have an estimated intra-cluster correlation coefficient
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so a value of 0.05 will be used, but sensitivity will be allowed for by varying this value from
0.01to 0.2.

6.3.1. Process Evaluation

Qualitative focus group and interview data will be audio recorded and transcribed. If conducted
online, Zoom transcription will be enabled and quality checked and corrected in conjunction
with the audio recording. The data will be analysed (53) using NVivo to identify common
themes that could be used to inform the design of a full-scale trial. This Thematic Analysis
(TA) will use a deductive approach based on the themes outlined in the ‘Process evaluation’
section of this application. The content identified under the different themes will be used to
understand the important contextual factors that have influenced the intervention and to
provide key insights to improve evaluation design. Data from the intervention logs and
intervention observations will be compared against the intervention manual, and findings will
be tabulated and summarised narratively to inform our understanding of fidelity to the training
and how the intervention was delivered and received. Triangulation of the analysis of the focus
groups and interviews, intervention observations and intervention logs will be used to describe
delivery of both arms and examine implementation and theoretical fidelity and explore factors
affecting engagement across study processes. This will inform the feasibility assessment of
the study and refine the design and intervention for a future trial.

6.3.2. Economic evaluation

The methods required to evaluate cost-effectiveness of a future trial will be tested in this
feasibility study. We will measure resources required to provide the IM-Adapted intervention
and the comparator of psychoeducation group support in the two groups. Resources will
include staff time, equipment and consumables, accommodation, and staff training. In addition
to these resources, an effective intervention may affect the use of health and social care
services, as well as costs borne by the young women and their families. These will be recorded
by means of a resource use questionnaire (modified client service receipt inventory (CSRI))
at baseline and 24 weeks (43), which, at both baseline and follow up, will ask about the
previous 24-week period. This will also record important non-health related resource
implications including employment, education, or training status and time off work or usual
activities. The precise questions asked in the modified CSRI will be finalised in consultation
with members of the research team and the public advisory group to ensure that the most
relevant categories of relevant service use are covered. Part of this feasibility study will include
an assessment of this instrument, including completeness and ease of use. Any resources
identified by the CSRI will be costed using appropriate local and national cost data.

The main outcome measure for the economic evaluation in a future main study would be the
Quality Adjusted Life Year (QALY). In the feasibility study we will estimate QALY's using the
EQ-5D-5L, collected at baseline, 6 and 24 weeks (42), and scored using a published scoring
algorithm (54). In a future full economic analysis, the EQ-5D-5L would be used to generate
QALYs using ‘area under the curve’. The EQ-5D-5L will be compared descriptively with other
outcome measures used in the feasibility study. It is not intended to estimate cost-
effectiveness from the feasibility study as the study will not be powered to demonstrate this.
Rather, the aim is to trial the proposed health economics measures, ascertain heir
completeness and acceptability to respondents, and identify likely main drivers of costs.
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7. Ethical Considerations

This study will be conducted in accordance with the Data Protection Act (2018) and the
guidelines of the Declaration of Helsinki (1964 — Updated Brazil, 2013) (55). Before the start
of the study, approval will be sought from the University of Hertfordshire Ethics Committee.
The study will be undertaken according to the principles of ICH GCP and all relevant ethics
and governance processes.

Itis the Cl responsibility to produce an annual progress report to be submitted to the REC and
to notify them of the end of the study.

Within one year after the end of the study, the CI will submit a final report with the results,
including any publications to the REC.

The process for consent is outlined in the methods above. All participants will provide active
informed consent to participate before being enrolled in the study.

Risk Management is a key issue for the study and young women who may present significant
risk of harm to themselves or others. Inspirited Minds have a safeguarding protocol in place
to ensure timely, and appropriate clinical support for the young women involved and this will
be utilised for all women taking part in the study. SK from IM will oversee this process to
ensure that young people are given appropriate support within an appropriate clinical setting.
IM uses the NHS Talking Therapies services risk assessment protocol, develops a safety plan
and reviews risk assessment at regular interviews.

The charity has two safeguarding officers who can be contacted for concerns of safeguarding,
refer to social services and keep relevant health service practitioner informed based on the
nature of any safeguarding concern. All therapists will follow normal practice for client safety
if these arise during the study, including existing organisational protocols for distress and
dealing with crises. Where there is concern about the young person in the study, a 24-hour
contact number for clinical support within the local services will be provided, enabling timely
support if the mental health status of the young person deteriorates.

For risks associated with participation in the study (e.g., distress during intervention delivery
or conducting interviews or focus groups) IM have a policy in place that if someone gets too
distressed, they take a step outside, and one of the mental health practitioners involved in
delivering the group will come and check in with them. If required, interviews will be paused
and the facilitator will check in with the participant how they are and what action, if any, needs
taking. Focus groups will be co-facilitated so, if required, there will a research team member
available for 1:1 discussion outside the forum with any participants in distress. The charity also
provides the option for anyone to stay behind who is finding things difficult and a risk
questionnaire is completed at every session to review risk and the crisis numbers are shared
at the end of the session. The trained mental health professionals and the Mental Health
Support Workers (MHSW) are the primary point of contact for the young people in the study.
Following the relevant study and mental health training provided, these staff will be provided
with monthly supervision by IM staff. The TMG and TSC will monitor and review AEs as they
occur, and standard study reporting protocols will be followed.

8. Quality Assurance and Control
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8.1. Risk Assessment

The Quality Assurance (QA) and Quality Control (QC) considerations for the study should be
based on the formal Risk Assessment performed, that acknowledges the risks associated with
the conduct of the study and proposals of how to mitigate them through appropriate QA and
QC processes. Risks are defined in terms of their impact on the rights and safety of
participants; project concept including study design, reliability of results and institutional risk;
project management; and other considerations.

QA is defined as all the planned and systematic actions established to ensure the study is
performed, and data generated, documented and/or recorded and reported in compliance with
the principles of GCP and applicable regulatory requirements. QC is defined as the operational
techniques and activities performed within the QA system to verify that the requirements for
quality of the study related activities are fulfilled.

8.2.  Monitoring

The University of Hertfordshire Clinical Trial Support Network (UHCTSN) staff will review the
database (REDCap) data for errors and missing key data points.

The frequency, type and intensity of routine and triggered on-site monitoring will be detailed
in the IM-Adapted Quality Management and Monitoring Plan (QMMP). The QMMP will also
detail the procedures for review and sign-off of monitoring reports.

8.3. Study Oversight

Study oversight is intended to preserve the integrity of the study by independently verifying a
variety of processes and prompting corrective action where necessary. The processes
reviewed relate to participant enrolment, consent, eligibility, and allocation to study groups;
adherence to study interventions and policies to protect participants, including reporting of
harms; completeness, accuracy and timeliness of data collection; and will verify adherence to
applicable policies detailed in the Compliance section of the protocol.

In multi-centre studies this oversight is considered and described both overall and for each
recruiting centre by exploring the study dataset or performing site visits as described in the
IM-Adapted QUMP.

8.3.1. Trial Steering Committee

The Trial Steering committee (TSC) will meet up to three times a year and will provide overall
supervision for the study on behalf of the Sponsor and Funder. It will ensure that the study is
conducted to the rigorous standards set out in the Department of Health’s Research
Governance Framework for Health and Social Care and the guidelines for GCP. Details of
membership of the TSC and its Terms of Reference will be held on the Trial Master File (TMF).
The TSC will include representatives from the public involvement group dedicated to the IM-
Adapted study.

We take the view that for the IM-Adapted feasibility randomised study the risk of serious harm

to study participants is low, as reported by IM for their routine case load, and therefore believe
that harm can be monitored by the TSC. For this reason, a separate Data Monitoring and
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Ethics Committee will not be appointed. Data monitoring and monitoring of participant safety
will be allocated as a standing agenda item for the TSC. Where data monitoring indicates that
serious harm might be occurring in more than two cases over the course of the study, a
statistician and methodologist who are independent from the study team will be asked to
review the data and make recommendations relating to likely future risk to the study
participants, and the need for further independent scrutiny of the data.

8.3.2. Trial Management Group

A core team will form the Trial Management Group (TMG) to ensure all practical aspects of
the study are progressing well and to identify potential issues as early as possible. They will
meet on a monthly basis (or more frequently, if required). Wider study team members will
attend meetings where relevant to the phase of the study.

8.3.3. Stakeholder Group

A stakeholder group with representation from mental health trusts, mental health services,
public health teams, NHS England, mental health charities and voluntary organisations for
example will be convened. This group will also include the recruitment site leads from the
Mosques and community centres involved in the study. Members of the Young Women'’s
Advisory Group (YWAG) will also be invited to this group. The stakeholder group will meet
every 6 months from the start of the study, providing a way for the study team to communicate
with the wider community, to follow policy development, to receive input into the design and
delivery of the study, communication methods, enhancing engagement and to support the
dissemination programme.

8.3.4. Clinical Trials Unit (CTU)

The CTSN at the University of Hertfordshire will be acting as the Clinical Trials Unit (CTU) and
will provide support on the development, management, and monitoring of the study as well as
randomisation and database support.

9. Public and Patient Involvement

Participative approaches are embedded throughout the project, including in the development
of the proposal. This includes a workshop in November 2022, attended by six women with
lived experience of accessing or supporting family members to access mental health services,
and the lead therapist from IM. A key point from the discussion was the need for young
people’s involvement to be inclusive and flexible. The challenges IM faced in finding young
Muslim women with lived experience of mental health services to attend the workshop also
led to interesting discussions about stigma and cultural sensitivities, which we sought to
address in the public involvement plans outlined below.

Through members of the TMG and IM networks 15 young Muslim women aged 16-30, with
lived experience of using mental health services and expressed an interest in being members
of a project young people’s advisory group were identified. The first stage of public
involvement for the project (see below) involved an online workshop in November 2023,
attended by 10 young women where we collaboratively built on the plans in the proposal to
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develop public involvement in the study in ways that work for those we wish to involve. Where
required, we may also consult the University of Hertfordshire Young People's Research
Advisory Group (Herts YPAG) at key stages (e.g., development of recruitment materials, data
collection tools and lay summaries).

9.1. Young Women’s Advisory Group (YWAG)

Up to 12 UK-based young Muslim women, aged 18-30 and with lived experience of using
mental health services and/or affected by mental health issues, will be recruited in Spring
2024. Starting in March 2024, the advisory group will meet every 2-3 months, depending on
the stage of the project and the need for public involvement input. The meetings will mainly
take place online, with the option for in-person or hybrid meetings/social events so people can
get to know each other (budget allowing).

Training and support will be provided as needed, Members of the Young Women’s Advisory
Group (YWAG) will also have opportunities for involvement outside of meetings (e.g. reviewing
documents, attending events), as well as having two YWAG places on the TSC.

A process evaluation will include qualitative data collection from young people, the research
team and other stakeholders at key points during the study. Members of the YWAG will be
supported to have an active role, informed by guidelines and a toolkit for training young peer
researchers co-authored by the IM-Adapted public involvement lead. Members of the YWAG
and other public advisory groups where required (e.g., the Herts YPAG) will receive gift
vouchers for their involvement.

9.2. Public Involvement Oversight and Management

The public involvement working group lead by the IM-Adapted public involvement lead and
the public co-applicant will meet monthly to collectively ensure that plans for involvement are
embedded throughout the project, are meaningful and effective and reflect cultural sensitivities
and lived experience. This group, which includes the Cl and Trial Manager will manage and
oversee all public involvement activity and report to the TMG regularly.

Ultimately, public involvement will be the responsibility of all, as we believe that it must be
embedded in all stages and elements of the project, and for the whole project team to do this
in meaningful and effective ways. We will also draw on support from the UH public involvement
team and the NIHR Applied Research Collaboration East of England’s public involvement
workstream where required.

The approaches to involvement were developed with young people in the workshops
discussed above. Details will be further developed in collaboration with young advisors once
recruited. Plans will be inclusive and flexible throughout, with ‘pockets of participation’
depending on young people’s interests, availability, and personal circumstances.

10. Protocol Compliance

The CI will ensure that the study is conducted in compliance with the principles of the
Declaration of Helsinki (1964 — Updated Brazil, 2013 (55) and in accordance with all applicable
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regulatory requirements including but not limited to the Research Governance Framework,
Trust and Research Office policies and procedures and any subsequent amendments.
Deviations from the protocol which are found to frequently recur are not acceptable, will require
immediate action and could potentially be classified as a serious breach.

A “serious breach” is a breach which is likely to effect to a significant degree —

(a) the safety or physical or mental integrity of the participants of the study;
or
(b) the scientific value of the study

The sponsor will be notified immediately of any case where the above definition applies during
the study conduct phase.

11. Data Protection and Participant Confidentiality

11.1. Confidentiality

All investigators and research staff will comply with the requirements of the General Data
Protection Regulation (GDPR) and the UK Data Protection Act 2018 as well as the University
of Hertfordshire University Policies and Regulation document “Data Management Policy” and
the University of Hertfordshire Clinical Trial Support Network Standard Operating Procedures.

Confidentiality and anonymity will be ensured throughout the study. Participants may discuss
sensitive matters during recorded sessions, interviews or focus groups. This will be managed
through close attention to confidentiality, and participants will be made aware of their right to
withdraw from the study at any point. The reporting of results and any future publications
relating to this study (including quotations) will be fully anonymised, and excerpts will only be
used with the explicit consent of participants.

The study staff will ensure that the participants’ anonymity is maintained. The participants will
be identified only by a participant ID number on all study documents and any electronic
database. Additionally, participant identifiers are required for automated communication
(including email addresses and phone numbers) will also be stored in the database, but
logically separated from study data by interface and permission constraints. All documents will
be stored securely and only accessible by study staff and authorised personnel. The study will
comply with the Data Protection Act 2018, which requires data to be anonymised as soon as
it is practical to do so.

A Data Protection Impact Assessment (DPIA) will be conducted and approved by the UH Data
Protection Officer prior to ethical approval by the University of Hertfordshire’s REC.

11.2. Case Report Form (CRF)

An electronic Case Report Form (eCRF) will be produced in the form of a REDCap database.
Access to the database will be managed by UHCTSN and will be restricted and controlled to
authorised personnel and will be password protected. The audit trail will be monitored regularly
for any unauthorised access. It is the responsibility of the Cl/Site Lead(s) to ensure that
relevant personnel are delegated to carry out data collection and data entry. The delegation
log will identify all those personnel with responsibilities for data collection and handling,
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including those who have access to the study database. The eCRF will also detail AEs,
including any SAEs and withdrawal forms where appropriate.

11.3. Record Retention and Archiving

After completion of the study and reporting of the results, the study database and associated
documentation, will be routinely archived for a period of 10 years unless otherwise advised by
the funder and/or sponsor.

11.4. Compliance

The CI will ensure that the study is conducted in compliance with the principles of the
Declaration of Helsinki (1996 - updated Brazil, 2013 (55), and in accordance with all applicable
regulatory requirements including but not limited to the Research Governance Framework,
Trust and Research Office policies and procedures and any subsequent amendments.

Although steps will be taken to avoid it, accidental protocol deviations may happen at any time.
They will be adequately documented on the Protocol Deviation forms (see appendix 2) and
reported to the Cl and Sponsor immediately. Deviations from the protocol which are found to
frequently recur are not acceptable, will require immediate action and could potentially be
classified as a serious breach.

11.4.1.  Notification of Serious Breaches to GCP and/or the protocol

A “serious breach” is a breach which is likely to effect to a significant degree —
(a) the safety or physical or mental integrity of the participants of the study; or
(b) the scientific value of the study

The sponsor will be notified immediately of any case where the above definition applies during
the study conduct phase.

12. Publication and Dissemination

The TSC have responsibility for ensuring effective dissemination of the study results. The
guidance below will be followed when preparing material for dissemination:

12.1. The role of the NIHR

e DHSC and NIHR require that NIHR-funded researchers publish their main study
findings in a peer-reviewed, open access journal.

e When submitting an article for publication, the NIHR’s contribution must be
acknowledged in full.

e Research articles, papers and reports should not use the NIHR logotype, but must use
a statement acknowledging funding/support together with the NIHR disclaimer.

e Therefore, the following text should be included in articles and reports:
This study/project is funded by the NIHR under its Public Health Research (PHR)
programme (project reference NIHR156425). The views expressed are those of the
author(s) and not necessarily those of the NIHR or the Department of Health and Social
Care.
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e The NIHR programme manager should be informed of all accepted journal articles
resulting from the study.

e A copy of the final manuscript of any research papers supported in whole or in part by
the NIHR should be deposited with Europe PMC upon acceptance for publication, to
be made freely available as soon as possible and in any event within six months of the
journal publisher’'s official date of final publication to meet the NIHR open access
commitment.

e The NIHR and the Department of Health reserve the right to use data or other material
from projects that it funds for policy development and publicity activities. The NIHR and
the Department of Health may publicise the outcome of NIHR-funded research studies
through its website, in publications and in press releases where appropriate.

12.2. Expected output and impact

A dissemination plan will be written and submitted for approval to the TSC.

The immediate output will be that the results of this feasibility study will be used to inform the
progression to a full trial. The TSC will make a recommendation about the feasibility of a full-
scale trial depending on whether the feasibility progression criteria have been met, and/or
whether there is evidence to suggest that the design of the study could be improved.

Dissemination activity will take a range of formats. A project website will be developed, and
social media will be used to inform, engage and share findings. The study methodology and
findings will be disseminated widely through high impact international peer-reviewed journals,
the PHR/NIHR, and at appropriate conferences, workshops and events. Results will be shared
with all involved in the IM-Adapted study including the study team members, collaborators,
oversight committee, charities, stakeholders, public involvement group and participants as
well as relevant organisations including NHS trusts, mental health service user groups and
key organisations supporting the Muslim community.

Public and stakeholder involvement will be central to the dissemination via relevant networks
(via the TSC and YWAG, mental health services, voluntary sectors including Muslim mental
health organisations. Public involvement will be embedded in the study, and with input we will
develop a project website and social media presence to inform and engage young women and
their families, clinicians, NHS providers and commissioners, and the wider population about
the progress, findings and impact of our research. Our YWAG will help develop meaningful
and appropriate ways of telling young Muslim women about our research for example in
supporting the production of plain English summaries and other outputs, co-authoring journal
articles and co-presenting at conferences. Team members have established relevant links
with local, regional, and national networks (e.g., Birmingham and London borough councils,
South Asian Health Foundation, MIND Birmingham) and these links will be utilised to
disseminate the findings and informing relevant policy.

Engagement with society, health, and public health to ensure utilisation of the outcomes is
key. The feasibility study is the first stage of a pathway to testing effectiveness to inform
guidance in routine care. The outputs from this feasibility study will also be importantin helping
to refocus current practice and future research, particularly around pathways to effective
community engagement. This research will provide essential evidence on the feasibility and
methods of conducting community-based trials in Muslim populations who do not access the
usual pathways for mental health support and will highlight the need to test the effectiveness
and cost-effectiveness of faith based culturally adapted interventions in robust trials.
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