
Grycuk et al. Pilot and Feasibility Studies           (2025) 11:14  
https://doi.org/10.1186/s40814-024-01585-2

STUDY PROTOCOL Open Access

© The Author(s) 2025. Open Access This article is licensed under a Creative Commons Attribution 4.0 International License, which 
permits use, sharing, adaptation, distribution and reproduction in any medium or format, as long as you give appropriate credit to the 
original author(s) and the source, provide a link to the Creative Commons licence, and indicate if changes were made. The images or 
other third party material in this article are included in the article’s Creative Commons licence, unless indicated otherwise in a credit line 
to the material. If material is not included in the article’s Creative Commons licence and your intended use is not permitted by statutory 
regulation or exceeds the permitted use, you will need to obtain permission directly from the copyright holder. To view a copy of this 
licence, visit http://creativecommons.org/licenses/by/4.0/.

Pilot and Feasibility Studies

Shortening duration of untreated illness 
in young people with first episode eating 
disorders: protocol of a randomised controlled 
feasibility trial of a smartphone friendly 
multi-modal decision-making tool (FREED-M) 
to improve help-seeking
Luiza Grycuk1†  , Dina Monssen1†  , Molly R. Davies1†  , Helen Sharpe2  , Karina L. Allen1,3  , 
Vibhore Prasad4,5  , Rachel Potterton1  , Priya Popat1, Victoria A. Mountford1  , Sheryllin McNeil6, 
Vanessa Lawrence7  , Nina Grant8, Kimberley A. Goldsmith9  , Danielle Glennon3, Sarah Byford7  , 
Amy Brown10 and Ulrike Schmidt1,3*   

Abstract 

Background Early intervention gives young people the best chance to recover from eating disorders (EDs). 
An important focus of early intervention is shortening the time between a person first developing symptoms 
and starting treatment (duration of untreated eating disorder; DUED). Patient-related factors (e.g. poor mental health 
literacy and help-seeking difficulties) are strongly associated with DUED. The aims of our study are to co-design 
and test the feasibility of FREED-Mobile (FREED-M), an online intervention tool for young people with early-stage 
EDs. This tool aims to improve knowledge about EDs, increase motivation to seek treatment and teach early steps 
towards change or recovery, thus reducing DUED.

Methods We will carry out a randomised controlled feasibility trial comparing the FREED-M tool with a control 
intervention where individuals are sign-posted to an ED charity website. The objectives of the proposed trial are 
to establish/estimate: (a) attrition rates at follow-up (primary feasibility outcome); (b) participant recruitment; (c) 
intervention uptake, completion rates and acceptability; (d) intervention effect sizes and standard deviations for out-
comes to inform the sample size calculation for a large-scale randomised controlled trial (RCT); (e) stakeholder views 
on the intervention.

We aim to recruit 116 participants (young people, aged 16–25, with first episode ED) from primary care, schools 
and universities, ED services and social media. Online assessments will be carried out at baseline, end of intervention 
and follow-up (weeks 0, 4 and 12 post-randomisation, respectively). Outcomes will include motivation and readiness 
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to change, attitudes and intentions towards help-seeking, ED symptoms, mood and social functioning, and health-
related quality of life. Additionally, we will carry out a qualitative evaluation of participants’ views of the intervention 
and study design.

Discussion The results of this feasibility trial will inform adaptations to the intervention as needed, as well 
as the study design (e.g. sample size, primary outcomes) of a future large-scale RCT to assess the effectiveness 
of the FREED-M intervention. If effective, this novel, online intervention has the potential for wide dissemination 
and for substantially reducing DUED to improve long-term patient outcomes.

Trial registration ISRCTN, ISRCTN15662055. Registered 27 July 2022, https:// www. isrctn. com/ ISRCT N1566 2055.

Keywords Eating disorders, Anorexia nervosa, Bulimia nervosa, Binge eating disorder, Early intervention, Feasibility 
trial, Online intervention

Introduction
Eating disorders (EDs; anorexia nervosa, bulimia ner-
vosa, binge eating disorder and related partial or mixed 
syndromes) are highly distinctive disorders at the brain-
body interface. They affect up to 15% of young women 
and up to 5.5% of young men in Western countries [1, 2]. 
The COVID-19 pandemic saw an increase in prevalence, 
demand for healthcare services and symptom severity of 
EDs [3–7]. The peak age of onset of EDs is from adoles-
cence into emerging adulthood (age 15–25  years) with 
a median of 18  years, considered to be a developmen-
tally sensitive time [8, 9]. The average illness duration 
is ~ 6  years [10]. Comorbidities, with ensuing long-term 
physical and psychosocial disability, are common in all 
EDs [11]. Compared to the general population, mortal-
ity rates for EDs are almost doubled and ~ 6 times higher 
for people with anorexia nervosa, which is higher than 
any other psychiatric disorder [12]. Estimates of the eco-
nomic and social impact of EDs suggest a disease burden 
that is comparable to anxiety and depression [1].

It is critical to intervene early in the first episode of an 
eating disorder since this is when symptoms are most 
malleable and to minimise the negative impacts of illness 
on young people’s development. Longer illness duration 
is one predictor of poor outcomes in EDs [13]. Other 
predictors include high levels of perfectionism and diet-
ing/disordered eating in adolescence [14]. The repeated 
reinforcement of behaviours associated with the ED 
over time makes these more entrenched and habitual 
[15]. Similar to psychosis and bipolar disorder [16, 17], 
converging data support the idea that neurobiological 
changes associated with disordered eating may alter the 
illness trajectory of EDs [15, 18]. Evidence suggests that 
early-stage ED can be defined as < 3 years of illness dura-
tion, which is when treatment responses appear most 
favourable. Beyond this time frame, treatment response 
is significantly poorer [19]. In a recent systematic review 
of 14 studies of the duration of an untreated ED (DUED) 

in first-episode EDs [20], we found an average DUED 
of 29.9  months for anorexia nervosa, 53.0  months for 
bulimia nervosa and 67.4 months for binge eating disor-
der [21]. This suggests that many young people access-
ing treatment have been unwell for 3 or more years. Of 
note, emerging adults (age 18–25) with EDs on average 
have a DUED which is approximately 50% longer than 
that of adolescents below age 18 [22]. This may be due 
to greater help-seeking barriers; for example, being inde-
pendent from their families and having to make their 
own decisions about their health care, or transitioning 
from child to adult mental health services [23, 24]. Those 
in certain groups such as minoritised ethnic groups, the 
LGBTQ + population, gender diverse individuals, those 
with high body mass index (BMI) and males have addi-
tional barriers to overcome when seeking help and treat-
ment [25, 26].

A large United Kingdom (UK) survey of people with 
an ED found that it took, on average, 21  months from 
the onset of symptoms to the person realising they had 
a problem and another 13 months before they consulted 
their general practitioner (GP) [21]. Another study con-
ducted in Australia found an average delay of 5.3  years 
between the onset of ED symptoms and seeking treat-
ment [27]. DUED is thought to have three broad stages: 
firstly, a period where people do not recognise they have 
a problem; secondly, a period where they recognise they 
have a problem but are not ready to seek help or do not 
know how to seek help; thirdly, a period where they have 
sought help and are awaiting treatment. Whilst the first 
two components are patient-related, the third encom-
passes service-related delays [21, 28].

To shorten service-related delays, we developed an 
early intervention service model and care pathway for 
young people (age 16–25) with early-stage EDs called 
First Episode Rapid Early Intervention for EDs (FREED) 
[29]. The FREED model is biopsychosocial, with a focus 
on optimising early care. A single-centre pilot evaluation 

https://www.isrctn.com/ISRCTN15662055
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found significantly improved waiting times, DUED and 
clinical outcomes in FREED patients compared to a 
cohort of patients of similar age and illness duration seen 
previously in the same service [30, 31]. The introduction 
of FREED reduced DUED by about 6 months when deliv-
ered as intended (without external barriers to access, e.g. 
delays due to lack of funding or patient-related schedul-
ing issues) [32]. At 12  months post-treatment, ~ 60% of 
FREED anorexia nervosa patients returned to normal 
weight (BMI of 18.5 kgs/m2 or above) versus only ~ 17% 
of similar patients seen in the same service 2 years before 
FREED was implemented [31]. These differences in 
recovery rates persisted at 24 months [33]. The introduc-
tion of FREED services also reduced the need for more 
intensive treatment (inpatient, day patient) by ~ 36%, 
compared to treatment as usual [31].

In 2016, FREED was introduced to three other large ED 
services in England. Data from this multi-center study 
showed similar reductions in DUED as our pilot study 
[32]. Since 2017, this model has expanded to other ser-
vices across England (FREED-4-All) and early evalua-
tion provided preliminary evidence for the acceptability 
and effectiveness of the model at scale [34]. In addition, 
FREED was included in National Health Service (NHS) 
England commissioning guidance for adult ED services as 
a best practice example and adopted for national roll-out 
in England [35]. As of January 2023, 53 out of 54 Mental 
Health Trusts in England had adopted FREED.

Studies from England and other Western countries sug-
gest that 10–32% of ED patients referred by their GP for 
a specialist assessment do not attend [36–38], and a fur-
ther 27% of those who do attend the assessment do not 
take up treatment [36, 39]. Patient-related components of 
DUED and their impact on treatment therefore need to 
be addressed. These patient-related barriers to treatment 
include (a) attitudinal (shame, self-stigmatisation as 
undeserving, negative attitudes towards seeking help) [1, 
40–42], (b) knowledge-based (inability to recognise the 
severity of the illness, lack of knowledge about available 
help) [41, 43] and (c) motivational (ambivalence about 
change) [42, 44] barriers.

Theory-based interventions to improve knowledge, 
beliefs and motivation are needed to improve help-
seeking behaviours and reduce poor treatment uptake 
and engagement in EDs. A tool for designing behaviour 
change interventions is the Behaviour Change Wheel, 
a framework that identifies three essential conditions 
required to enable behaviour change to occur: capability, 
motivation and opportunity [45, 46]. Applying this frame-
work to EDs, patient-related barriers to seeking help and 
engaging with treatment relate to limited psychological 
capability (e.g. poor knowledge about symptoms) [47], as 

well as limited motivation to change [21, 22]. Psychologi-
cal capability can be improved through increased knowl-
edge, understanding, or training in emotional, cognitive 
and/or behavioural skills. Motivation can be improved 
through increasing knowledge and understanding and 
altering feelings about a behavioural target [45, 46].

Psychoeducation  refers to education offered to indi-
viduals with a mental health problem and their families 
to help them manage their condition. Recently, psych-
oeducation has emphasised EDs as brain-based and bio-
logical rather than sociocultural disorders. Whilst a 
focus on biogenetic causes may reduce parents’ self-
blame and stigmatisation of EDs [48], there is grow-
ing evidence across a multitude of disorders, including 
depression [49–51], anxiety [52], attention deficit hyper-
activity disorder [53] and EDs [54], that biogenetic illness 
explanations may reduce patients’ hope of recovery and 
self-efficacy of being able to change. Instead, psychoedu-
cation that emphasises biological malleability, i.e. revers-
ible changes to brain, body and behaviour, instils hope, 
optimism and self-efficacy regarding recovery [49, 50, 
54], may be more effective in ensuring early help-seeking 
and engagement with services.

Delivery of education through multimedia messages, 
rather than textual information alone, facilitates more 
in-depth information processing, the development of 
new perspectives and self-discovery [55]. It also increases 
satisfaction and emotional connection with the mate-
rial, especially if the audio-visual component includes 
a personal element (e.g. telling a story) through film or 
animation [55–57]. As real-life images can fatigue or 
desensitise the viewer when they have previously been 
exposed to similar images, the animation may provide 
more engaging visual materials for health education [58–
61] and advocacy (e.g. United Nations Children’s Fund’s 
[UNICEF’s] Smurf video illustrating the impact of war on 
children [https:// www. youtu be. com/ watch?v= bftmZ lpA-
kPg]) [62].

Feedback is the provision of verbal, written, or graphi-
cally displayed information to a person about their 
behaviour, health, or risk of ill health, based on their 
personal characteristics. Most models on the efficacy of 
feedback focus on the motivational and learning aspects 
of personalised feedback, e.g. feedback increases the like-
lihood or depth of processing information or modifies 
knowledge, beliefs, or behaviour [63]. Results from meta-
analyses indicate that feedback has a significant positive 
effect on psychotherapy outcome [64, 65]. The few stud-
ies which used personal feedback about symptoms and 
progress as part of ED interventions have had promising 
results [66–72].

https://www.youtube.com/watch?v=bftmZlpAkPg
https://www.youtube.com/watch?v=bftmZlpAkPg
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To address these important gaps in access to care and 
treatment, our proposed multi-media decision-mak-
ing intervention for first-episode EDs (FREED-Mobile 
[FREED-M]; https:// freedm. uk/) will address key issues 
raised above, e.g. via improving help-seeking and treat-
ment motivation and will seek to ultimately reduce the 
patient-related component of DUED in young people 
with EDs. To the best of our knowledge, there are no 
other comparable online interventions, apps, or decision-
making tools available.

Study aims and progression to full trial
Our aims are twofold
Firstly, we aim to develop a smartphone-friendly multi-
modal online decision-making tool (https:// freedm. 
uk/) for young people with a first episode ED to increase 
motivation for treatment and change, help-seeking from 
primary care and attendance at specialist assessment/
treatment and thus reduce DUED. Specifically, the inter-
vention aims to increase motivation to change/seek 
treatment through psychoeducation and personalised 
feedback on symptoms and highlighting steps towards 
seeking and getting help.

Secondly, we aim to carry out a feasibility randomised 
controlled trial (RCT) comparing the intervention to a 
credible control intervention. The objectives of the pro-
posed trial are to establish/estimate: (a) attrition rates 
at follow-up (primary feasibility outcome); (b) partici-
pant recruitment from different sources; (c) intervention 
uptake, completion rates and acceptability; (d) interven-
tion effect sizes and standard deviations for outcomes to 
inform the sample size calculation for a large-scale RCT; 
(e) stakeholder views on the intervention, optimal deliv-
ery pathways and study procedures.

Progression to full trial
Key indicators of study success and progression will be: 
(a) ability to recruit and (b) retain participants in the 
study (primary feasibility outcome). Progression from 
feasibility to a future definitive RCT would be warranted 
based on the criteria detailed below:

• Go: recruitment as planned (total trial N = 116, i.e. 
58 participants per arm) and < 40% attrition (attri-
tion = no follow-up assessment).

• Stop: recruitment below 70% of planned and/or attri-
tion > 50%.

If recruitment and retention are between stop-and-go 
criteria (i.e. recruitment between 70 and 100% of planned 
and attrition between 40 and 50%): solid remedial action 
would need to be taken for the study to progress to a full 
RCT. This could include additional sites/recruitment 

methods or alterations to the intervention, based on 
qualitative feedback.

Methods and analysis
This protocol paper follows the guidelines of Standard 
Protocol Items: Recommendations for Interventional Tri-
als (SPIRIT) [73] and the guidance given by Thabane and 
Lancaster [74].

Study design
This is a parallel group, two-arm feasibility trial. Par-
ticipants will be randomly allocated to either FREED-M 
intervention or sign-posted to the resources on a repu-
table ED charity website. Participants will be recruited 
from primary care, schools and universities across 
the catchment areas of participating services, through 
FREED services and from social media using geotarget-
ing. Outcomes will be measured at baseline (week 0), 
post-intervention (4 weeks post-randomisation) and fol-
low-up (12  weeks post-randomisation). Selected clinical 
outcomes assessing ED symptomatology will addition-
ally be measured at weeks 1–3. Figure 1 and Table 1 give 
details of all assessments and time points.

Figure 1 details the participant flow through the study. 
The timings for the post-intervention and follow-up 
assessments are given as time post-randomisation (i.e. 
4 weeks post-randomisation and 12 weeks post-randomi-
sation, respectively). Abbreviations: n = number of partic-
ipants; FREED-M = first episode rapid early intervention 
for eating disorders

Participants
Inclusion criteria entail: young people, aged 16–25, with 
a suspected ED, defined by a score of 2 or above on a 
widely used screening instrument for EDs (the ‘SCOFF’) 
[75]. Exclusion criteria entail: people with current or 
past specialist treatment for their ED, those who cannot 
understand spoken and written English, or who do not 
have access to the Internet.

Sample size
We have chosen a sample size of n = 35 per group, which 
is at the upper end recommended for feasibility trials 
[76]. We assume an attrition to follow-up rate (a) of 0.4. 
This is based on data from our ongoing European Union-
consortium of internet-based prevention and treatment 
of common mental disorders, including EDs. Applying 
an attrition correction factor of 1/(1-a), we will need a 
sample size of n = 116, i.e. 58 participants/group. Assum-
ing 116 eligible participants enrol, we will be able to esti-
mate a 40% attrition rate within a 95% confidence interval 
of ± 9%.

https://freedm.uk/
https://freedm.uk/
https://freedm.uk/
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Randomisation and blinding
After the baseline assessment, participants will be ran-
domly allocated to either the FREED-M intervention or 
signposted to the resources on the ED charity website 
(control group). A random allocation list will be created 
and maintained by the King’s Clinical Trials Unit using 
an online system to ensure allocation concealment. Mini-
misation will be used to balance groups for prognostic 
factors (anorexia nervosa vs other ED type; specialist 
referral in progress [yes/no]). Due to the nature of the 

study, neither participants nor the research team will be 
blinded to participant condition assignment. However, 
care will be taken to present interventions in both trial 
arms as equivalent to reduce participant expectancy 
biases.

Recruitment
Participants will be recruited from primary care, schools 
and universities directly, and via online advertising 
on social media (e.g. Facebook®, Instagram®) using 

Fig. 1 Trial flowchart
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Table 1 Trial assessments and timepoints

Table 1 displays the frequency of questionnaires, scales and tasks, and timepoints administered

Abbreviations: t timepoint, SCOFF 5-item eating disorder screener, EDDS Eating Disorder Diagnostic Scale, ED eating disorder, WSAS-Y Work and Social Adjustment 
Scale–Youth, PHQ-4 Patient Health Questionnaire 4 questions, DES Disclosure Expectations Scale, EQ-5D-5L EuroQol health-related quality of life measure, 
AD-SUS Adult Service Use Schedule
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geotargeting, across the catchment areas of the FREED 
Network, which currently includes adult ED services 
in 53 out of the 54 eligible Mental Health Trusts across 
England. These services are trained in and signed up to 
deliver early intervention for EDs in emerging adults. 
These areas will also all have Child and Adolescent ED 
teams with an early intervention ethos. The reason for 
conducting the study in areas with existing early inter-
vention services is (a) to ensure that if young people are 
mobilised to seek help early, there are services in their 
area that deliver this and (b) to reduce variability in ser-
vice-related aspects of DUED in participants.

Consent
Participants will provide consent online via the FREED-
M website. In schools with further regulations, schools 
may wish to notify parents about the project and obtain 
parental (carer) approval, according to their own policies 
(e.g. privacy policies). Schools will be asked to use paren-
tal ‘opt out’ rather than ‘opt in’, so that the threshold for 
young people wishing to join the study remains low. EDs 
can be experienced as a shameful secret, and it is there-
fore important that young people can access help and 
support without their parents’ knowledge [77].

Assessment procedures
Online screening, consent and baseline assessment will 
be carried out before randomisation. Following the base-
line assessment (week 0), eligible participants will be ran-
domly allocated to either the FREED-M intervention or 
the control group. Participants in both groups will then 
complete three brief assessments (weeks 1–3), a post-
intervention assessment (4  weeks post-randomisation) 
and a follow-up assessment (12  weeks post-randomisa-
tion); all of these will be completed online.

Outcome measures
Feasibility outcomes

(1) Primary feasibility outcome: attrition rates at fol-
low-up (the proportion of randomised participants 
who did not complete the follow-up assessment)

(2) Other feasibility outcomes: participant recruitment 
(proportions of randomised participants recruited 
from different sources; number of participants 
recruited per month); completion rates (propor-
tion of randomised participants who completed 
all assessments); intervention uptake (proportion 
of randomised participants who accessed at least a 
part of the first intervention module); intervention 
completion rates (proportion of randomised par-
ticipants who accessed each intervention module); 

intervention acceptability (proportion of partici-
pants in the intervention group with a rating of ≥ 4 
on each feedback question, scored on a five-point 
Likert scale from 1 = did not like it at all/ not at all 
useful to 5 = best thing ever/extremely useful).

Clinical outcomes

(1) ED-related outcomes: at baseline only, partici-
pants will complete a questionnaire on ED symp-
tom onset abbreviated from a comprehensive 
onset interview from our early intervention studies 
[30–32] and report their height. At all assessment 
points (baseline, weeks 4 and 12) they will complete 
the Eating Disorder Diagnostic Scale (EDDS) [78], 
self-reported weight, questions on motivation and 
readiness to change [79] and questions on ED help-
seeking. A short version of the EDDS and the ques-
tions on motivation and readiness to change will 
additionally be completed in weeks 1–3.

(2) Other clinical outcomes: questionnaires assessing 
depression and anxiety (PHQ-4) [80, 81], Disclo-
sure Expectations Scale (DES) [82], social media 
beliefs and motivation for use (Social Media Use 
[83], Motivations for Social Media Use Scale [84]) 
and social impairment and functioning (WSAS-Y) 
[85] will be completed at baseline, weeks 4 and 12.

Health‑related quality of life outcomes
The adult, five-level version of the EuroQol measure (EQ-
5D-5L) will be completed at baseline and 12-week follow-
up to assess health-related quality of life (HRQoL). This 
version of the EQ-5D was selected because it was intro-
duced to improve the sensitivity of the measure [86] and, 
despite being a measure for adults, is recommended by 
the EuroQol group for participants aged 16 and older 
[87]. Given the age range in the current study, we will 
assess the acceptability of this measure for our study 
participants.

Intervention/service‑related outcomes

(1) A modified, self-report version of the Adult Ser-
vice Use Schedule (AD-SUS) will be tested for 
acceptability and comprehensiveness at baseline 
and week 12, in line with previous versions devel-
oped for application to both children and young 
people and young adults [88]. The measure was 
adapted based on existing evidence of service use 
in EDs [89, 90]. Service use will be collected from 
the NHS and social services perspective preferred 
by the National Institute for Health and Care Excel-
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lence (NICE), including education-based health and 
social services. The feasibility of ascertaining NHS 
secondary care service use information from elec-
tronic patient records at participating ED services 
will also be assessed.

(2) Questions regarding the use of resources from the 
ED charity website will be asked to both groups at 
week 4 and 12, and intervention feedback questions 
will be asked to the intervention group only at week 
4.

Intervention
The FREED-M intervention consists of an integrated 
series of four short, animated films focusing on key 
psychoeducational messages around help-seeking 
(identifying and seeking help for symptoms), the body 
(highlighting gut health), social media (effects of and 
strategies for managing social media including diet/
health/fitness) and the malleability of changes to cog-
nition (e.g. thinking style, socioemotional processing, 
relationships). Animations are supplemented by down-
loadable in-depth online information that participants 
can access. The psychoeducation topics and intervention 
content were selected and developed in co-production 
with young people who have a lived experience of an ED 
and experts in the field, including both researchers and 
clinicians. The content for the animations was further 
informed by prior qualitative research. For example, we 
previously identified barriers to help-seeking specific to 
emerging adulthood [23]. Individual stories and quotes 
from this research study were included in the help-
seeking animation. This process was informed by recent 
guidance on the development of electronic and mobile 
health tools [91, 92]. The online FREED-M intervention 
was developed to be smartphone-friendly but is delivered 
via a website and can be accessed via a mobile phone or 
desktop computer.

Participants allocated to the FREED-M intervention 
will receive personalised feedback about their symptoms 
and behaviours, including information on medical risk 
mitigation and advice on behaviour change and help-
seeking. They will be able to access one animation per 
week and following each animation they will be invited to 
briefly reflect on the content and answer questions on the 
personal relevance of the materials shown. They will also 
be able to access weekly downloadable resources.

Participants will be able to download their feedback 
data and share it with their GP. This may be particularly 
useful in cases where the young person first needs to 
approach their GP to start their help-seeking process.

Control intervention
Participants allocated to the control intervention will be 
signposted to the website of ‘Beat’ [21], a reputable UK 
ED charity which provides information, resources and 
support for eating disorders. Participants in this group 
will be able to access the FREED-M intervention after the 
end of the trial.

Interviews
An estimated sample of around 20 participants, depend-
ing on inductive thematic saturation [93], will take part 
in qualitative interviews about their experience of the 
intervention. Interviews will be based on a specifically 
designed semi-structured topic guide (see Appendix  1) 
trying to comprehensively capture people’s views and 
will explore attitudes towards the recruitment methods 
and study design, initial expectations of the intervention, 
perceived strengths and weaknesses, engagement and 
suggestions for enhancing acceptability and relevance. 
Participants will be recruited purposively from the inter-
vention group, e.g. according to gender, age and baseline 
ED symptoms, to capture a broad range of participants 
with potentially different experiences. Participants will 
be approached for these interviews at the 12-week post-
randomisation time point, to ensure that they have had 
the chance to complete the intervention.

Data analysis
Feasibility/clinical data
Outcomes, including feasibility outcomes, will be sum-
marised as mean and standard deviation, median and 
interquartile range, frequency and proportion, or count 
and Poisson confidence interval, as appropriate. FREED-
M intervention engagement metrics will be summarised 
for the intervention arm only. The potential outcomes 
for a future trial will be summarised appropriately over-
all and in each group. Completeness and variability of the 
outcome measures will be determined and used together 
as a guide to which might be best utilized as a primary 
outcome in a future definitive trial. As this is a feasibil-
ity trial, no formal statistical tests of differences between 
the groups will be conducted. Summary estimates will 
be used in calculating the sample size of the future large-
scale RCT. All analyses will be conducted using STATA 
v14.

Economic data
The acceptability of the draft AD-SUS and the HRQoL 
measure (EQ-5D-5L) will be explored using comple-
tion rates (proportion of randomised participants who 
completed the AD-SUS or EQ-5D-5L, respectively). The 
comprehensiveness of the draft AD-SUS will be assessed 
through the identification of redundant items (services 
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included in the AD-SUS with little or no use reported by 
participants) and missing items (services not included in 
the AD-SUS but reported by participants under ‘other’). 
This data will be used to produce a modified version of 
the AD-SUS suitable for a subsequent RCT. Service use 
and HRQoL will be summarised and reported descrip-
tively (mean, SD, ranges, etc.).

Qualitative data
We will use framework analysis to facilitate analy-
sis both within and across young people [94–96]. The 
interpretivist assumptions underpinning our approach 
emphasise the importance of understanding individu-
als’ experiences and interpretations from their points of 
view. No specific theory will be used to guide the devel-
opment of the coding framework. However, given the 
semi-structured nature of the topic guide, this is likely 
to influence the generation of the initial framework 
used to code the interviews. In short, transcripts will be 
reread to ensure data familiarisation. Two researchers 
will independently code a minimum of five transcripts 
and discuss alternative viewpoints before reaching a 
consensus on a provisional analytical framework to be 
applied to subsequent transcripts. An iterative method, 
in which the data extracts are continuously checked for 
coherence and the coding framework refined, will be 
followed. Data will be summarised through charts to 
map the range of views and experiences and to allow 
the wider research team to engage with and offer inter-
pretations of the data.

Patient and public involvement
In preparation for the first stage of the protocol devel-
opment, we conducted a focus group with five young 
adult ED patients to identify topics for psychoeduca-
tion and how this should be delivered. Three experts 
by experience reviewed different proposal stages. The 
animations and resources included in the intervention 
were developed iteratively in consultation with ED cli-
nicians and young people in our target age range, cur-
rent patients and/or those with current or prior lived 
experience. Two patients/experts by experience will 
be part of the trial steering group. Jointly with the 
core research team, they will: be involved in aspects 
of study design, oversee the running of the study, be 
involved in designing a future large-scale RCT by 
appraising findings from the feasibility study, and 
contribute to dissemination. In addition, other young 
people will be involved in beta-testing and dissemina-
tion on an ad hoc basis. These will be recruited from 
our volunteer registry of FREED patients (FREEDom 
Finders) and via social media. Participation will be 
balanced in terms of gender, age and ethnicity. Patient 

consultants to the project will be remunerated in line 
with INVOLVE guidance [97].

Ethics and dissemination
Ethics and safety consideration
This trial will be conducted in compliance with the Decla-
ration of Helsinki, the principles of good clinical practice 
(ICH-E6 guideline), and the ICH-E8 and E9 guidelines, 
and in accordance with all applicable regulatory require-
ments including but not limited to the UK policy frame-
work for health and social care research. The results of 
this trial will be reported in accordance with the CON-
SORT 2010 Statement [98]. This trial is registered in the 
ISRCTN register (ISRCTN15662055). Ethical approval 
was obtained from the London-Camden & Kings Cross 
Research Ethics Committee (REC Ref: 22/LO/0655) on 
11th October 2022.

We are aware that some young people joining the trial 
may experience significant distress and/or suicidal symp-
toms. Irrespective of which group they are allocated to, 
each page of the intervention will display a clickable but-
ton that reads ‘I need urgent help’. Clicking this button 
will signpost them to the Young Minds urgent help page 
(https:// www. young minds. org. uk/ young- person/ find- 
help/i- need- urgent- help/), which provides details of con-
fidential support and crisis hotlines for young people in 
distress or at risk of suicide.

Dissemination plan
This novel intervention has the potential to substantially 
improve help-seeking and ultimately reduce DUED. If 
successful, and after carrying out a future large-scale 
trial, we would disseminate the intervention widely in 
NHS (including both primary and secondary care), com-
munity and education settings.

We will disseminate our findings to young people and 
families via relevant organisations. This will include con-
ference presentations and information on the websites 
of these organisations and other relevant websites (such 
as FREEDfromED.co.uk, EDIFYresearch.co.uk, and the 
King’s College London websites). To reach young peo-
ple, we will post information on social media feeds (e.g. 
Instagram, Facebook and Twitter®) of relevant organisa-
tions and selected influencers. Finally, we will work with 
our press office to disseminate the work to the press and 
other media outlets.

We will disseminate our findings to schools and uni-
versities via relevant organisations/conferences (e.g. Per-
sonal, Social, Health and Economic Education (PSHE) 
teachers’ organisation, schools in Mind Network) and 
student mental health and well-being organisations.

We will disseminate study findings to health profes-
sionals via scientific papers and relevant conferences 

https://www.youngminds.org.uk/young-person/find-help/i-need-urgent-help/
https://www.youngminds.org.uk/young-person/find-help/i-need-urgent-help/
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such as large UK and international primary care, early 
intervention and ED conferences. We will work with 
Academic Health Sciences Networks (AHSNs) to facili-
tate the adoption and spread of our FREED-M innova-
tion across all areas of healthcare provision. We will work 
towards getting our intervention adopted into NHS Men-
tal Health online resource libraries and endorsed/recom-
mended by relevant national and international guidance 
documents/organisations.

Trial progress
Participant recruitment and data collection for this study 
began in November 2022. Amendments to the study pro-
tocol will be reported in publications reporting the study 
outcomes.
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