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Abstract 21 

Background 22 

Bipolar disorder (BD) is a severe mental health problem linked to substantial personal 23 

and social costs. Many individuals living with bipolar disorder are parents. Due to the 24 

nature of the condition, parents with BD often experience challenges in delivering 25 

consistent parenting. In addition, up to 60% of their children experience at least one 26 

mental health problem in childhood and are at increased risk of future severe mental 27 

health problems including bipolar disorder. This paper describes the rationale and 28 

protocol for a definitive randomised controlled trial of a new digital intervention 29 

(Integrated Bipolar Parenting Intervention; IBPI) to support effective parenting in the 30 

context of BD.  31 

Methods and Design 32 

The randomised controlled clinical and cost-effectiveness trial compares IBPI plus 33 

treatment as usual (TAU) with TAU alone. Parents with BD with a child aged 4-11 years 34 

old and living in the UK will be recruited through the NHS, mental health charities, and 35 

social media. Participants will be screened to confirm a clinical diagnosis of BD. They 36 

will then complete baseline assessments and be randomised to receive either 37 

IBPI+TAU or TAU with follow up assessments after 24- and 48- weeks. The primary 38 

clinical outcome is child emotional and behaviour problems measured by the Strengths 39 

and Difficulties Questionnaire at 24 weeks.  The primary economic evaluation will be a 40 

cost-utility analysis at 24-weeks with quality-adjusted life years (QALYs) measured 41 

using the Child Health Utility 9 Dimensions measure of health-related quality of life. 42 

Secondary outcomes include parental mood and confidence and family functioning at 43 
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24- and 48- weeks, and child emotional and behavioural problems and health 44 

economic outcomes at 48 weeks. 45 

Discussion 46 

Despite the challenges faced by children of parents with BD and the parents 47 

themselves, research on how to improve their lives is lacking. This will be the first 48 

definitive trial of a tailored intervention that aims to improve child and parent 49 

outcomes. Results will be reported in line with CONSORT guidance for clinical and 50 

health economic findings.  51 

Trial Registration: ISRCTN Registry (ISRCTN15962574) registered on 03/05/2023. 52 

 53 

 54 

Keywords: bipolar disorder; digital intervention; parenting intervention; randomised 55 

controlled trial 56 

 57 
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Introduction 67 

Background and Rationale 68 

Coping with instability of mood, activity and social rhythms is a key problem for 69 

individuals living with bipolar disorder (BD) [1]. BD can significantly impact a person’s 70 

life, with high rates of alcohol and substance use, suicide risk, and poor quality of life 71 

[2-7].  72 

Children of parents with BD experience a range of challenges. The parenting they 73 

experience can be variable, as parents with BD can experience fluctuating moods that 74 

can impact basic parenting tasks [8-10]. Children of parents with BD have higher rates 75 

of anxiety and depression compared with children of parents without mental health 76 

issues [11]. In addition, parents with BD themselves report high levels of parenting 77 

stress and low levels of parenting confidence [12, 13]. Parenting programmes exist, 78 

addressing a range of child difficulties such as Attention Deficit Hyperactivity Disorder 79 

(ADHD), conduct disorder and antisocial behaviour [14], and emotional problems 80 

[15,16]. They focus on building parental skills through providing support and 81 

information to parents based on social learning and cognitive behavioural theories [17]. 82 

However, specific parenting interventions for parents with BD are lacking. 83 

Taking account of the elevated risk of BD and other mental health issues in the children 84 

of parents with BD, it is important to provide strategies for parents of young children, so 85 

that early intervention support is provided [18, 19].  86 

There is good reason to think that parents with BD need interventions tailored to their 87 

specific concerns, (rather than generic approaches), including the challenges of 88 
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providing consistent parenting alongside mood instability as well as the particular 89 

needs of children of parents with BD [20,21]. Parents with BD report reluctance to 90 

acknowledge parenting challenges when speaking with mental health services due to 91 

stigma and fear of losing child custody [22,20]. They do however report that they want 92 

tailored parenting self-management interventions [9]. For parents with BD, a parenting 93 

programme would need to provide de-stigmatising information about living with BD as 94 

well as provide parenting support linked to the specific challenges that their children 95 

experience [23,24].  96 

In two previous randomised controlled trials, we have shown that offering online 97 

parenting support alongside self-management support is feasible and safe for parents 98 

with BD and their children [23, 25]. This paper describes the protocol and rationale for a 99 

definitive randomised controlled clinical and cost-effectiveness trial of an online 100 

integrated bipolar parenting intervention (IBPI). The intervention was updated to 101 

incorporate learning from the previous feasibility and acceptability studies [23,25]. 102 

Analysis of web usage data from the feasibility study of the IBPI intervention revealed 103 

low engagement levels, particularly with the parenting modules [23]. Qualitative 104 

interviews and public and patient involvement (PPI) work identified several areas 105 

requiring improvement in the new version of IBPI. Specifically, participants emphasized 106 

the need for integration of content addressing both parenting and the management of 107 

bipolar experience, as well as a clearer focus on key parental concerns.  Improvements 108 

in the intervention’s design and functionality were necessary to enhance accessibility 109 

across both PC and mobile platforms. A critical change involved ensuring that all 110 

parenting-related examples were explicitly tailored to individuals with BD. In the earlier 111 
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iteration, the inclusion of general parenting scenarios was perceived as less relevant 112 

and, in some cases, stigmatising.  113 

The updated IBPI intervention has been developed in partnership with people with lived 114 

experience of BD and parenting as well as clinical experts [26, 27]. It has enhanced 115 

functionality and works on mobile as well as PC platforms. IBPI was accessible by 116 

PC/laptop in the feasibility study but recent ONS data highlights that 89% of internet 117 

users access the internet ‘on the go’ through mobile phones [28]. The website also 118 

contains improved co-produced content on both BD self-management and parenting, 119 

including two additional modules on managing parents’ and children’s sleep and 120 

anxiety. This will be compared with treatment as usual as there is no specific 121 

alternative support that parents with bipolar are systematically offered in the NHS. 122 

Objectives 123 

Hypothesis 124 

IBPI plus treatment as usual (IBPI + TAU) will be superior to treatment as usual (TAU) at 125 

24 weeks in improving child emotional and behavioural outcomes and will be cost 126 

effective. 127 

Primary Objective 128 

1. Determine the clinical effectiveness of IBPI on child behavioural and emotional 129 

problems at 24 weeks, measured using the Strengths and Difficulties 130 

Questionnaire (SDQ, [29]). 131 

Secondary Objectives 132 



7 
 

1. To determine the clinical effectiveness of IBPI on the secondary outcomes 133 

i) Child behavioural and emotional problems at 48 weeks, measured using the 134 

SDQ. 135 

ii) Parenting competence, confidence, and stress at 24 and 48 weeks, measured 136 

using the Parenting Scale (PS [30]), the Parenting Sense of Competency Scale 137 

(PSOCS, [31]), and the Parenting Stress Index Short Form (PSI-4-SF, [32]). 138 

iii) Parental mood (self-rated mania and depression) at 24 and 48 weeks, 139 

measured using the Internal States Scale (ISS, [33]), the Centre for 140 

Epidemiologic Studies Depression Scale (CES-D, [34, 35]), the Altman Self 141 

Rating Mania Scale (ASRM, 36], the Generalized Anxiety Disorder Scale (GAD-7, 142 

[37]), and the Life Chart Method – Retrospective (LCM-r, adapted from the NIMH-143 

LIFE [38]).  144 

iv) Family coherence at 24 and 48 weeks, measured using the Confusion, 145 

Hubbub, and Order Scale (CHAOS, [39]).  146 

2.  To determine the cost effectiveness of IBPI  147 

i)  The primary economic objective is to compare the cost-utility of IBPI + TAU vs 148 

TAU assessed at 24 weeks with effects measured in terms of quality-adjusted 149 

life years (QALYs) generated from the Child Health Utility 9 Dimension measure 150 

of health-related quality of life (CHU9D, [40]).  151 

ii) The secondary economic objectives include: 152 

a. Cost-utility analysis using QALYs at 48 weeks. 153 
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b. Cost-utility analysis using QALYs at 24- and 48-weeks including costs and 154 

effects for the parent in addition to the child, with QALYs for the parent 155 

measured using the EQ-5D-3L measure of health-related quality of life 156 

[41]. 157 

c. Cost-effectiveness analysis using the primary clinical outcome measure 158 

(SDQ) at 24 and 48 weeks.  159 

3.  Obtain views of IBPI recipients on their experiences of IBPI 160 

(i) A qualitative survey will be sent to participants in the IBPI + TAU arm after 24-161 

weeks to determine their levels of intervention use, and, if applicable, their 162 

opinions of the website. Only participants who have consented to be contacted 163 

for the qualitative study will be sent the survey. 164 

(ii) Qualitative interviews will be conducted with a sub-sample of participants 165 

who have completed the qualitative survey. The sub-sample will be based on (i) 166 

stratification variables and (ii) levels of intervention use (determined by survey 167 

responses). The topic guide for these interviews will include questions about 168 

participants’ perceptions of what has changed following IBPI, the factors which 169 

influenced their level of engagement, and their recommendations for 170 

improvement. 171 

Patient and Public Involvement (PPI) 172 

The PPI lead for the project has lived experience of bipolar and psychosis symptoms 173 

and is a grant holder for the study. They chair the service user reference group (SURG), 174 

which consists of individuals with lived experience of BD and parenting. SURG meetings 175 
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will take place throughout the trial, overseeing all aspects of the work from intervention 176 

update and recruitment planning to development of study materials and plans for 177 

implementation and dissemination. The PPI lead also coordinated PPI input into the co-178 

production updated IBPI intervention and to the refinement of data collection captured 179 

via the Research Electronic Data Capture (REDCap) system (a secure online database 180 

for collecting and storing research data). The Trial Steering Committee (TSC) includes 181 

representation from individuals with lived experience of BD and parenting.  182 

Trial Design 183 

This is a UK-based online-randomised controlled effectiveness and cost-effectiveness 184 

trial with nested qualitative study. Participants are allocated at a 1:1 ratio to TAU or 185 

IBPI+TAU. Stratification variables for randomisation are  1) number of previous bipolar 186 

episodes (3 levels; 1-7, 8-19, or >=20), and 2) and whether or not their partner is 187 

receiving mental health care (3 levels; yes, no, or n/a – no partner).The trial design has 188 

been informed by the Medical Research Council [42] and SPIRIT [43] guidelines. Trial 189 

oversight is provided by a TSC and an Independent Data Monitoring and Ethics 190 

Committee (DMEC). See figure 1 for details of the participant’s journey through the trial. 191 
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 192 

 193 

Figure 1. Participant flow through the study  194 

Methods: Participants, Interventions, and Outcomes 195 

Study Setting 196 

This is a national trial across the UK including NHS patients referred through secondary 197 

mental health services as well as primary care referrals and opportunities for self-198 

referral through social media campaigns. 199 

Eligibility Criteria 200 

Inclusion criteria: 201 
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• Parent BD diagnosis, confirmed by structured clinical interview [44]. This 202 

intervention is specifically tailored for individuals living with confirmed BD, so it 203 

is crucial this is established. 204 

• Index child aged 4-11 years with ≥10 hours of face-to-face contact weekly. 205 

The focus of this definitive trial is to support parents with BD of young children 206 

they are in regular contact with. This age group offers the opportunity for early 207 

intervention in a high-risk group likely to develop additional significant mental 208 

health issues in adolescence without appropriate support. We recognise 209 

families will often have several children, so the parent will identify an index child 210 

at baseline and will answer questions on that child for the duration of the trial. A 211 

reminder will be included in the 24- and 48-week surveys of which child was 212 

chosen. This reminder will be a piece of information that identifies the child to 213 

the parent but not to the trial team, e.g. the child’s favourite film 214 

• Internet access. This is required to ensure that people can access the online 215 

assessments and intervention. A limited number of internet dongles can be 216 

offered to participants without reliable internet connection 217 

• Ability to provide informed consent. 218 

• Resident in the UK. The intervention has been designed for people in a UK 219 

context, including UK information on sources of information and support 220 

Exclusion criteria:  221 

• Parents with primary diagnosis of alcohol/other substance misuse. Parents 222 

with primary substance use issues are likely to require different support to those 223 
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for whom BD is the primary issue so the planned intervention would be less 224 

relevant 225 

• Parents already receiving a parenting intervention and/or intensive 226 

psychotherapy. The receipt of different forms of intensive psychological 227 

support at the same time could be confusing for the parent and would make it 228 

difficult to determine the impact of IBPI 229 

• Index child in receipt of current psychological therapy. There is a risk that 230 

messages from therapy could be different from what a parent is doing based on 231 

IBPI. It would also risk masking effects of the current intervention. Non-index 232 

children (other children aged 4-11 who they have more than 10 hours of contact 233 

with a week), however, can currently be receiving psychological therapy. 234 

• Any child in the household within 4-11 age range identified by social 235 

services/multi-agency partners due to current or ongoing child protection 236 

concerns. 237 

• Three cancelled or missed eligibility check calls without providing at least 1 238 

days’ notice 239 

An anticipated challenge to delivering a digital trial is false sign-ups through bots, to 240 

obtain payment. The team have put mechanisms in place to identify false sign-ups. 241 

Participants are also required to engage with a two-hour eligibility interview to 242 

determine whether they are eligible to participate. The trial team deem this as a 243 

substantial time commitment which will likely deter further engagement by those not 244 

actively wanting to engage with the full trial. 245 

Interventions   246 
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IBPI intervention 247 

IBPI is an online resource for enhancing parenting skills and confidence as well as self-248 

management in parents with BD. The IBPI program theory integrates mid-range 249 

cognitive social learning [45] and cognitive behavioural theories [46], and qualitative 250 

feedback from parents in the pilot study [23]. It has recently been argued that an affect–251 

integration–motivation and attention–context–translation (AIM-ACT) framework may be 252 

helpful in understanding engagement with digital interventions and to provide 253 

recommendations to enhance engagement [47]. Consistent with the recommendations 254 

of this approach, IBPI was designed with hopeful positive content to promote positive 255 

affect. The intervention content is framed in ways that are self-relevant to participants 256 

and focuses on topics of high personal value, as informed by our co-production PPI 257 

work. It has also been designed to be used flexibly across different internet devices, 258 

again consistent with this framework. 259 

IBPI aims to improve outcomes in the following ways, by:  260 

1. Providing a normalising explanation of parenting and mood experiences, fostering 261 

engagement, reducing isolation, and challenging beliefs that stem from unchangeable 262 

personal impairments. 263 

2. Establishing a working model of the connections between mood, parenting, and child 264 

behaviour, which offers a rationale for adopting behaviour change strategies. 265 

3. Offering specific positive parenting strategies within a framework to empower 266 

participants in experimenting with new parenting approaches and mood management. 267 
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The IBPI website has nine information modules each of which contains information and 268 

advice for parents relating to the topic as well as interactive and multimedia features 269 

including video clips, exercises, and self-evaluation activities. The site is aimed at 270 

normalising people’s experiences by providing lived experience examples of parenting 271 

with BD. It also aims to support parents to self-regulate and to challenge self-stigma. 272 

Data from our feasibility trial suggested that each module will take approximately 30 273 

minutes to complete, with participants typically completing one module a week. The 274 

IBPI website will be accessible to participants in the IBPI arm of the trial 24 hours a day, 275 

7 days a week, from desktops, laptops, mobile phones, and tablets. 276 

IBPI Update 277 

The IBPI platform update was codesigned during the first nine months of the study (27). 278 

Changes made were based on the feedback from the feasibility study, input from 279 

academics and clinicians, and input from people with lived experience of parenting 280 

with BD. Lived experience feedback was provided during nine monthly sessions. 281 

The modules contain accessible material including text and video clips. There are 282 

reflection exercises to support ongoing learning, videos providing a lived experience 283 

perspective, top tips and external resource links. Each module contains constructive 284 

and non-stigmatising content. All content considers the positive and negative impact 285 

bipolar can have on parenting, integrated with information on helpful parenting 286 

principles for each issue covered. The order of the modules is indicated on the website 287 

homepage, but participants are free to complete the modules in a different order if they 288 

choose to do so.  289 

The titles for each module are as follows: 290 



15 
 

• Module 1: Parenting and bipolar disorder overview 291 

• Module 2: Benefits and challenges of bipolar in relation to parenting 292 

• Module 3: Understanding mood variation to help manage your child’s behaviour 293 

consistently 294 

• Module 4: Monitoring your mood 295 

• Module 5: Perfectionism, impulsivity and supporting your child to learn new 296 

skills 297 

• Module 6: Managing relationships and change 298 

• Module 7: Dealing with anxiety 299 

• Module 8: Managing sleep 300 

• Module 9: The importance of making time for yourself and planning ahead 301 

Control intervention 302 

Individuals in the TAU group have access to a web page providing general information 303 

on sources of support for BD and parenting but no additional material. All participants 304 

in the control arm have the option of accessing the IBPI intervention at the end of the 305 

trial, if the intervention is confirmed safe based on the experience of those in the 306 

treatment arm. 307 

Outcomes  308 

Table 1. Schedule of Assessments  309 

  Pre-
Randomisation  

Baseline  Post-
Randomisation  

  Registration  0-weeks  24 
weeks  

48 
weeks  
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Initial Screening  ✓        

Informed consent  ✓        

Eligibility check to 
confirm BD 
diagnosis  

  

✓  

      

Randomisation    ✓      

Clinical          

Structured Clinical 
Interview for DSM-
V (SCID)  

  ✓      

Sociodemographic 
Questionnaire  

  ✓      

Family 
questionnaire  

  ✓      

SDQ    ✓  ✓  ✓  

PS, PSOC, PSI-4-
SF   

  ✓  ✓  ✓  

CES-D, ASRM, ISS, 
GAD-7  

  ✓  ✓  ✓  

CHAOS     ✓  ✓  ✓  

LCM          

Health Economic          

CHU9D, EQ-5D-
3L, CA-SUS, 
CARER-SUS  

  ✓  ✓  ✓  

Qualitative          

Feedback survey 
**  

        

  

Feedback 
interviews**  

  

        

Key: 310 



17 
 

DSM-V (SCID); Diagnostic and Statistical Manual of Mental Disorders, Fifth Edition; SDQ: 311 

Strengths and Difficulties Questionnaire; PS: Parenting Scale; PSOC: Parenting Sense of 312 

Competency;  PSI-4-SF: Parent Stress Index 4 Short Form CES-D: The Center for 313 

Epidemiological Studies-Depression; ASRM: Altman Self-Rating Mania Scale; ISS: Internal 314 

States Scale; GAD-7: Generalized Anxiety Disorder Assessment; CHAOS: Confusion, 315 

Hubbub and Order Scale; LCM: Life Chart Method; CHU9D: Child Health Utility 9-316 

dimensions; EQ-5D-3L: EuroQol measure of health-related quality of life; CA-SUS: 317 

Child and Adolescent Service Use Schedule; CARER-SUS: Carer Service Use Schedule. 318 

** Feedback survey and interviews expected not to begin until after completion of the 319 

internal pilot. 320 

Prior to completing baseline measures, all participants complete the Structured 321 

Clinical Interview for DSM-5 [44] eligibility check to confirm BD diagnostic status and to 322 

provide clinical and sociodemographic data. This is supplemented by questionnaires at 323 

baseline, including a Sociodemographic Questionnaire specifically designed for this 324 

study and a Family Questionnaire providing additional details on both parents and the 325 

index child to characterise the sample. The inclusion of this self-report strategy has 326 

been informed by its successful implementation during our feasibility trial. Information 327 

collected includes: 328 

• Parent’s age, marital status, gender, and ethnicity 329 

• Child’s age, gender and relationship to parent 330 

• Number of children per family 331 

• Whether the participant’s partner is in receipt of current mental health 332 

treatment 333 
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• Number of previous BD episodes and hospitalisations 334 

• Parent current mental health treatment 335 

• Parent and partner education 336 

• Parent and partner work status  337 

Primary Outcome Measure 338 

To assess the child’s behavioural and emotional wellbeing, the SDQ will be completed 339 

by the parent for the index child. If the participant has multiple eligible children, they 340 

will select one child as their index child for their primary SDQ.  341 

The SDQ has an established factor structure with strong internal consistency and test-342 

retest reliability. In line with the aims of the study, high SDQ scores are consistently 343 

found to be strongly predictive of psychiatric disorders [29]. The SDQ is widely used and 344 

sensitive to change in parent and teacher mediated intervention studies, and in 345 

interventions for children of parents with serious mental illness (including [20, 48-51]. 346 

This was confirmed in our proof of principle and feasibility studies [23, 25]. 347 

The primary outcome is the SDQ total difficulties score for the index child at 24 weeks. 348 

This assessment point was chosen to allow sufficient time for participants to learn, 349 

adopt and implement behaviour changes to improve child wellbeing consistent with 350 

underpinning theory [45, 46, 52]. This is informed by feasibility data indicating: i) over 351 

95% of participants completed using IBPI by 3-4 months, leaving 2-3 months for this 352 

learning to be translated to child outcomes; ii) SDQ slopes diverge baseline to 24 weeks 353 

between arms then plateau to 48 weeks (indicating maintenance in the second 24 354 

weeks period). This primary outcome mirrors that of previous parenting intervention 355 

trials, aiding comparison of effects [25, 53]. 356 
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Secondary Outcome Measures 357 

The SDQ can also be completed by parents about any other eligible children they have 358 

(i.e. aged 4-11 with whom they spend ≥10 hours a week), to assess non-index children’s 359 

behavioural and emotional wellbeing, as well as to inform sensitivity analyses.  360 

(i) Parenting outcomes  361 

PSOCS, PS and PSI-4-SF will be used to capture the multifaceted nature of parenting 362 

across confidence, competence, and stress. They all have strong psychometric 363 

properties and were sensitive to change in the feasibility study [23, 30-32, 54]. 364 

(ii) Parental mood outcomes  365 

These will be measured with ISS, CES-D, ASRM, GAD-7, LCM. The LCM has been jointly 366 

adapted by the research team and clinical experts as a diary to help participants 367 

identify whether they have experienced episodes of mania, hypomania or depression 368 

during each follow up period by rating perceived severity of their mood experiences 369 

every 4 weeks. In incidences where participants have not diarised their moods, they are 370 

asked to provide reasons for not doing. 371 

All these measures have evidence for validity, reliability and sensitivity to change [33, 372 

34, 36-38].  373 

(iii) Family Functioning 374 

Family functioning will be measured with the CHAOS-9, as a reliable, sensitive measure 375 

correlated with a wide range of physical, emotional, and academic outcomes in 376 

children [39, 55].  377 
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The selection of these outcome measures was informed by Retzer et al.’s recent Core 378 

Outcome Set for use in community-based bipolar trials qualitative study [56]. 379 

Specifically, it identified domains of measurement critical to community-based BD 380 

trials, of which the present study’s measures cover the core domains of 381 

connectedness, BD symptoms, wellbeing, and quality of life. 382 

Economic measures 383 

Data on services used by the child and the parent to estimate costs will be collected 384 

from parents using adapted versions: i) the Child and Adolescent Service Use Schedule 385 

(CA-SUS) covering all health education or social care services used by the index child 386 

and ii)the Carer Service Use Schedule (CARER-SUS) which covers all health services 387 

used by the parent plus productivity losses (time off work due to own health or child’s 388 

health and support needs). These measures were designed for application to 389 

populations with mental health difficulties and have been successfully employed in 390 

multiple studies (for example, [57,58]). Both measures will be completed at baseline 391 

(covering the previous 3 months) and at the 24- and 48-week follow-up points (covering 392 

the period since last interview). Data on IBPI use will be collected separately by the 393 

research team. 394 

Data on health-related quality of life, using measures capable of generating QALYs, will 395 

be collected using the CHU9D measure for the child [59, 60] and the EQ-5D-3L 396 

measure for the parent [61]. The CHU9D consists of 9 questions (covering worry, 397 

sadness, pain, tiredness, annoyance, schoolwork/homework, sleep, daily routine and 398 

ability to join in activities), each with 5-level responses. The measure is designed for 399 

self-completion by the child, with guidance for proxy completion for younger children 400 
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(those under the age of 7). The EQ-5D-3L measure consists of 5 questions (covering 401 

mobility, self-care, usual activities, pain/discomfort and anxiety/depression), each with 402 

3-level responses. Both measures will be completed at baseline, 24- and 48-week 403 

follow-up points. Utility values for each health state at each time point will be 404 

estimated using the UK adult general populations’ preference weights for the CHU9D 405 

[40] and the EQ-5D-3L [62]. QALYs will be estimated for the defined period using a 406 

linear interpolation to calculate the area under the QALY curve [63].  407 

Feedback Survey 408 

To supplement the feedback interviews, all participants in the intervention arm who 409 

have consented to be contacted for the qualitative aspect of the trial will be sent a 410 

feedback survey. The survey will combine multiple choice questions with open 411 

questions where participants can provide free text responses. The feedback survey will 412 

establish participants’ level of intervention use and, if relevant, will ask participants 413 

their opinion of the intervention, and whether they experienced any changes from using 414 

the intervention.  415 

Feedback interviews  416 

A subset of participants (n=15-20) from the IBPI+TAU arm who have completed the 417 

feedback survey, will be selected with maximum variance sampling on (i) stratification 418 

factors and (ii) levels of intervention use (determined by responses to the feedback 419 

survey) to participate in a feedback interview.  The purpose of this interview will be to 420 

gain a more in-depth understanding of participant experiences with the IBPI website, 421 

such as what worked well, what still needs to be improved, and why. The feedback 422 

interview will also explore participants’ appraisal of it, what they have learned from the 423 
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intervention, and patterns of website use. Importantly, this interview will also ask 424 

participants to share their perceptions of what has changed for them and their child 425 

because of their completion of the intervention and will look to identify any 426 

barriers/facilitators to engagement. The topic guide for these interviews will be co-427 

developed with our SURG. 428 

Participant timeline 429 

See Figure 1 for participant flow through the study. After registration of interest 430 

participants will be provided with the PIS and consent form by the research team. On 431 

receipt of completed informed consent form, the participant will be sent an invitation 432 

for a diagnostic eligibility assessment.  433 

Clinical and qualitative interviews will be conducted using the live video facility of MS 434 

Teams or phone depending on participant preference. All self-report measures will be 435 

completed online using REDCap. Demographic assessments will be collected at 436 

baseline only. Assessment of all outcome measures will be conducted at baseline, 437 

then again at both 24- and 48-weeks post randomisation. See Table 1 for a full schedule 438 

of assessments during the trial period. 439 

Sample Size 440 

The trial is powered to detect a 2-point difference on the SDQ at 24 weeks with 90% 441 

power, using an analysis of covariance [ANCOVA] with a 5% significance level. In our 442 

pilot trial [23], a reduction of 2-points in the SDQ would have led to a 9% reduction in 443 

children scoring in the clinical range at follow-up. In line with Ford et al. this effect size 444 

would also be expected to reduce the odds of a child having a psychiatric disorder 445 



23 
 

diagnosis within 3 years by 40-50% for each 2-point decrease in SDQ [48], which would 446 

be a clinically important reduction. PPI consultation also confirmed that this effect 447 

would be experienced as important given the simple and inexpensive nature of the 448 

intervention. The pooled standard deviation of the 24-week SDQ from the 76 children 449 

with baseline and 6-month outcome from our pilot trial was 6.46 [23].  450 

Hence, to detect a difference of 2 points on the SDQ at 24-weeks, assuming a standard 451 

deviation of 6.46, and a correlation of 0.65 between baseline and week 24 [23, 64] a 452 

sample size of 256 participants is required for 90% power and 5% significance level.  In 453 

practice, power will be increased slightly due to the use of constrained longitudinal 454 

data analysis. 455 

The original sample size was agreed at 342. This assumed that there would be 75% 456 

retention of participants to the primary outcome follow-up time-point. During the study 457 

it was observed that the retention rate was much higher, at 90%. Given slower-than-458 

anticipated recruitment into the study and assuming this higher rate of retention, the 459 

target sample size was reduced to 284 after approval from the funder on 21/02/2025, 460 

with all other assumptions remaining the same. The total sample size will be 284. 461 

Recruitment 462 

The trial will recruit participants in two ways: through clinician referrals and self-463 

referral. We will collect information on recruitment regularly to review the success of 464 

different approaches and to tailor recruitment to be as inclusive as possible. We will 465 

work with our lead Trust (Lancashire and South Cumbria NHS Foundation Trust), 466 

Bipolar UK and our SURG to maximise recruitment strategies. 467 
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Clinician referral pathway 468 

The trial will recruit NHS patients from across the UK through secondary care mental 469 

health Trusts and GP practices.  Recruitment will involve, clinical staff and clinical 470 

studies officers reviewing clinical caseloads and conducting medical record database 471 

searches to identify potential participants. Potential participants will be sent a letter or 472 

SMS text message that will introduce the study and signpost them to the study’s 473 

website (www.lancs.ac.uk/spectrum/ibpi) where they can register their interest. 474 

Researchers, clinical studies officers and clinical staff will also promote the study 475 

through relevant clinical teams and their service’s social media pages. 476 

Self-referral pathway 477 

Recruitment will be supported by targeted social media campaigns calling for self-478 

referrals through Facebook, Instagram and Google ads.  Similarly, trial partner Bipolar 479 

UK will also share recruitment information on their platforms to request expressions of 480 

interest. Additionally, the Research Delivery Network (RDN) and local researchers will 481 

work to advertise the study in both NHS and community settings, as well as host 482 

community outreach events.  483 

The success of both referral routes will be regularly reviewed. The social media 484 

campaign will be adapted based on feedback from potential participants on how they 485 

became aware of the research. 486 

Recruitment into the trial is ongoing and due to finish on 30th November 2025. 487 

In our feasibility study [23], we were successful in recruiting to target and our 488 

participants were similar in profile to participants in face-to-face trials. However, the 489 

http://www.lancs.ac.uk/spectrum/ibpi
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ethnic diversity of the group was low with over 90% of participants identifying as white 490 

British. To improve this, our PPI plan includes targeting people from minority ethnic 491 

backgrounds to ensure that recruitment and intervention materials are inclusive, and 492 

the recruitment strategy includes NHS and third sector providers that specifically 493 

support people from minority ethnic backgrounds. Our approach is guided by NIHR’s 494 

equality diversity and inclusion policy and informed by NIHR’s Toolkit for: Increasing 495 

participation of Black, Asian and Minority Ethnic (BAME) groups in Health and Social 496 

Care Research [65].  497 

Methods: Assignment of interventions 498 

Randomisation 499 

After consenting and completing baseline measures, participants will be randomised to 500 

either IBPI+TAU or TAU alone. Randomisation will be conducted using an online system 501 

(within the REDCap electronic data capture system) set up by York Trials Unit (YTU). The 502 

randomisation sequence has been generated by an independent statistician, not 503 

involved with the analysis of the trial.  Its algorithm uses stratified block randomisation: 504 

stratification is based on the number of previous bipolar episodes (3 levels; 1-7, 8-19, or 505 

>=20), and whether or not their partner is receiving mental health care (3 levels; yes, no, 506 

or n/a – no partner). 507 

Blinding 508 

Participants will not be blinded to their intervention and will self-complete all outcome 509 

measures. Researchers involved in supporting follow-up assessments will be blind to 510 

treatment allocation as will the Chief Investigator, except where there is immediate risk 511 
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of harm to a participant and this needs to be broken for safety reasons. The senior 512 

health economist will be blinded to trial allocation for analysis. Trial statisticians and 513 

the trial health economist analysing the data will not be blinded. The Trial Manager, and 514 

Trial Support Officer at YTU can view the group allocation but are not party to the 515 

unblinded results. Group allocation will be communicated via email (through the 516 

REDCap system) to the randomisation inbox to which only the Trial Manager and 517 

Project Administrator will have access. This is to monitor adherence to the algorithm for 518 

randomisation and allow for a mechanism of informing participants of their group 519 

allocation. Any queries regarding the intervention can then be discussed with the Trial 520 

Manager to ensure blind breaks do not occur with other blinded researchers.  521 

Participants will be reminded not to unblind researchers at each assessment point. 522 

Should an unblinding occur, subsequent assessment support for that participant will 523 

be conducted by an alternative researcher.  All blind breaks will be reported to the 524 

DMEC and the TSC. 525 

Methods: Data collection, Management, and Analysis 526 

Data collection and methods  527 

Potential participants will register their interest via Microsoft Forms, which will ask for 528 

their consent to contact them about the trial and their contact details (phone number, 529 

email address, and postal address). This information is captured to allow a member of 530 

the research team to make direct contact with participants to discuss participation in 531 

the trial, answer questions, arrange the eligibility confirmation interview, contact about 532 

follow up assessments for those who are eligible, and share the results of the trial once 533 

it is complete. 534 
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Optimising Retention  535 

Attrition is a key challenge faced by online trials [66]. Our retention strategy has been 536 

informed by previous studies run by Lancaster University, our team [23, 67], and a recent 537 

meta-analysis [68]. To maximise retention in the current study we will: 538 

• Include an explanation in the Participant Information Sheet describing why data 539 

completion at follow-up is important. 540 

• Only randomise participants once they have completed the measures at 541 

baseline. 542 

• Send participants scheduled email and telephone reminders to prompt 543 

engagement with the intervention and with each assessment point, based on 544 

previously successful strategies [69]. If participants still do not complete 545 

measures, we will send the measures in the post to be completed by pen and 546 

paper. 547 

• Pay participants for completing questionnaires at each assessment point: £40 548 

for completing the SCID and baseline measures, £10 for completing 24-week 549 

measures, £10 for completing 48-week measures, £5 for completing the 550 

feedback survey and £40 for those who attend a feedback interview. There is 551 

some evidence to suggest that paying participants improves retention [70, 65]. 552 

• Allow participants who may be unable to complete all follow-up measures to 553 

only complete some of them, with an emphasis on the primary outcome 554 

measure (SDQ).  555 

• Allow participants to complete assessments at times and locations of their 556 

choosing by using online self-report measures. 557 
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• We will review attrition by key characteristics throughout the trial to identify 558 

patterns and bring in strategies that might support specific groups to continue to 559 

take part. 560 

Internal pilot  561 

The feasibility work demonstrated that IBPI is acceptable, safe, and potentially helpful 562 

to children and parents [23]. However, for the current study an internal pilot was 563 

included to confirm recruitment to scale in a national definitive trial (see Table 2). The 564 

internal pilot recruitment target was based on the original sample of 342 participants 565 

within a 24-month recruitment window. For an 8-month internal pilot, (35% of the total 566 

window for recruitment) the target was n=75 (22% of total study target, beginning n=1 567 

per month in month 1, to n=11 per month in month 5 rising to n=16 in month 7 and n=17 568 

per month in month 8). This allowed for staggered set-up of Patient Identification 569 

Centres (PICs) and time to fully optimise online recruitment approaches. Ongoing 570 

recruitment figures will be regularly reviewed at trial management meetings and the 571 

TSC. 572 

Table 2. STOP /REVIEW/ GO criteria for the internal pilot 573 

  Red - STOP  Amber - REVIEW  Green – GO  

Total number of 

participants recruited 

after completion of the 

internal pilot  

  

0-44 participants 

(<60% of 

recruitment target)  

45-74 participants 

(60-99% of 

recruitment target)  

>=75 participants 

(>=100% of 

recruitment target)  
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 Actions  Stop – unless 

demonstratable 

mitigating 

circumstances and 

strategies to 

mitigate and 

improve 

recruitment  

Discuss with TMG 

and TSC strategies 

to improve 

recruitment, 

including additional 

sites and proceed 

with funder 

permission   

Proceed  

Data management  574 

The results of the eligibility interviews are recorded by the researcher and provided to 575 

YTU (by inputting to REDCap) for randomisation of those who are eligible. All other 576 

patient reported outcomes (PROMs) are collected directly from participants using 577 

REDCap. This system was extensively tested by the research team and PPI members to 578 

ensure accuracy at launch with the start of recruitment.  579 

We are seeking to minimise missing data whilst also maintaining the acceptability of 580 

the assessment procedure for participants. There are a number of compulsory 581 

questionnaires namely SDQ, CHU9D, EQ-5D-3L (primary clinical and health economic 582 

outcomes), CES-D, ASRM, GAD-7 (to monitor for mood issues during the trial and offer 583 

support if needed), and covariates required for the randomisation procedure. Data from 584 

qualitative surveys will be collected directly from participants using Lancaster 585 

University hosted Qualtrics. Qualitative interviews will be recorded using encrypted 586 

recording software and then transcribed and saved in de-identified form. Any 587 

identifiable information will be stored separately. All study data will be securely stored 588 
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in line with ethical approval on password protected NHS and University systems. YTU 589 

will host the anonymised data for the monitoring of data and data analysis at the end of 590 

the trial. 591 

Statistical Methods   592 

Quantitative Data Analysis  593 

Analysis will be undertaken on an intention-to-treat basis, using two-sided tests, and a 594 

5% significance level. Full details of the analysis will be included in a Statistical 595 

Analysis Plan (SAP) which will be developed by the Trial Statistician prior to analysis and 596 

approved by the Trial Management Group (TMG) and TSC.  597 

(i) Primary Outcome Analysis 598 

To make use of all available observations from all-time points in the study, the estimate 599 

for the 24 week between-groups difference in SDQ total score will be derived from a 600 

constrained longitudinal data analysis (cLDA) model [71]. This model will allow a 601 

participant to be included in the analysis if they have provided the primary outcome at 602 

any of the post-randomisation timepoints, minimising the number of participants 603 

excluded from the model. The model will be a linear mixed-effects model, featuring 604 

SDQ total score for the index child as the outcome, and will include allocation group, 605 

time-point, and stratification factors as fixed effects, and participant identifier as a 606 

random effect. Intervention group-by-time-point interaction effects will be included for 607 

each of the 24-week and 48-week time-points, thereby making no assumptions about 608 

the shape of the SDQ score trajectory over time. The model will be constrained so that 609 

the expected baseline SDQ scores are equal in the two groups [71]. Parameter 610 
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estimation will use maximum likelihood, with an unstructured covariance matrix. The 611 

between-groups difference in SDQ score at 24-weeks (primary outcome) and 48-weeks 612 

(secondary outcome) will be extracted (i.e. the respective group-by-time-point 613 

interaction effect estimates) and reported from this model. No missing data imputation 614 

will be used in the primary analysis – but the outcomes method to handle missing 615 

responses will be used when scoring the SDQ, as detailed in the SAP. 616 

(ii) Secondary Outcome Analysis 617 

Secondary outcomes will also be analysed using cLDA models, with adjustment for the 618 

stratification factors. 619 

A planned subgroup analysis will be performed on the primary outcome variable and 620 

include investigation of any differential impact of the intervention in the presence of 621 

partner receiving mental health support, the number of children within the household 622 

and, index child gender. 623 

Feedback survey data will be summarised using descriptive statistics, reporting 624 

frequencies of responses to get a broad sense of how usable the website was for 625 

participants. 626 

Qualitative Data Analysis 627 

Content analysis will identify the key points being made in the open questions of the 628 

feedback survey. Based on previous experience, it is anticipated that most of the 629 

responses to the open questions will be fairly brief and telegraphic. 630 

Analysis of the anonymised interview transcripts will follow the framework approach of 631 

Ritchie and Spencer [72]. The initial framework will be based on the need to understand 632 
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what people felt changed as a result of engaging with IBPI as well as patterns of use and 633 

what influenced these. Specifically, we will ask about engagement with the IBPI 634 

intervention, what (if anything) they are doing differently, due to their use of IBPI; 635 

explore their rationale for making these changes; and elucidate the processes by which 636 

they felt able to make these.  This initial framework will evolve through familiarisation 637 

and indexing to produce final themes. We will interview approximately 15-20 638 

participants using topic guided interviews, sampled across stratification variables and 639 

levels of website use. 640 

Findings from the survey and interviews will be triangulated using narrative synthesis 641 

[73, 74]. This will be developed through stakeholder workshops with the PPI group in 642 

which the summary data will be presented, and the group will be invited to question 643 

and interpret the data.  644 

We have taken a primarily inductive approach to allow participants to generate their 645 

own theories of change. This ensures that we understand what has changed from their 646 

perspective and avoids suggesting any mechanisms that may not be valid.  Using 647 

purposive sampling across our stratification variables we aim to understand the full 648 

range of participant experiences, and how these vary across different contexts. We will 649 

then interpret these findings in light of our programme theory and develop this 650 

accordingly. We believe that ongoing iterative development of this theory is crucial to 651 

understand how best to optimise the intervention as it is rolled out in practice. The 652 

qualitative interviews will also explore implementation issues which are crucial to 653 

facilitate effective delivery following the trial. 654 

Economic Analysis 655 
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In line with the clinical analyses, economic analyses will be on an intention-to-treat 656 

basis, and full details will be included in a Health Economic Analysis Plan (HEAP) which 657 

will be developed by the Trial Health Economist prior to analysis and approved by the 658 

TMG and TSC. 659 

The primary economic analysis is a cost-utility analysis at 24-weeks with effects 660 

measured in terms of QALYs from the CHU9D and taking the NHS/Personal Social 661 

Services perspective preferred by NICE. Secondary economic analyses include: (a) 662 

primary economic analysis repeated at 48 weeks; (b) cost-effectiveness analysis using 663 

the primary clinical outcome measure (SDQ) at 24 and 48 weeks and taking the 664 

NHS/Personal Social Services perspective; and (c) cost-utility analysis focused on 665 

combined child and parent costs and QALYs at 24 and 48 weeks and taking a broader 666 

perspective, including parental productivity losses. Sensitivity analysis will explore the 667 

impact of excluding influential cost outliers (those in the 99th cost percentile [75]). 668 

Costs will be estimated using appropriate UK unit costs for the most recent financial 669 

year at the time of analysis, including NHS reference costs for hospital resource use 670 

[76] and national unit costs of health and social care services for community-based 671 

resource use [77]. Replacement cost approach will be used for estimating the costs of 672 

productivity losses [78]. The cost of the intervention will focus on the maintenance 673 

costs of the IBPI application, including server maintenance, software updates, and 674 

technical support [79]. Application development costs will be excluded on the grounds 675 

that they are sunk costs.  676 

Resource use will be reported descriptively as mean (standard deviation) and 677 

percentage of participants using the resource item. Mean difference in total cost and 678 
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QALYs per participant between the randomised arms will be estimated using 679 

bootstrapped generalised linear models (GLM), adjusted for covariates in line with the 680 

clinical analyses, plus the baseline variable of interest (baseline cost, utility score, SDQ 681 

score). 682 

Cost-effectiveness will be assessed through the calculation of incremental cost-683 

effectiveness ratios (ICERs; the additional cost of one intervention compared with 684 

another divided by the additional effects) for any cost–outcome combinations involving 685 

a trade-off between costs and effects such that one group generates higher costs and 686 

greater benefits compared with the other (lower costs and higher outcome 687 

combinations are considered ‘dominant’). Uncertainty will be explored using cost-688 

effectiveness planes and cost-effectiveness acceptability curves (CEACs; [80, 81]) 689 

based on the net-benefit approach [82, 83]. Cost-effectiveness planes plot the adjusted 690 

mean differences in total cost and effects calculated using the bootstrapped results 691 

associated with the regression models noted above. Cost-effectiveness acceptability 692 

curves will be derived by calculating the proportion of bootstrapped estimates that are 693 

cost-effective across a range of willingness-to-pay thresholds, to show the probability 694 

that the intervention is cost-effective across different threshold values. 695 

Missing Data  696 

We are seeking to minimise missing data whilst also maintaining the acceptability of 697 

the assessment procedure for participants. There are a number of compulsory 698 

questionnaires namely SDQ, CHU9D, EQ-5D-3L (primary clinical and health economic 699 

outcomes), CES-D, ASRM, GAD-7 (to monitor for mood issues during the trial and offer 700 

support if needed), and sociodemographic questions relevant to the randomisation 701 
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procedure. Where missing item data exists, the scoring manual will be consulted to 702 

determine the score. Mean imputation will be used when scoring manuals do not 703 

provide guidance on how to deal with missing item data. Mean imputation will occur 704 

only when ≤25% of the items are missing. The primary analysis model assumes that 705 

data will be missing at random (i.e. the probability of missing data may depend on the 706 

observed data and treatment group, but not on the unobserved responses). Where 707 

possible, the appropriateness of this assumption will be checked via observation, 708 

ensuring there is no obvious imbalance between the arms, i.e. no differential attrition. 709 

Appropriate sensitivity analysis will be performed, with full details provided in the SAP. 710 

Methods: Monitoring 711 

Data Monitoring 712 

There will be monthly meetings of the TMG (including statisticians, health economists, 713 

qualitative, clinical and lived experience expert grant holders) to ensure the successful 714 

delivery of the study. These will be supplemented with weekly operational meetings of 715 

research staff to discuss specific issues with recruitment, retention, data collection 716 

and risk issues. Independent oversight is provided by a TSC, chaired by an expert in 717 

child clinical psychology and includes members with expertise in BD, people with lived 718 

experience of BD, and members with expertise in statistics and health economics.  719 

Each TSC meeting will be preceded by a meeting of the DMEC chaired by an 720 

experienced child and adult clinical psychologist with other DMEC expert members 721 

from health economics and statistics. The DMEC has a specific role to be able to review 722 

unblinded data and to make any necessary recommendations to the TSC on any safety 723 
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or ethical issues that might emerge from evaluation of these data. Both TSC and DMEC 724 

will meet at least twice a year throughout the study.  725 

Adverse Events  726 

Adverse events for the study will be classified as low risk (evidence of high level of 727 

distress or concerns for possible risk of harm to individual or safeguarding risk) or high 728 

risk (clear evidence of immediate and serious risk to participant’s life or child welfare). 729 

Such events will be detected through participant interviews, direct contact (telephone 730 

or email) from participant to researchers or trial manager, or through red flag alerts on 731 

specific online assessment items.  For low-risk events participants will be sent a 732 

supportive email signposting them to relevant third sector and NHS support options. 733 

For high-risk events the researcher will contact relevant services. In case of immediate 734 

risk to life the researcher will contact 999. For immediate and/or serious child welfare 735 

risk social services safeguarding teams will be contacted. All risk events will be 736 

reported and recorded. Events will be discussed with the supervising clinician. High risk 737 

events will be reviewed by TSC chair to evaluate possible relatedness. If related the CI 738 

will be unblinded and the sponsor, ethics committee and funder will be informed. Risk 739 

events will be reviewed by the DMEC for both trial arms. 740 

Ethics and Auditing 741 

Although no specific audits are planned, these can be requested by NIHR, TSC, DMEC 742 

and sponsor as well as other study partners.  743 

Ethics and Dissemination 744 

Research Ethics Approval 745 
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This study has received NHS REC approval (West Midlands – Solihull Research Ethics 746 

Committee 22/WM/0200). 747 

Protocol Amendments 748 

Any protocol amendments will be reviewed by the Sponsor. These will also be shared 749 

with the Research Ethics Committee (REC) for approval prior to implementation.  750 

Consent 751 

Participants must provide their consent to take part in the study and will be asked for 752 

their consent up to four occasions. Firstly, participants will register their interest to 753 

participate and consent to be contacted using MS Forms, which is accessible from the 754 

trial webpage www.lancaster.ac.uk/health-and-755 

medicine/research/spectrum/research/ibpi/ . The consent to contact form provides 756 

consent for their data to be stored in line with UK General Data Protection Regulation 757 

(GDPR) laws and the Data Protection Act 2018. Data includes phone number, email 758 

address, and postal address. Following an initial screening call if deemed potentially 759 

eligible, the researcher completing the screening call will send a link to the full trial 760 

consent form (on the cloud-hosted REDCap server). Completion of the full trial consent 761 

form provides both consent to participate in the full trial as well as consent to be invited 762 

to participate in the qualitative aspect of the trial for those randomised to the IBPI+TAU 763 

arm. Invites to feedback surveys will occur following a participant’s completion of their 764 

24-week assessment, or if incomplete, four weeks after the assessment window has 765 

opened, and all prompts to complete the assessment have been sent. Participants will 766 

be sent a link via email to Qualtrics to complete the consent form. Once complete they 767 

will be directed to the feedback survey. A sample of participants who have completed 768 

http://www.lancaster.ac.uk/health-and-medicine/research/spectrum/research/ibpi/
http://www.lancaster.ac.uk/health-and-medicine/research/spectrum/research/ibpi/
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their survey (up to n=15-20) will be invited to a feedback interview via email. The email 769 

will contain a link to complete the feedback interview consent form which will be 770 

hosted on Qualtrics.  Participants will not be invited to complete a feedback survey or 771 

feedback interview if they have not agreed to be contacted for the qualitative aspect of 772 

the trial, or if they have moved into the 48-week post randomisation assessment 773 

window.   774 

Confidentiality 775 

Participant data will be shared with third parties (social services/clinical 776 

teams/emergency services) only when serious and/or immediate harm to themselves 777 

or others is likely, or a safeguarding concern is raised. Participants will consent to 778 

information being shared in this way when they complete the full trial consent form. 779 

Participants’ personal data will be stored on Lancaster Teams and on the secure cloud-780 

hosted REDCap server, with access only to delegated trial team members. Baseline 781 

and follow-up assessments will be stored on the secure cloud-hosted REDCap server. 782 

Responses to the feedback survey will be stored on a secure Lancaster Qualtrics 783 

account with access only to delegated, unblinded trial team members. 784 

Dissemination  785 

Findings from the study will be disseminated widely. The report of the trial outcome will 786 

be published in a peer reviewed journal article providing details in line with CONSORT 787 

guidelines [84]. The work will also be shared through lay articles for service user groups 788 

and through conference presentations. Authorship for all publication will be consistent 789 

with ICMJE guidance [85]. Findings will also be shared on the study website and study 790 

specific social media accounts. Study data will be stored at Lancaster University on 791 
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trial completion. Access requests for the anonymised data will be considered by the 792 

TMG. Other trial materials are available on request from the research team. 793 

Discussion  794 

Parents with BD want support with parenting but options that are both acceptable to 795 

them and effective are lacking. Such support has the potential to address immediate 796 

emotional and behavioural needs of children and may also mitigate risk of future 797 

complex mental health issues in these children. There are no definitive trials 798 

specifically offering support for parents with BD of young children. There has been a 799 

previous qualitative study of practitioner’s experiences of sharing parent self-help 800 

workbooks with parents with a range of mental health problems [22], including BD but 801 

not tailored specifically for parents with BD nor formally evaluated. The only feasibility 802 

studies are those conducted by our own team [23,25]. Although systematic reviews 803 

indicate that online parenting interventions can improve child outcomes and parenting 804 

[21], none of these have been specifically designed for parents with BD. 805 

This is the first definitive trial of a digital intervention integrating support for living well 806 

with BD and enhancing parenting. Feasibility work has shown this approach to be 807 

acceptable and feasible. This study will determine the effectiveness and cost 808 

effectiveness of the approach. The intervention has been co-produced with individuals 809 

with BD to ensure that the modules are accessible, engaging and straightforward to use 810 

for busy parents with very limited time. The trial will be delivered online to maximise 811 

access and to optimise cost efficiency of the trial itself. Although the feasibility study 812 

showed signals of benefit in terms of parenting and child outcomes, there were a 813 

number of weaknesses that this study will endeavour to address [23]. These changes 814 
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have been informed by our qualitative work from the feasibility study, feedback from 815 

our SURG during that study, PPI consultation with parents with BD in preparation for 816 

this application, and expert guidance from clinical members of the applicant team. 817 

These changes will retain the simplicity and ease of navigation of the IBPI intervention 818 

with relatively brief modules combining accessible text information, video, interactive 819 

exercises and opportunities for self-reflection. These elements were valued by 820 

participants who often reported having little time between their parenting roles, their 821 

BD challenges and other day-to-day responsibilities. As indicated in the introduction, 822 

the needs of parents with BD are specific as they are living with the challenges of mood 823 

issues themselves, they have children with elevated rates of emotional and behavioural 824 

problems at risk for BD, and they are often reluctant to share their concerns with their 825 

clinical teams. This approach has therefore been designed specifically with these 826 

concerns in mind. In addition, the study takes a rigorous approach to determining 827 

inclusion criteria in particular parental diagnostic status. This is done using the gold 828 

standard DSM-V clinical interview, research edition (SCID-5-RV [44]). By adopting this 829 

approach, it is possible to ensure all inclusion criteria are fully met whilst also taking a 830 

flexible approach to recruitment pathways including clinical and self-referral. This 831 

flexibility is crucial to ensure that the sample reflects the reality that many people with 832 

BD are not in clinical mental health services consistently but are still living with 833 

significant challenges linked to mood and parenting.  834 

A key problem with digital interventions is implementation. There are many studies that 835 

have demonstrated effectiveness in mental health but have not been implemented [86]. 836 

Similarly, there are many interventions that are available for which evidence is lacking. 837 

The IBPI intervention is designed to be simple and easy to implement. As it does not 838 
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require direct clinician time in delivery or oversight it addresses concerns reported by 839 

NHS staff in recommending or hosting other digital interventions [87]. Consistent with 840 

contemporary research, we recognise that digital interventions need to evolve and 841 

therefore have specified both the theory of change for this approach as well as its 842 

fundamental characteristics. Future iterations of the intervention will therefore retain 843 

these key elements but permit evolution of functional elements of the platform. To 844 

maximise likelihood of successful implementation we are partnered with LSCFT, a 845 

digital pathfinder Trust, and with the national charity Bipolar UK, as well as liaising with 846 

NHS England.  847 

If successful, the IBPI intervention has the potential to benefit parents with BD and their 848 

children including potentially reducing future risk of severe mental health challenges in 849 

the latter. It is also designed to be able to be implemented rapidly at scale and at low 850 

cost if effective. This approach is not intended to replace more intensive face-to-face 851 

support for parents such as crisis support. It is intended as a potentially helpful option 852 

to supplement other care. Future research is needed into tailored intensive parenting 853 

support for parents with BD. 854 

List of Abbreviations 855 

ASRM: Altman Self-Rating Mania Scale 856 

BD: Bipolar Disorder 857 

CARER-SUS: Carer Service Use Schedule 858 

CA-SUS: Child and Adolescent Service Use Schedule 859 

CES-D: The Centre for Epidemiological Studies-Depression 860 

CHAOS: Confusion, Hubbub and Order Scale 861 



42 
 

CHU9D: Child Health Utility Questionnaire 862 

DSM-5: Diagnostic and Statistical Manual of Mental Disorders, Fifth Edition 863 

EQ-5D-3L:  EuroQol measure of health-related quality of life 864 

GAD-7: Generalized Anxiety Disorder Assessment 865 

IBPI: Integrated Bipolar Parenting Intervention 866 

IDMC: Independent Data Monitoring Committee 867 

ICMJE: International Committee of Medical Journal Editors 868 

ISS: Internal States Scale 869 

LCM: Life Chart Measure 870 

NICE: National Institute for Health and Care Excellence 871 

NIHR: National Institute for Health Research 872 

PPI: Public and Patient Involvement 873 

PS: Parenting Scale 874 

PSI-4-SF: Parent Stress Index 4 Short Form 875 

PSOC: Parenting Sense of Competency 876 

REDCap: Research Electronic Data Capture 877 

SCID-5: Structured Clinical Interview for DSM-5 878 

SDQ: Strengths and Difficulties Questionnaire 879 

SURG: Service user reference group 880 

TAU: Treatment as Usual 881 

TMG: Trial Management Group 882 

TSC: Trial Steering Committee 883 

YTU: York Trials Unit 884 



43 
 

Declarations 885 

Ethics approval and consent to participate 886 

NHS ethical approval was obtained from West Midlands – Solihull Research Ethics 887 

Committee (REC ID: 309190). Every participant is required to provide informed consent 888 

to take part in the study. Participants are provided indemnity coverage for negligent 889 

harm through the standard NHS indemnity arrangements, while Lancaster University's 890 

insurance extends to cover non-negligent harm associated with the protocol. 891 

Consent for publication 892 

Consent to publish: not applicable. 893 

Availability of data and materials 894 

Data sharing is not applicable to this article as no datasets were generated or analysed 895 

during the current study. 896 

Competing Interests 897 

Members of the research team were involved in the development and feasibility testing 898 

of the original IBPI intervention ([23]; SJ & FL). The current study team were involved in 899 

the update of the IBPI intervention for the current study, therefore this is not an 900 

independent evaluation. CC receives funding from the Oxford Health NIHR Biomedical 901 

Research Centres (BRC) and the Oxford and Thames Valley NIHR Applied Research 902 

Collaborations (ARC); the views expressed are the authors and not those of the NIHR 903 

BRC or NIHR ARC. No other competing interests were reported from the team.  904 

Funding 905 



44 
 

This study is funded by the NIHR Health Technology Assessment programme 906 

(NIHR131483) and will be published in full on completion of data analysis. Further 907 

information is available at www.fundingawards.nihr.ac.uk/award/NIHR131483 . The 908 

views expressed are those of the author(s) and not necessarily those of the NIHR or the 909 

Department of Health and Social Care. Neither sponsor nor funder had a role in study 910 

design, data collection, analysis or interpretation, report writing or decision to submit 911 

for publication. 912 

Authors' contributions 913 

SJ is the Chief Investigator for the study and led the development of the work as well as 914 

the completion of the protocol. FL, RM, CC, AD, SB, CL, CJS, JPC, JW and CH 915 

contributed to the development of the study and are grant holders. LC was trial 916 

manager for the study until November 2024 and coordinated the operational aspects of 917 

the research, supported by SF who worked as the research assistant on the project until 918 

May 2024. EK has worked as the trial manager since December 2024. LS has 919 

contributed to operational planning as part of the YTU involvement. SB is health 920 

economics lead, supported by NY. EC, CH and JW have developed the formal analysis 921 

and randomisation plans informed by original development work by CJS. All authors 922 

contributed to refinement of the study protocol and approved the final manuscript.  923 

Acknowledgements 924 

The authors would like to acknowledge the contribution of all PPI members who have 925 

contributed to the development of trial documents and discussions relating to trial 926 

delivery. 927 

http://www.fundingawards.nihr.ac.uk/award/NIHR131483


45 
 

Sponsorship  928 

This research is sponsored by Lancaster University Sponsorship Committee (Lancaster 929 

University, Bailrigg, Lancaster, LA1 4YW; Sponsorship@lancaster.ac.uk) 930 

Provenance and peer review 931 

Not a commissioned study; independently peer reviewed for competitive NIHR national 932 

funding. 933 

References 934 

1. Goodwin FK, Jamison K: Manic-Depressive Illness. New York: Oxford University 935 

Press; 2007.  936 

2. Clements C, Morriss R, Jones S, Peters S, Roberts C, Kapur N: Suicide in bipolar 937 

disorder in a national English sample, 1996-2009: Frequency, trends and 938 

characteristics. Psychological Medicine. 2013; 43(12):2593-2602.  939 

3. Morton E, Murray G, Yatham LN, Lam RW, Michalak EE: The Quality of Life in Bipolar 940 

Disorder (QoL.BD) questionnaire a decade on – A systematic review of the 941 

measurement of condition-specific aspects of quality of life in bipolar-disorder. J 942 

Affect Disord. 2021; 278:33-45.  943 

4. Di Florio A, Craddock N, van den Bree M: Alcohol misuse in bipolar disorder. A 944 

systematic review and meta-analysis of comorbidity rates. European Psychiatry. 945 

2014; 29(3):117-124.  946 



46 
 

5. Gold AK, Otto MW, Deckersbach T, Sylvia LG, Nierenberg AA, Kinrys G: Substance 947 

use comorbidity in bipolar disorder: A qualitative review of treatment strategies 948 

and outcomes. Am J Addiction. 2018; 27(3):188-201.  949 

6. Tyler E, Jones S, Black N, Carter LA, Barrowclough C: The Relationship between 950 

Bipolar Disorder and Cannabis Use in Daily Life: An Experience Sampling Study. 951 

Plos One. 2015; 10(3).  952 

7. Jones SH, Barrowclough C, Allott R, Day C, Earnshaw P, Wilson I: Integrated 953 

Motivational Interviewing and Cognitive-Behavioural Therapy for Bipolar Disorder 954 

with Comorbid Substance Use. Clinl Psychol Psychother. 2011; 18(5):426-437.  955 

8. Fristad MA: Development of Emotion Regulation in Children of Bipolar Parents: 956 

Treatment Implications. CPSP. 2010; 17(3):187-190.  957 

9. Calam R, Jones SH, Sanders MR, Dempsey R, Sadhnani V: Parenting and the 958 

Emotional and Behavioural Adjustment of Young Children in Families with a Parent 959 

with Bipolar Disorder. Behav Cogn Psychother. 2012; 40(4):425-437.  960 

10. Venkataraman M: Parenting Among Mothers with Bipolar Disorder: Children's 961 

Perspectives. J Fam Soc Work. 2011; 14(2):93-108.  962 

11. Rasic D, Hajek T, Alda M, Uher R: Risk of mental illness in offspring of parents 963 

with schizophrenia, bipolar disorder, and major depressive disorder: a meta-964 

analysis of family high-risk studies. Schizophr Bull. 2014; 40(1):28-38.  965 

12. Tjoflåt M, Ramvi E: I am Me! Experiencing Parenting While Dealing With One's 966 

Own Bipolar Disorder. Social Work in Mental Health. 2013; 11(1):75-97.  967 



47 
 

13. Dolman C, Jones I, Howard LM: Pre-conception to parenting: a systematic review 968 

and meta-synthesis of the qualitative literature on motherhood for women with 969 

severe mental illness. Archives of women's mental health. 2013; 16(3):173-196.  970 

14. NICE: Antisocial behaviour and conduct disorders in children and young people: 971 

recognition, intervention and management CG158. In. London: National Institute for 972 

Clinical Excellence; 2013.  973 

15. Cartwright-Hatton S, Ewing D, Dash S, Hughes Z, Thompson EJ, Hazell CM et al. 974 

Preventing family transmission of anxiety: Feasibility RCT of a brief intervention for 975 

parents. Br J Clin Psychol. 2018; 57(3):351-366.  976 

16. Cartwright-Hatton S, McNally D, White C, Verduyn C: Parenting Skills Training: An 977 

Effective Intervention for Internalizing Symptoms in Younger Children? JCAPN. 978 

2005; 18(2):45-52.  979 

17. Sanders MR: Development, evaluation, and multinational dissemination of the 980 

triple P-Positive Parenting Program. Annu. Rev. Clin Psychol. 2012; 8:345-379.  981 

18. Duffy A, Alda M, Hajek T, Sherry SB, Grof P: Early stages in the development of 982 

bipolar disorder. Journal Affect Disord. 2010; 121(1–2):127-135.  983 

19. Duffy A, Horrocks J, Doucette S, Keown-Stoneman C, McCloskey S, Grof P: The 984 

developmental trajectory of bipolar disorder. Br J Psychiatry. 2014; 204(2):122-128.  985 

20. Bee P, Bower P, Byford S, Churchill R, Calam R, Stallard P, et al: The clinical 986 

effectiveness, cost-effectiveness and acceptability of community-based 987 

interventions aimed at improving or maintaining quality of life in children of 988 



48 
 

parents with serious mental illness: a systematic review. Health Technol Assess. 989 

2014; 18(8):1-250.  990 

21. Schrank B, Moran K, Borghi C, Priebe S. How to support patients with severe 991 

mental illness in their parenting role with children aged over 1 year? A systematic 992 

review of interventions.  Soc Psychiatry Psychiatr Epidemiol. 2015; 50(12); 1765–993 

1783. https://doi.org/10.1007/s00127-015-1069-3  994 

22. Dolman C, Jones IR, Howard LM: Women with bipolar disorder and pregnancy: 995 

factors influencing their decision-making. BJPsych Open. 2016; 2(5):294-300.  996 

23. Jones SH, Jovanoska J, Calam R, Wainwright LD, Vincent H, Asar O, et al: Web-997 

based integrated bipolar parenting intervention for parents with bipolar disorder: a 998 

randomised controlled pilot trial. J Child Psychol Psychiatry. 2017; 58(9):1033-1041.  999 

24. Duffy A, Jones S, Goodday S, Bentall R: Candidate Risks Indicators for Bipolar 1000 

Disorder: Early Intervention Opportunities in High-Risk Youth. Int J 1001 

Neuropsychopharmacol. 2016; 19(1).  1002 

25. Jones S, Calam R, Sanders M, Diggle PJ, Dempsey R, Sadhnani V: A Pilot Web 1003 

Based Positive Parenting Intervention to Help Bipolar Parents to Improve Perceived 1004 

Parenting Skills and Child Outcomes. Behav Cogn Psychother. 2014; 42(3):283-296.  1005 

26. Michalak EE, Jones S, Lobban F, Algorta GP, Barnes SJ, Berk L, et al: Harnessing the 1006 

potential of community-based participatory research approaches in bipolar 1007 

disorder. Int J Bipolar Disord 2016; 4(1):4.  1008 

27. Jones SH, Fortier S, Lodge C, Creswell C, Lobban F, Morriss R et al. CoDesign of a 1009 

digital intervention for parents with bipolar disorder informed by integrated 1010 

https://doi.org/10.1007/s00127-015-1069-3


49 
 

knowledge translation principles. Bipolar Disord. 2024; 26:717-732. 1011 

doi:10.1111/bdi.13468  1012 

28. Office for National Statistics. Internet access – households and individuals, 1013 

Great Britain: 2019. 2019. 1014 

www.ons.gov.uk/peoplepopulationandcommunity/householdcharacteristics/homeinte1015 

rnetandsocialmediausage/bulletins/internetaccesshouseholdsandindividuals/2019. 1016 

Accessed 4 March 2025. 1017 

29. Goodman R: Psychometric properties of the strengths and difficulties 1018 

questionnaire. J Am Acad Child Adolesc Psychiatry. 2001; 40(11):1337-1345. 1019 

30. Arnold DS, O'Leary SG, Wolff LS, Acker MM: The Parenting Scale: A measure of 1020 

dysfunctional parenting in discipline situations. Psychol Assess. 1993; 5(2):137-144.  1021 

31. Johnston C, Mash EJ: A Measure of Parenting Satisfaction and Efficacy. J Clin. 1022 

Child Psychol. 1989; 18(2):167-175.  1023 

32. Abidin RR: Parenting Stress Index (3rd Edition). In. Edited by Press PP. 1024 

Charlottesville, VA; 1990.  1025 

33. Bauer MS, Vojta C, Kinosian B, Altshuler L, Glick H: The Internal State Scale: 1026 

replication of its discriminating abilities in a multisite, public sector sample. 1027 

Bipolar Disord. 2000; 2(4):340-346.  1028 

34. Radloff LS: The Use of the Centre for Epidemiologic Studies Depression Scale in 1029 

Adolescents and Young Adults. J Youth Adolesc. 1991; 20(2):149-166.  1030 

35. Radloff LS: The CES-D Scale: A Self-Report Depression Scale for Research in the 1031 

General Population. Appl Psychol Meas. 1977; 1(3):385-401.  1032 

http://www.ons.gov.uk/peoplepopulationandcommunity/householdcharacteristics/homeinternetandsocialmediausage/bulletins/internetaccesshouseholdsandindividuals/2019
http://www.ons.gov.uk/peoplepopulationandcommunity/householdcharacteristics/homeinternetandsocialmediausage/bulletins/internetaccesshouseholdsandindividuals/2019


50 
 

36. Altman EG, Hedeker D, Peterson JL, Davis JM: The Altman Self-Rating Mania 1033 

Scale. Biol Psychiatry, 1997; 42(10):948-955.  1034 

37. Spitzer RL, Kroenke K, Williams JB, Lowe B: A brief measure for assessing 1035 

generalized anxiety disorder: the GAD-7. Arch Intern Med. 2006; 166(10):1092-1097. 1036 

38. Leverich GS, Post RM: Life charting of affective disorders. CNS Spectrums. 1998; 1037 

3(5):21-37.  1038 

39. Matheny Jr AP, Wachs TD, Ludwig JL, Phillips K: Bringing order out of chaos: 1039 

Psychometric characteristics of the confusion, hubbub, and order scale. J. Appl. 1040 

Dev. Psychol. 1995; 16(3):429-444. 1041 

40. Stevens K: Valuation of the Child Health Utility 9D Index. Pharmacoeconomics. 1042 

2012; 30(8):729-747.30. 1043 

41. Group ER: EQ-5D-3L User Guide. In. Rotterdam: EuroQol Research Foundation; 1044 

2018. 1045 

42. Medical Research Council. Medical Research Council (MRC). 1046 

http://www.mrc.ac.uk/documents/pdf/rcts-for-complex-interventions-to-improve-1047 

health (2025). Most recently accessed  4 March 2025. 1048 

43. Chan A-W, Tetzlaff JM, Altman DG, Laupacis A, Gøtzsche PC, Krleža-Jerić K, 1049 

Hróbjartsson A, Mann H, Dickersin K, Berlin J, Doré C, Parulekar W, Summerskill W, 1050 

Groves T, Schulz K, Sox H, Rockhold FW, Rennie D, Moher D. SPIRIT 2013 Statement: 1051 

Defining standard protocol items for clinical trials. Ann Intern Med. 2013; 158:200-1052 

207. 1053 

http://www.mrc.ac.uk/documents/pdf/rcts-for-complex-interventions-to-improve-health
http://www.mrc.ac.uk/documents/pdf/rcts-for-complex-interventions-to-improve-health
http://www.annals.org/article.aspx?doi=10.7326/0003-4819-158-3-201302050-00583
http://www.annals.org/article.aspx?doi=10.7326/0003-4819-158-3-201302050-00583
http://www.annals.org/article.aspx?doi=10.7326/0003-4819-158-3-201302050-00583
http://www.annals.org/article.aspx?doi=10.7326/0003-4819-158-3-201302050-00583
http://www.annals.org/article.aspx?doi=10.7326/0003-4819-158-3-201302050-00583


51 
 

44. First MB, Karg RS, Williams JB, Spitzer RL. Structured Clinical Interview for DSM 5 1054 

- Research Version (SCID-5-RV). Arlington, VA: American Psychiatric Association; 1055 

2015.  1056 

45. Bandura A. Social Learning Theory. Englewood Cliffs: Prentice-Hall; 1977.   1057 

46. Patterson GR. Coercive family process. Eugene, OR: Castalia; 1982.   1058 

47. Nahum-Shani I, Shaw SD, Carpenter SM, Murphy SA, Yoon C: Engagement in 1059 

digital interventions. American Psychologist. 2022; 77:836-852.  1060 

48. Ford T, Hayes R, Byford S, Edwards V, Fletcher M, Logan S et al: The effectiveness 1061 

and cost-effectiveness of the Incredible Years® Teacher Classroom Management 1062 

programme in primary school children: results of the STARS cluster randomised 1063 

controlled trial. Psychol Med. 2019; 49(5):828-842.   1064 

49. Sanders MR, Baker S, Turner KMT: A randomized controlled trial evaluating the 1065 

efficacy of Triple P Online with parents of children with early-onset conduct 1066 

problems. Behav Res Ther. 2012; 50(11):675-684.   1067 

50. Patterson J, Barlow J, Mockford C, Klimes I, Pyper C, Stewart-Brown S: Improving 1068 

mental health through parenting programmes: block randomised controlled trial. 1069 

Arch Dis Child. 2002; 87(6):472-477.   1070 

51. Scott S, Webster-Stratton C, Spender Q, Doolan M, Jacobs B, Aspland H: 1071 

Multicentre controlled trial of parenting groups for childhood antisocial behaviour 1072 

in clinical practice. BMJ 2001, 323(7306):1-7.  1073 

52. Lam D, Jones S, Hayward P: Cognitive therapy for bipolar disorder: A therapist 1074 

guide to concepts, methods and practice, 2nd edn. London: Wiley; 2010.  1075 



52 
 

53. Scott S, Sylva K, Doolan M, Price J, Jacobs B, Crook C, Landau S: Randomised 1076 

controlled trial of parent groups for child antisocial behaviour targeting multiple 1077 

risk factors: the SPOKES project. JCPP. 2010; 51(1):48-57  1078 

54. Prinzie P, Onghena P, Hellinckx W: Reexamining the Parenting Scale: Reliability, 1079 

factor structure, and concurrent validity of a scale for assessing the discipline 1080 

practices of mothers and fathers of elementary-school-aged children. Eur J Psychol 1081 

Assess. 2007; 23(1):24-31.  1082 

55. Marsh S, Dobson R, Maddison R: The relationship between household chaos and 1083 

child, parent, and family outcomes: a systematic scoping review. BMC Public 1084 

Health. 2020; 20(1):513.  1085 

56. Retzer A, Sayers R, Pinfold V, Gibson J, Keeley T, Taylor G, et al: Development of a 1086 

core outcome set for use in community-based bipolar trials-A qualitative study and 1087 

modified Delphi. In: PloS one. 2020; 15(10): 1088 

e0240518. https://doi.org/10.1371/journal.pone.0240518 1089 

57. Kuyken W, Ball S, Crane C, Ganguli P, Jones B, Montero-Marin J, et al. Effectiveness 1090 

and cost-effectiveness of a universal school-based mindfulness training 1091 

programme compared with normal school provision in reducing risk of mental 1092 

health problems and promoting well-being in adolescence: results of the MYRIAD 1093 

cluster randomised controlled trial. Evid Based Ment Health. 2022; 25(3):99-109. doi: 1094 

10.1136/ebmental-2021-300396. 1095 

https://doi.org/10.1371/journal.pone.0240518


53 
 

58. Byford S, Cary M, Barrett B, Aldred C, Charman T, Howlin P, et al. Cost-1096 

effectiveness of a communication-focused therapy for pre-school children with 1097 

autism: results from a randomised controlled trial. BMC Psychiatry. 2015; 15; 316.  1098 

59. Stevens K. Working with children to develop dimensions for a preference-based 1099 

generic pediatric health-related quality of life measure. Qual Health Res. 2010; 1100 

20(3); 340–351. doi: 10.1177/1049732309358328 1101 

60. Stevens K. Assessing the performance of a new generic measure of health 1102 

related quality of life for children and refining it for use in health state valuation. 1103 

Appl Health Econ Health Policy 2011; 9(3): 157-69. doi: 10.2165/11587350-000000000-1104 

00000. 1105 

61. Rabin R, de Charro F. EQ-5D: a measure of health status from the EuroQol 1106 

Group. Ann Med. 2001; 33(5):337-43. doi: 10.3109/07853890109002087. 1107 

62. Dolan P. Modeling valuations for EuroQol health states. Med Care. 1997; 35(11): 1108 

1095-108.  1109 

63. Manca A, Hawkins N, Sculpher MJ. Estimating mean QALYs in trial-based cost-1110 

effectiveness analysis: the importance of controlling for baseline utility. Health 1111 

Econ. 2005; 14; 487–96.  1112 

64. Hawes DJ, Dadds MR. Australian data and psychometric properties of the 1113 

Strengths and Difficulties Questionnaire. Aust N Z J Psychiatry. 2004; 38(8):644-651. 1114 

doi: 10.1080/j.1440-1614.2004.01427.x.  1115 

65. Farooqi A, Raghavan R, Wilson A, Jutlla K, Patel N, Akroyd C, Desai B, Uddin MS, 1116 

Kanani R, Campbell Morris P: Toolkit for: Increasing participation of black asian and 1117 



54 
 

minority ethnic (BAME) groups in health and social care research. In.: East Midlands 1118 

Academic Health Science Network; 2018.  1119 

66. Frampton GK, Shepherd J, Pickett K, Griffiths G, Wyatt JC: Digital tools for the 1120 

recruitment and retention of participants in randomised controlled trials: a 1121 

systematic map. Trials. 2020; 21(1):478.  1122 

67.Lobban F, Akers N, Appelbe D, Chapman L, Collinge L, Dodd S et al: Clinical 1123 

effectiveness of a web-based peer-supported self-management intervention for 1124 

relatives of people with psychosis or bipolar (REACT): online, observer-blind, 1125 

randomised controlled superiority trial. BMC Psychiatry. 2020; 20(1):160.  1126 

68. Thongseiratch T, Leijten P, Melendez-Torres GJ: Online parent programs for 1127 

children’s behavioral problems: a meta-analytic review. Eur Child Adolesc 1128 

Psychiatry. 2020; 29(11):1555-1568.  1129 

69. Robinson H, Appelbe D, Dodd S, Flowers S, Johnson S, Jones SH et al. 1130 

Methodological Challenges in Web-Based Trials: Update and Insights from the 1131 

Relatives Education and Coping Toolkit Trial. JMIR Mental Health. 2020; 7(7) e.15878.  1132 

70. Largent EA, Eriksen W, Barg FK, Greysen SR, Halpern SD. Participants' 1133 

Perspectives on Payment for Research Participation: A Qualitative Study. Ethics 1134 

Hum Res. 2022. Nov; 44(6):14-22. doi: 10.1002/eahr.500147.  1135 

71. Coffman CJ, Edelman D, Woolson RF: To condition or not condition? Analysing 1136 

‘change’ in longitudinal randomised controlled trials. BMJ Open. 2016; 6(12): 1137 

e013096. doi: 10.1136/bmjopen-2016-013096 1138 



55 
 

72. Ritchie J, Spencer L. Qualitative Data Analysis for Applied Policy Research. In: 1139 

Analyzing Qualitative Data. edn. Edited by Bryman A, Burgess RG. Abingdon: Routledge; 1140 

2002: 187-208.  1141 

73. Braun V, Clarke V, Hayfield N, Terry G. Thematic Analysis. In: Handbook of 1142 

Research Methods in Health Social Sciences. edn. Edited by Liamputtong P. Singapore: 1143 

Springer Singapore; 2018: 1-18.   1144 

74. Braun V, Clarke V. Reflecting on reflexive thematic analysis. QRSEH. 2019; 1145 

11(4):589-597.  1146 

75. Weichle T, Hynes DM, Durazo-Arvizu R, Tarlov E, Zhang Q. Impact of alternative 1147 

approaches to assess outlying and influential observations on health care costs. 1148 

Springerplus. 2013; 18(2); 614. doi: 10.1186/2193-1801-2-614. 1149 

76. Department of Health, National Schedule of Reference Costs 2021-2022. 2022, 1150 

Department of Health: London.  1151 

77. Jones KC, Weatherly H, Birch S, Castelli A, Chalkley M, Dargan A et al. Unit Costs of 1152 

Health and Social Care 2023 Manual. Technical report. Personal Social Services 1153 

Research Unit (University of Kent) & Centre for Health Economics (University of York), 1154 

Kent, UK. 2024. Accessed 3 May 2024. doi:10.22024/UniKent/01.02.100519  1155 

78. Drummond MF, Sculpher MJ, Claxton K, Stoddart GL, Torrance GW. Methods for 1156 

the Economic Evaluation of Health Care Programmes. 4th ed. Oxford University 1157 

Press; 2015.  1158 

79. Gomes M, Murray E, Raftery J. Economic Evaluation of Digital Health 1159 

Interventions: Methodological Issues and Recommendations for Practice. 1160 

https://doi.org/10.22024/UniKent%2F01.02.100519


56 
 

PharmacoEconomics. 2022; 40; 367–378; https://doi.org/10.1007/s40273-022-01130-1161 

0  1162 

80. Fenwick E, Byford S. A guide to cost-effectiveness acceptability curves. Br J 1163 

Psychiatry 2005; 187:106–8.  1164 

81. Briggs AH. A Bayesian approach to stochastic cost‐effectiveness analysis. 1165 

Health Econ. 1999; 8:257–61. 1166 

82. Stinnett AA, Mullahy J. Net health benefits: a new framework for the analysis of 1167 

uncertainty in cost-effectiveness analysis. Med Decis Making. 1998; 18(2_suppl): 1168 

S68-S80; doi:10.1177/0272989X98018002S09. 1169 

83. Van Hout BA, Al MJ, Gordon GS, Rutten FF. Costs, effects and C/E-ratios 1170 

alongside a clinical trial. Health Econ. 1994; 3:309–19; 1171 

http://dx.doi.org/10.1002/hec.4730030505 1172 

84. Schulz KF, Altman DG, Moher D, CONSORT Group. CONSORT 2010 Statement: 1173 

updated guidelines for reporting parallel group randomised trials. BMJ. 2010; 1174 

340:c332; doi: 10.1136/bmj.c332. 1175 

85. International Committee of Medical Journal Editors. Recommendations for the 1176 

Conduct, Reporting, Editing, and Publication of Scholarly Work in Medical Journals. 1177 

2025. https://www.icmje.org/icmje-recommendations.pdf. Accessed 09 August 2024. 1178 

86. D. C. Mohr, A. R. Lyon, E. G. Lattie, M. Reddy and S. M. Schueller: Accelerating 1179 

Digital Mental Health Research From Early Design and Creation to Successful 1180 

Implementation and Sustainment. J Med Internet Res. 2017; 19(5):153.  1181 

https://doi.org/10.1007/s40273-022-01130-0
https://doi.org/10.1007/s40273-022-01130-0
http://dx.doi.org/10.1002/hec.4730030505
https://www.icmje.org/icmje-recommendations.pdf.%20Accessed%2009%20August%202024


57 
 

87. Lobban F, Appelbe D, Appleton V, Billsborough J, Fisher NR, Foster S et al: 1182 

IMPlementation of An online Relatives' Toolkit for psychosis or bipolar (IMPART 1183 

study): iterative multiple case study to identify key factors impacting on staff 1184 

uptake and use. BMC Health Serv Res. 2020; 20(1):219. 1185 


