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ABSTRACT
Introduction  Self-stigma occurs when individuals 
internalise negative stereotypes about their mental health 
conditions. Self-stigma is common among those with 
serious mental illnesses, including youth, and is considered 
a major barrier to recovery through its impact on hope, 
self-esteem and self-identity. This patient-oriented protocol 
aims to assess the feasibility of conducting a future full-
scale randomised controlled trial (RCT) of a youth-oriented 
adaptation of narrative enhancement and cognitive therapy 
for self-stigma among youth (NECT-Y).
Methods and analysis  This is a two-site, two-arm 
pilot basket RCT with 1:1 randomisation to NECT-Y or 
treatment as usual (TAU). Participants are youth, ages 
16–29 diagnosed with bipolar disorder, any subtype 
(Basket 1) or with any two or more mental health 
conditions (Basket 2). After informed consent, we will 
conduct baseline assessments and randomisation, then 
either a 14-week NECT-Y group intervention or TAU. 
Diagnostic interviews will be used to confirm diagnosis 
at baseline. A range of self-report questionnaires will be 
administered at baseline, post-treatment and 3 month 
follow-up. The primary outcome is feasibility as indicated 
by the achievement of recruitment goals, retention and 
adherence, intervention fidelity and the absence of serious 
adverse events. Secondary outcomes include acceptability 
and the intervention’s impact on self-stigma, wellness, 
symptomatology, treatment-seeking attitudes and other 
related constructs. A youth advisory group is informing all 
stages of the study process.
Ethics and dissemination  The Research Ethics Board for 
Centre for Addiction and Mental Health (#062/2024) has 
approved this study protocol. Ethics is also approved at 
London Health Sciences Centre (Western Health Sciences 
Research Ethics Board (HSREB) #125812). Results will 
be published in international peer-reviewed journals and 
presented at relevant conferences. Summaries will be 
provided to the funders of the study, as well as to lay 
audiences, including study participants.
Trial registration number  NCT06672562.

BACKGROUND
Stigma toward mental illness includes a variety 
of harmful negative stereotypes (eg, expecta-
tions of violence, incompetence and inability 
to recover) held by community members that 
result in harmful behaviours such as the social 
avoidance of, and discrimination toward, 
people who have been diagnosed with mental 
illnesses.1 Stigma intersects with culture2 and 
is found throughout society.3

Stigma is often conceptualised as 
public stigma, structural stigma and self-
stigma.4 5 Public stigma is the stigma held 
widely in society. Public stigma has direct 
impacts on people with mental illness, as 
well as on family members, friends, service 
providers and other groups.4 Structural 
stigma exists at the level of institutions that 
institute discriminatory or restrictive prac-
tices that have negative impacts on people 
with mental illness.5 In contrast, self-stigma 
occurs when individuals with mental illness 
are aware of negative stereotypes regarding 
mental illness and internalise them, directing 
them toward themselves.4 High levels of 

STRENGTHS AND LIMITATIONS OF THIS STUDY
	⇒ The basket trial design had advantages in terms of 
recruitment, statistical power and trial management.

	⇒ From a patient-oriented research standpoint, youth 
advisors will inform all aspects of the trial.

	⇒ As a pilot study, this trial is underpowered to detect 
significant differences in participant outcomes.

	⇒ Generalisability cannot be confirmed outside of the 
populations represented in the baskets and hospital 
settings.
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self-stigma are associated with a range of mental health 
conditions,6 such as bipolar disorder (BD), schizophrenia 
and major depressive disorder. Self-stigma appears to be 
highest among those with serious mental illness.7–10 Self-
stigma has also been identified among youth, which is 
particularly concerning given that youth is a time when 
identity is forming.11 12 Having multiple co-occurring 
mental health conditions is a common situation for many 
youth seeking mental health services. Some 50% of youth 
have at least one mental health or substance use disorder 
during their lifetime, while around 20% have two or more 
conditions.13 There is evidence that self-stigma may be 
higher among individuals with comorbidities or multiple 
mental health conditions.14 15

The Illness Identity model16 proposes that self-stigma is 
a major barrier to recovery: when identity is influenced by 
self-stigma, people believe that they cannot recover, thus 
reducing hope and self-esteem. This increases the risk of 
depression and suicide and decreases social interaction. 
It may also lead to more passive coping styles, limiting 
treatment engagement. As individuals use more avoidant 
coping strategies, they may also avoid other activities, 
such as work, which can further reduce social connect-
edness and functioning. Avoidant coping, reduced 
treatment engagement, social isolation and decreased 
vocational functioning may increase symptom severity. A 
comprehensive review of 111 studies17 showed consistent 
evidence for a relationship between self-stigma and treat-
ment engagement (eg, medication adherence, psychoso-
cial treatment attendance, working alliance).

Young people have expressed that stigma is a barrier 
to service seeking, despite the promise of early interven-
tion.12 18 19 In fact, research with youth receiving services 
following a first episode of psychosis (FEP) and their 
family members found that concern with stigma was asso-
ciated with increased ambivalence about engaging in FEP 
services.20 Reducing stigma is among the public health 
strategies identified to promote service seeking among 
youth.21 Stigma, including self-stigma, has been identi-
fied by in Canada as a major public health priority and a 
key social determinant of health.22 An enhanced Action 
Framework23 sets out the goal of creating a more inclusive 
healthcare system and improving health and well-being.

Narrative enhancement and cognitive therapy (NECT) 
is a novel intervention that was developed in the USA, 
with some work conducted in Israel, Sweden, Denmark, 
France, Taiwan and Italy.24 It is a manualised, structured 
group intervention that targets self-stigma in severe 
mental illness, from a trauma-informed lens. NECT 
integrates evidence-based psychotherapies. Internalised 
negative stereotypes are addressed by increasing patients’ 
understanding of stigma (psychoeducation), helping 
them to restructure unproductive thoughts (cogni-
tive therapy) and helping them build a meaningful life 
narrative and self-identity, where the illness is a compo-
nent of their experience but does not encompass their 
entire identity (narrative therapy). NECT involves 20 
individual sessions, each lasting one hour, conducted by 

two clinicians. A patient guidebook is complemented by a 
facilitator manual and fidelity supports.

NECT has demonstrated efficacy in reducing stigma 
and improving a number of mental health and well-being 
metrics in a randomised controlled trial (RCT) among 
adults with schizophrenia in the USA.25 It was associated 
with reduced hopelessness, social withdrawal and use of 
avoidant coping strategies, as well as increased narrative 
insight and enhanced treatment engagement. Another 
RCT, conducted in Taiwan, found positive impacts on 
self-stigma among adults with schizophrenia.26 NECT has 
also been shown to be effective in a mixed group of adults 
primarily with psychotic disorders in a quasi-experimental 
study in Israel,27 with reductions in self-stigma and 
improvements in quality of life, hope and self-esteem. 
It has been shown to be acceptable for implementation 
in a Swedish adaptation for adults with psychosis using 
a stakeholders-engaged process.28 This is backed by a 
sizeable evidence base on the constituent parts of NECT, 
that is, group psychoeducation and cognitive therapies, 
with promising findings for youth populations,29–31 but 
a paucity of rigorous research on narrative approaches 
to psychotherapy.32 Although it has been successfully 
adapted for youth receiving FEP services, empirical find-
ings related to NECT’s wider adaptation with youth have 
yet to be published.

Our team brought together a youth lived experience 
panel to generate youth-oriented adaptations of NECT.33 
The youth team improved the fit with the lived experi-
ence of young people in Canada, reduced the number of 
sessions from 20 to 14 and the reading level for accessi-
bility and enhanced the strengths-based lens. They further 
integrated peer support, added a goal-setting module and 
created an engaging graphic design. The result is the new 
NECT-Youth (NECT-Y). After the adaptation phase, the 
next stage in this line of work is to establish the feasibility 
of conducting a trial and the acceptability of the newly 
adapted NECT-Y. The current pilot basket RCT aims to 
meet that need.

The basket trial is an innovative master protocol 
design.34 The basket trial design involves recruiting 
multiple samples of individuals with different health 
conditions (‘baskets’) and treating them with the same 
intervention within a single trial. This master protocol 
design provides efficiencies in terms of recruitment, 
power and trial management.

Objective
The primary objective of this pilot basket RCT is to assess 
the feasibility of conducting a future definitive RCT of 
NECT-Y for youth with BD or multiple mental health 
conditions (without BD), represented by the achievement 
of recruitment goals, treatment retention/compliance, 
study retention/compliance, fidelity and the absence 
of serious adverse events. The intervention will be 
compared with treatment as usual (TAU) as a pragmatic 
choice within the treatment settings, given that no estab-
lished treatments address self-stigma in these settings. It is 
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hypothesised that a pilot basket RCT in this study setting 
will be feasible. Secondary objectives are to examine 
whether the adapted intervention is acceptable to patients 
and the NECT-Y facilitators, with an exploratory analysis 
of participant outcomes on aspects of stigma, wellness, 
symptomatology, treatment-seeking attitudes, medication 
adherence and other related constructs.

METHODS
A mixed-methods, patient-oriented, parallel-arm pilot 
basket RCT will be conducted to compare NECT-Y to 
TAU, with a 1:1 randomisation. Two participant popula-
tions (‘baskets’) have been selected for the trial: (1) youth 
with BD (Basket 1), and (2) youth mental health multi-
morbidity (henceforth ‘multiple mental health condi-
tions’ as per youth and family preference in terminology; 
MMHC, Basket 2). The selection of diagnostic groups was 
driven by the literature on high levels of self-stigma asso-
ciated with BD and, potentially, multiple mental health 
conditions,14 15 35 the promise of group interventions, the 
gaps in the evaluation of NECT to date, and local clinical 
and research interest and opportunities in line with an 
associated longitudinal cohort study focusing on multiple 
mental health conditions in youth. This protocol adheres 
to the Standard Protocol Items: Recommendations for 
Interventional Trials (SPIRIT) guidelines.36 The SPIRIT 
checklist is provided in online supplemental material. The 
trial is registered at ​ClinicalTrials.​gov (NCT06672562) as 
of 1 November 2024, with an anticipated date of enrol-
ment of the first participant in November 2024. The public 
title is ‘Narrative Enhancement and Cognitive Therapy 
for Self-Stigma in Youth’. The scientific title is ‘A mixed 
methods randomised pilot basket trial of Discovering 
Our Best Selves: Narrative Enhancement and Cognitive 
Therapy for self-stigma among youth’. It is overseen by 
a Trial Governance Committee that meets approximately 
monthly to make study design and operational decisions, 
as well as a Youth Advisory Group that meets approx-
imately monthly to guide study components. Patient-
oriented research procedures will be followed in line with 
Canada’s Strategy for Patient-Oriented Research.37

Study setting
This trial is conducted at the Centre for Addiction and 
Mental Health (CAMH) in Toronto, Canada, as the lead 
site, with additional recruitment occurring at the London 
Health Sciences Centre (LHSC), in London, Canada. All 
assessment and NECT intervention activities will occur at 
CAMH. Both are hospital-based settings.

Participants and recruitment
The BD basket will consist of a target of 48 youth partici-
pants with BD (any subtype), who are connected with one 
of two distinct hospitals in Toronto (CAMH) and London 
(LHSC), Ontario, Canada. The MMHC basket will consist 
of a target of 48 participants with MMHC connected with 

CAMH. Participants are currently being recruited and 
enrolled as of November 2024.

For the BD basket, multiple recruitment sources have 
been identified to recruit youth with BD, with or without 
additional mental health conditions. At CAMH, partici-
pants will be recruited from other CAMH studies if they 
have provided consent to be re-contacted, as well as from 
a clinical pool. Participants from LHSC will be recruited 
from among the clinical pool of youth with BD. For the 
MMHC basket, participants will be recruited from CAMH 
only, from among participants recruited to other CAMH 
studies who have consented to be contacted about other 
research. Study flyers will be circulated to potential partic-
ipants by the staff of the referring study or clinic, who will 
connect interested potential participants to the NECT-Y 
study staff member for screening and enrolment. For the 
qualitative study component, all NECT-Y participants and 
facilitators will be invited to participate. Recruitment will 
take place over the course of approximately 1 year until 
the sample size is complete.

Eligibility criteria
To be eligible for inclusion, potential youth participants 
must be between 16 and 29 years, be connected with 
research or clinical care at CAMH (both baskets) or 
LHSC (BD basket only). They must have a primary diag-
nosis of a BD of any subtype for the BD basket, or they 
must meet diagnostic criteria for at least two mental disor-
ders excluding BD for the MMHC basket. For the BD 
basket, participants can also have one or more comorbid 
diagnoses; diagnostic confirmation for this basket will 
take place at screening using the Structured Clinical 
Interview for DSM-538 (SCID-5), or will be confirmed 
via data shared from the referring trial. Depending on 
the referring trial and the age of the participant, these 
data will either be SCID-5 for participants age 18 and 
older or the Kiddie Schedule for Affective Disorders and 
Schizophrenia (K-SADS)39 for participants under age 18. 
For the MMHC basket, the diagnosis will be confirmed 
using either the SCID-5, the K-SADS or the Diagnostic 
Assessment for the Health Spectrum (DASH), which is a 
newly adapted assessment based on the core structure of 
the Schedule for Affective Disorders and Schizophrenia 
and the K-SADS, and will be shared from the referring 
study.39 40 Included diagnostic categories are affective 
disorders, anxiety disorders, behavioural/impulse disor-
ders, eating disorders, substance use disorders, psychosis/
schizophrenia, suicidal behaviour disorder, non-suicidal 
self-injury disorder, language-thought disorders and 
post-traumatic stress disorder. An additional inclusion 
criterion requires that participants screen positive for 
mild-to-severe internalised stigma using the Internalised 
Stigma of Mental Illness Scale – 9-item version (ISMI-
9),41 with a score of greater than 2.00. As per our ethics 
approval, all participants are eligible to provide informed 
consent and parental assent will not be sought.

Excluded will be individuals who have visited an emer-
gency department or have been admitted to a hospital for 
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psychiatric reasons in the month prior to intake, are inca-
pable of consenting, have initiated a new psychotherapy 
in the month prior to intake, who are participating in 
another clinical trial for mental health/substance use, or 
who are unable to consent or communicate in English. 
Other than the very recent initiation of a new psycho-
therapy, any concomitant psychological and pharmaceu-
tical care is permitted. No other exclusions have been 
placed on the types of treatment participants may be 
receiving before, during or after NECT-Y study participa-
tion. Exclusion criteria are intentionally limited to ensure 
a pragmatic and inclusive study. All NECT-Y participants 
and facilitators will be considered eligible for inclusion in 
the qualitative study component. Inclusion and exclusion 
criteria are listed in table 1.

Procedure
Participants in both baskets will follow the same study 
design. Study screening and enrolment will be offered 
sequentially to all interested potential participants in the 
treatment settings during the recruitment period, until 
the target sample size is reached. For both sites, CAMH 
study staff will gauge interest, assess eligibility, seek 
consent, conduct screening and pretreatment question-
naires, then randomisation. Written, informed consent 
will be collected by study staff member using the REDCap 
data capture system,42 either virtually or in-person using 
a study laptop. Follow-up assessments will occur at post-
treatment (T2) and 3 months later (T3), for a total study 
duration of about 6 months for each participant.

To minimise participant burden, diagnostic interviews 
obtained in the referring studies will be transferred from 
the original study. If not available, diagnostic interviews 
will be conducted by study staff to determine eligibility. 
Demographic characteristics will be collected either in 
self-report format from the participant or via data transfer 
from the referring study when available. Participants will 
also complete a self-report custom screening form for 
additional inclusion and exclusion criteria. Participants 
will receive a secure survey link to REDCap42 via their 
preferred method of communication (ie, email, text 
message). They will then directly enter self-reported data 
into REDCap, hosted on a secure CAMH server. Study 
staff will verify the completeness of study data on an 
ongoing basis and encourage completion, while acknowl-
edging the voluntary nature of responding to the surveys.

Qualitative focus groups of approximately 90 min 
to 2 hours will be conducted by the research staff at 

post-treatment. Participants will be consented a second 
time, specific to their participation in the focus groups; 
electronic informed consent will be collected in the same 
manner as the primary study consent. Post-treatment 
individual interviews (approximately 45 min to 1 hour) 
will be conducted with the NECT-Y facilitators, including 
peer co-facilitators, to understand the appropriateness of 
the adapted intervention from the facilitator perspective. 
Facilitators will complete electronic informed consent 
following the same procedure. Focus groups and indi-
vidual interviews will be audio-recorded and transcribed. 
NECT-Y sessions will be audio-recorded and transcribed 
to rate fidelity in facilitating the intervention. The focus 
group guide is provided in the online supplemental 
material.

Retention
Various mechanisms will be put into place to foster partic-
ipant retention. We took this question to our Youth Advi-
sory Group for ideas, which we implemented.

One key retention factor is compensation.43 Partici-
pants will be compensated $C30 or $C60 for the consent 
and screening process depending on the length of the 
visit, $C10 for attending each intervention session in lieu 
of snacks given the virtual nature of the intervention, 
$C60 for each assessment (ie, baseline, post-treatment, 
follow-up) and $C50 for the completion of focus groups. 
Each facilitator will receive $C30 in compensation for 
completing the individual interview. Compensation 
will be provided to promote participant retention and 
completion of follow-up.

During the recruitment process, participants may 
receive a newsletter update to maintain engagement in 
the study, informing them of the state of recruitment. 
They may also receive a friendly greeting card, with a 
small treat. At randomisation, they will receive a youth-
friendly study flyer introducing the study team and the 
study procedures. To facilitate group adherence, cameras 
must remain on during each session, and youth co-de-
signed group-building activities will occur at the start 
of every session. To support the participants in cases of 
distress, virtual breakout rooms will be available for use 
together with one of the co-facilitators, and individual 
debrief sessions will also be provided.

Sample size
The sample size is determined based on the desired 
precision of the estimated feasibility measures as the 

Table 1  Inclusion and exclusion criteria for youth participants

Inclusion criteria Exclusion criteria

Bipolar disorder (any subtype) or
≥2 mental health conditions (excluding bipolar disorder)

Emergency department visit or hospitalisation for mental health 
in the month prior to intake

Age 16–29 Initiation of a new psychotherapy in the month prior to intake

Mild-to-severe self-stigma (>2.00) Unable to communicate in English

Enrolled in another clinical trial for mental health/substance use
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primary objective of the pilot trial, as recommended by 
the Consolidated Standards of Reporting Trials exten-
sion.44 Table  2 below illustrates the sample size calcula-
tions for each feasibility metric. The sample size is n=96 
across two baskets and two arms (24 per basket per arm). 
This equates to four rounds of NECT-Y, at about 12 
participants per group, with the same number of control 
participants. A recruitment success of 60% means that 
96 participants will be recruited out of 160 approached, 
which generates a 95% CI of 0.520 to 0.677. Across all 
four feasibility metrics, the CI width is not expected to 
exceed 0.168, which is sufficiently narrow to be confident 
in our estimates of feasibility. This pilot/feasibility trial is 
intentionally not powered to detect statistically significant 
differences between arms on clinical outcome measures. 
Interpretations will therefore be secondary in nature and 
will focus on estimating between-group effect sizes (with 
95% CIs).

Randomisation
A computerised randomisation module will be generated 
to randomise participants 1:1 to NECT-Y or TAU. It will use 
random block sizes and randomisation will be stratified 
by treatment site and by basket. The allocation sequence 
will be generated by the study statisticians. It will then be 
uploaded into REDCap42 by team members unconnected 
to study participants. It will be accessed electronically 
by the research staff only at the time of randomisation 
as they will be responsible for randomly assigning partic-
ipants to either group. Allocation concealment will be 
achieved since the staff making the random assignment 
will have no awareness of or control over the randomi-
sation schedule. Participants and study staff will not be 
blinded to the randomisation result after the randomisa-
tion occurs, given the psychosocial nature of the interven-
tion. Data analysts will be blinded to group assignments.

Interventions
NECT-Y consists of 14 individual sessions of 90 min each, 
which will be delivered via a secure institutional telecon-
ferencing system (WebEx) over the course of 14 weeks. 
The intervention combines psychoeducation, cognitive 
therapy, narrative therapy, goal-setting and peer support. 
Each group meeting includes educational materials, 
reflections and active exercises that participants are 
guided through verbally by facilitators to personalise the 
content to their experiences, with a supportive workbook. 

Participants will receive a print copy of the intervention 
workbook, which will allow them to follow the activities. 
The sessions are described in table 3.

NECT-Y will be delivered by clinicians embedded in the 
clinical setting and co-facilitated by peer support workers, 
who will add selective sharing of lived experience consis-
tent with the values of peer support to increase the rele-
vance of the intervention for participants. Three clinician 
facilitators together with three peers have been trained 
in NECT-Y by the NECT developer, for staffing flexibility 
in administration. The training is described in a study by 
Yanos et al.25 Training events included familiarisation, role 
play and corrective feedback; the NECT fidelity scale,25 
with NECT-Y adaptations, was used as a framework for 
training competence.

TAU typically consists of psychiatric consultation and 
follow-up, medication management, basic group psycho-
education about the index diagnosis, and group or 
individual psychotherapy and/or addiction therapy, as 
indicated. TAU does not explicitly focus on stigma. TAU 
was selected as a comparator as a pragmatic choice to 
compare the active intervention with the type of care youth 
would normally receive in the study sites and to achieve 
equipoise. Typical TAU will be described by the clinical 
site lead. Specific services received will be documented 
through service utilisation questions asking participants 
to describe the services they have received during the 
trial period. Participation in any concomitant therapies 
will not be prevented. All participants can request to with-
draw from the study at any time, and this decision will not 
affect their current or future care at CAMH or LHSC. No 
further data will be collected from the participant from 
the time of their discontinuation from the study.

Measures
Primary outcomes: Feasibility indicators are the primary 
outcome of interest. These include the following metrics: 
recruitment success (objective: >60% of those approached 
consent), recruitment rate (objective: 24/2 months), 

Table 2  Estimated Clopper-Pearson 95% CIs for feasibility 
metrics

Feasibility metric
Target success 
rate

Expected 
95% CI

Recruitment success n=96/160 (60%) (52.0%, 67.7%)

Treatment retention n=77/96 (80%) (70.8%, 87.6%)

Study retention n=77/96 (80%) (70.8%, 87.6%)

Study compliance n=86/96 (90%) (81.7%, 94.9%)

Table 3  Description of the sessions involved in NECT-Y

Session number Content

Session 1 Orientation to the group, group 
agreement, concept of recovery

Sessions 2–4 Psychoeducation on stigma, self-stigma, 
myths vs facts, impacts, disclosure

Sessions 5–8 Cognitive therapy on self-stigma, 
thought-feeling-behaviour connections, 
cognitive restructuring, self-talk

Sessions 9–12 Narrative enhancement, ie, developing 
a self-story that considers challenges as 
well as strengths and successes

Session 13 Goal-setting exercise: short-term and 
long-term goals

Session 14 Reflections about the group as a whole 
and closure
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treatment retention (objective: >80% of sessions 
attended), study retention (objective: >80% at T2, >70% 
at T3), study completion (objective: >90% assessment 
completion among retained participants), serious adverse 
events (objective: none) and facilitator fidelity (objective: 
≥4 overall fidelity on the fidelity scale).25

Secondary outcomes: Secondary outcomes will be 
acceptability and participant self-reported outcomes on 
a battery of measures. The schedule of assessments is 
provided in table  4. Self-report measures were selected 

by the team on the basis of relevance to the clinical 
profiles of participants, relevance to stigma and recovery 
concepts, psychometric properties and validation among 
young adult samples, as well as inclusion in previous 
studies of NECT in some cases. Completion of partic-
ipant self-reported measures will serve to evaluate the 
feasibility of study compliance as a primary outcome, 
but will also be assessed directly as secondary outcomes. 
Change from baseline to T2, baseline to T3, and from 
T2 to T3 will be evaluated for all assessments. A custom 

Table 4  Schedule of assessments

Assessment Screening visit Baseline assessment
Post-treatment 
assessment

3-month follow-up 
assessment

Demographics (where 
needed)

X

SCID-5 (where needed) X

Internalised Stigma of 
Mental Illness Scale – 9-item 
screening version

X

Custom screening questions X

Internalised Stigma of Mental 
Illness Scale

X X X

Altman Self-Rated Mania 
Scale

X X X

Patient Health Questionnaire 
– 9

X X X

Coping Orientation to 
Problems Experienced 
Inventory

X X X

WHO Quality of Life Scale X X X

EuroQol-5 Dimensions-5 
Levels

X X X

Mental Help Seeking 
Attitudes Scale

X X X

Adult State Hope Scale X X X

Medical Outcomes Study 
Measures of Patient 
Adherence

X X X

Stages of Recovery 
Instrument

X X X

Generalised Anxiety Disorder 
Scale

X X X

Rosenberg Self-Esteem 
Scale

X X X

Personal goals and Goal 
Progress Chart

X X X

Personal reflection X X X

Custom medications 
and service utilisation 
questionnaire

X X X

Focus group/qualitative 
interview

X

SCID-5, Structured Clinical Interview for DSM-5.
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form will be used to collect demographic information. An 
important measure in the current study and the antici-
pated primary outcome of the future definitive RCT 
is the Internalised Stigma of Mental Illness Inventory 
(ISMI).45 Additional secondary outcomes encompass 
mental health/symptom scales including the Altman 
Self-Rating Mania Scale46 for (hypo)manic symptoms, the 
Patient Health Questionnaire47 for depressive symptoms, 
and the Generalised Anxiety Disorder Scale48 for anxiety 
symptoms. Quality of life will be measured with the WHO 
Quality of Life,49 as well as the EuroQol-5 Dimensions-5 
Levels50 for a utility measure. Other constructs include 
coping, measured with the Coping Orientation to Prob-
lems Experienced Inventory51 and hope measured with 
the Adult State Hope Scale.52 Help-seeking attitudes are 
measured with the Mental Help Seeking Attitudes Scale,53 
while adherence to medical treatments is measured with 
the Medical Outcomes Study Measures of Patient Adher-
ence Survey.54 55 Self-esteem will be measured with the 
Rosenberg Self-Esteem Scale.56 Psychosocial recovery will 
be measured with the Stages of Recovery Instrument.57 
Participants will be asked to set personal goals prior to 
the intervention phase and evaluate their goal achieve-
ment at follow-up using the Goal Progress Chart.58 They 
will also be asked to reflect on their life using a personal 
reflection form.59 A custom service utilisation question-
naire will be used to enable participants to describe the 
services they receive during the trial period.

Acceptability to patient participants and facilitators will 
be assessed qualitatively following a co-designed semi-
structured interview guide. The interview guide will focus 
on the acceptability of each section of the intervention 
and of the intervention as a whole from the perspective 
of the participants and facilitators, leveraging the imple-
mentation, adoption and maintenance components of 
the RE-AIM (Reach, Effectiveness, Adoption, Implemen-
tation and Maintenance) framework for implementation 
science.60 61

Data management
Data will be collected by study staff using the REDCap 
data capture system,42 either virtually or in-person using a 
study laptop, at baseline (week 1), post-treatment (week 
15) and at 3-month follow-up (week 28). At each time 
point, feasibility indicator data will be entered into the 
system by research staff, and participant response data 
from questionnaires will be entered directly into the 
REDCap system by the participant. Data will be moni-
tored by the study staff, with periodic monitoring reviews 
and quality checking. The biostatistics team will be 
consulted on an ad hoc basis as needed. The final dataset 
will be accessible to the study leads, the study staff and 
the biostatistics team. Study data will be deposited in the 
accessible CAMH BrainHealth Databank. The data from 
the multiple mental health conditions basket will also 
be deposited in the Brain-CODE open-access database 
managed by the Ontario Brain Institute. For both data-
bases, with participant consent, research ethics approval 

and committee review, data may be accessed by third 
parties for secondary research.

Data analyses
Data analyses will be conducted upon the completion of 
data collection, without interim analyses. Analyses will be 
conducted for each site, each basket, and together, with 
overall study findings based on all site and basket data 
interpreted together. All estimates of feasibility metrics 
will be calculated as frequencies, proportions and average 
proportions and range, with 95% CIs to plan the future 
definitive RCT. Participant quantitative outcomes will 
be analysed descriptively, with 95% CIs to understand 
sociodemographic and clinical profiles. We will model 
patient outcomes using linear mixed models for contin-
uous variables and Generalised Estimated Equations for 
dichotomous variables, which are robust to missing data. 
Time since the onset of symptoms may be considered as 
a possible moderator on an exploratory basis, if sample 
sizes allow. Statistical analyses will adhere to the intention-
to-treat principle.

Qualitative data analyses will be conducted using 
reflexive thematic analysis,62 following an inductive 
approach to the development of codes, themes and 
interpretations, with openness to latent themes. Tenta-
tive quantitative and qualitative data will be taken to our 
youth advisory group for discussion and co-interpreta-
tion, to enhance relevance, reflexivity and credibility. The 
analyses will be refined and finalised accordingly.

Intervention feasibility
A number of areas of intervention feasibility will be inter-
preted based on the study feasibility data. Notably, inter-
vention retention will be an area of interest. It is important 
to note that this is a 14-session intervention, which is 
relatively long and may lead to dropouts over time. We 
discussed this with our youth advisory group for feedback. 
Intervention retention strategies include compensation 
in lieu of snacks, the requirement of maintaining cameras 
on for clinical engagement, youth-developed icebreaker 
activities at the beginning of each session, encouraging 
privacy in their personal space, and hiring engaging, 
friendly facilitators. The appropriateness of the adapta-
tion to a youth population is also under question; while 
this was completed by a youth team, for youth,33 and is 
expected to be largely acceptable, it is possible that more 
adaptation is required. The qualitative substudy will serve 
to confirm the youth-oriented adaptation.

Distress and adverse events
Distress experienced by youth during the sessions will 
be addressed by the facilitators. One co-facilitator can 
open a break-out session for a private discussion with the 
youth if necessary. Post-session individual de-briefs will 
also be available if needed. Research staff and clinicians 
will remain alert to any spontaneously reported adverse 
events, including if a participant expresses any current 
suicidal ideation or self-harm during a study visit. They 
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will immediately inform the study leads and the event will 
be taken to the governance committee for discussion. Any 
serious adverse events, as defined by the CAMH Research 
Ethics Board, will be immediately reported to the board.

Patient and public involvement
Lived experience team members will be involved in 
all stages of the trial, from study design to knowledge 
translation, in accordance with Canada’s Strategy for 
Patient-Oriented Research.37 A lived experience adapta-
tion group conducted the youth-oriented adaptation of 
the trial.33 The Trial Governance Committee includes 
two co-investigators serving in lived experience advisory 
roles. In addition, a Youth Advisory Group has been estab-
lished, consisting of youth with lived experience of either 
BD or MMHC. The Youth Advisory Group is co-facilitated 
by two Youth Engagement Specialists and a research 
staff member. Young people with lived experience have 
contributed to the study design and will contribute to 
ongoing decisions about the study, including design, 
procedures, analysis, interpretation and knowledge trans-
lation. Lived experience engagement will be reported on 
using the Guidance for Reporting Involvement of Patients 
and the Public checklist.63

Future definitive RCT
The results of the current trial will be used to inform the 
design of a future definitive RCT. Notably, the current 
trial is not powered to detect efficacy; that will be the 
primary aim of the future definitive RCT. Rigorous inter-
pretation of the group by time effect will focus on the 
future primary outcome measure (ISMI), as well as the 
secondary outcome measures. For that trial, a power 
analysis will be based on expected effect sizes, power and 
planned significance levels. If the different baskets in the 
current trial show different study results, it may be neces-
sary to adapt the basket trial design accordingly.

Limitations
As a pilot RCT, this trial is underpowered to detect signifi-
cant differences in participant outcomes, especially within 
baskets; a future definitive RCT will be required to rigor-
ously assess outcomes for NECT-Y as a whole and specific 
to youth with BD or MMHC. Participant outcomes are in 
self-report format, which may differ from the results that 
would be obtained by interviewer-administered assess-
ments. For example, social desirability may affect self-
report scores. Participation in concomitant psychological 
therapies might differ across NECT-Y and TAU groups, 
which could mask the impacts of the intervention; we 
will collect information on concomitant therapies and 
may control for this if between-group differences are 
found. The study is taking place in two hospital settings 
and among two patient groups; generalisability cannot be 
confirmed outside of the hospital settings and identified 
participant baskets. Follow-up is only short- and medium-
term. Future research protocols might include longer-
term follow-up assessments. Collecting data from family 

caregivers or members of the social network might also be 
considered as an additional source of information.

ETHICS AND DISSEMINATION
This study has been approved by the CAMH Research 
Ethics Board (#062/2024) and is approved at the London 
Health Sciences Centre (Western Health Sciences 
Research Ethics Board (HSREB) #125812). Any future 
amendments will be submitted for approval prior to 
implementation; the ​ClinicalTrials.​gov registry will be 
updated and other parties will be informed as needed, 
including consented participants if appropriate. Written 
electronic informed consent will be provided by all partic-
ipants prior to beginning study activities, using the CAMH 
REDCap E-Consent Framework.

Personal identifying information will be collected and 
stored in a password-protected file on a secure CAMH 
server accessible only to authorised personnel, to main-
tain confidentiality. A master linking log will contain iden-
tifying information and a study identification number. All 
other participant data will be labelled only by the study 
identification number. Research staff will review all open-
ended fields and qualitative transcripts for identifiers and 
will de-identify them as needed.

Any medical care required by participants will be 
covered by the Ontario Hospital Insurance Plan, as is 
common practice locally. Participants will receive a flyer 
presenting suggested avenues to obtain mental health 
support, in addition to the support they are receiving 
within the hospital setting.

Dissemination will include conventional academic 
knowledge translation activities (manuscripts, confer-
ence presentations). Several papers have been planned 
as part of this study, including a primary outcome paper, 
a qualitative paper and various secondary analyses. 
Authorship will be determined based on the extent of the 
contributions to the study, including study stages such as 
conceptualisation, design, implementation, data analysis, 
interpretation and report writing. Professional writers 
and artificial intelligence tools will not be used to write 
any reports. We will also conduct lay-friendly knowledge 
translation tools to be co-designed by our lived experi-
ence team; in the past, these have included infographics 
and social media tools.
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