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Abstract

Background Self-stigma refers to the process whereby individuals with mental disorders internalize negative
societal attitudes and misconceptions about mental health conditions, potentially affecting their sense of self-worth
and identity. This internalization can significantly impact various aspects of life, including treatment engagement,
personal relationships, and overall well-being. Narrative Enhancement and Cognitive Therapy (NECT) was developed
in the United States to counteract self-stigma and has been supported by multiple randomized controlled trials. How-
ever, NECT has not yet been implemented in Italy or within a public mental health system grounded in community
psychiatry. This study aims to evaluate the efficacy and feasibility of the Italian version of the NECT within the public
mental health sector in a large part of North-East Italy.

Methods and analysis This pragmatic, multisite, superiority, randomized, wait-list controlled trial with two parallel
arms will recruit over four hundred patients with severe mental disorders from 26 public community-based mental
health centers in North-East Italy. The experimental intervention, NECT, consists of 20 group-based sessions to reduce
self-stigma. The study will assess NECT's impact on several psychological dimensions, including self-stigma levels (pri-
mary outcome), self-esteem, hope, empowerment, recovery perception, mental well-being, and stigma stress (second-
ary outcomes). Feasibility will be evaluated by collecting data on participant adherence and treatment implementation,
including eligibility screening, participation rates, intervention completion, exposure levels, and reasons for dropout.

Discussion The findings of this research are expected to contribute to the understanding of effective treatments
for patients with mental disorders, particularly those burdened by high levels of self-stigma, and to improve their
recovery outcomes.

Trial registration ClinicalTrials.gov; Identifier: NCT06567145.
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Introduction

Background and rationale

Research conducted on the general population indicates
that people generally hold misconceptions and negative
stereotypes about individuals with mental disorders [1].
For example, 60% of the population believes that patients
with mental disorders are aggressive or violent, and 50%
think they are incapable of working [2]. On the other
hand, research has found that most people with mental
disorders are aware of the presence of these stereotypes
in society, and over 70% expect to be treated unfairly by
others due to their disorder [3, 4]. Additionally, 60—70%
of patients with mental disorders believe that most peo-
ple would refuse to have someone with a mental disor-
der as a friend, neighbor, coworker, or partner [5, 6].
Although some individuals with mental disorders may
respond to these stereotypes with indifference or anger,
a large proportion accept these stereotypes as true,
internalize them, and attribute them to themselves; this
process is known as internalized stigma or self-stigma
[7]. The Health Stigma and Discrimination Framework
[8] provides a global perspective on the shared mecha-
nisms of stigma across health conditions, emphasizing
its impact on health outcomes and access to care. Within
this framework, internalized stigma emerges as a key
process through which societal stereotypes are internal-
ized, contributing to diminished self-esteem, reduced
hope, and poorer recovery outcomes.

One of the largest studies in this field, involving 1,229
people with schizophrenia spectrum disorders across 14
European countries, estimated that 41% exhibit a high
level of self-stigma, which was found to be associated
with lower levels of empowerment, higher perceived dis-
crimination, and reduced social contact [5]; other studies
have reported substantially similar rates [6, 9].

Research has consistently found that self-stigma is
associated with poorer recovery outcomes [10]. A recent
meta-analysis reports significant correlations between
self-stigma and lack of hope, self-esteem, and self-effi-
cacy, as well as lower subjective quality of life, greater
symptom severity, and reduced treatment adherence
[11]. Self-stigma can be both a consequence and a cause
of negative outcomes. When self-stigma plays a causal
role, it may represent a target for treatment. Yanos and
colleagues [12] proposed the "illness identity model,"
which offers a set of detailed and testable hypotheses
regarding the potential causal role that self-stigma plays
in influencing recovery outcomes in people with mental
disorders. This model suggests that when identity is influ-
enced by self-stigma, individuals believe that recovery
is not possible, thereby reducing hope (i.e., expectations
about their future) and self-esteem [13]. Despair and low
self-esteem, in turn, increase the risk of suicide, reduce

Page 2 of 14

social interaction, lead to the use of passive coping strat-
egies for dealing with symptoms, and reduce treatment
adherence. As patients increasingly rely on avoidant
coping strategies, they may also lose their jobs. Finally,
avoidant coping style, social isolation, and reduced social
functioning can exacerbate the severity of psychotic
symptoms. Empirical support for this model comes from
the results of two studies conducted by different research
groups [14, 15].

Building on evidence of the role that self-stigma plays
in recovery processes, Narrative Enhancement and Cog-
nitive Therapy (NECT) was developed in the United
States in 2007-2010 as a manualized treatment aimed
at reducing self-stigma in people with mental disorders.
NECT is a structured group treatment that combines
psychoeducation (with the goal of helping participants
challenge their stigmatizing beliefs about mental illness
and recovery with empirical and scientific data), cognitive
restructuring (focused on teaching skills to modify self-
stigma-related negative beliefs), and narrative enhance-
ment (focused on helping participants improve their
ability to integrate themes such as trust and self-worth
into their personal narratives). To date, five studies have
been published that have tested the efficacy of NECT. The
first, conducted in the United States on a small group of
39 patients, did not reveal significant effects of NECT on
self-stigma, likely due to the small sample size; however,
the intervention was found to be feasible and well-toler-
ated by participants [16]. A subsequent quasi-experimen-
tal study conducted in Israel on 119 patients with serious
mental illness demonstrated that participation in the
NECT program was associated with significant improve-
ments in self-stigma, self-esteem, quality of life, and hope
with small-to-medium effect sizes reported for these
outcomes, providing support for the use of NECT as an
effective treatment on this population [17]. Similarly, a
randomized controlled trial with a 6-month follow-up
conducted in Gothenburg, Sweden, involved a sufficiently
large sample size (n=106) to detect significant improve-
ments in self-stigma and self-esteem, which were main-
tained at six months. This study reported medium effect
sizes for the primary outcomes, further supporting the
efficacy of NECT [18]. A larger randomized controlled
study conducted in the United States on 170 patients
with schizophrenia spectrum disorders provided robust
statistical power to detect differences between groups.
It demonstrated significant improvements in self-stigma
and other variables, including avoidant coping style, com-
pared to the supportive control intervention with moder-
ate-to-large effect sizes for these outcomes [19]. Finally,
a randomized controlled trial implemented in Taiwan on
86 patients with chronic schizophrenia showed more sig-
nificant results from NECT in improving self-stigma and
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anticipated discrimination compared to the control inter-
vention with medium effect sizes reported, indicating
clinically meaningful changes [20]. Together, these stud-
ies demonstrate that the efficacy of NECT is supported
by robust empirical evidence across diverse contexts and
populations, qualifying it as an evidence-based interven-
tion and suggesting its widespread implementation.

Self-stigma is a significant issue for individuals suf-
fering from severe mental disorders treated within Ital-
ian mental health services. Barlati et al. [21] found that
nearly one-fourth of people with schizophrenia receiving
rehabilitative interventions exhibited high self-stigma.
This self-stigma was associated with experiencing more
medication side effects (e.g., extrapyramidal symptoms)
and worse subjective well-being. Additionally, a nation-
wide study of a large sample of patients with schizo-
phrenia found that internalized stigma was significantly
associated with greater overall symptom severity [22]
and increased depression [23], with resilience play-
ing a mediating role in this relationship. Furthermore,
self-stigma was shown to diminish the positive effects
of social capital on empowerment among people with
major depression receiving treatment within mental
health services [24].

Unfortunately, in Italy, interventions aimed at reducing
self-stigma among individuals with mental disorders are
not consistently provided. When such interventions are
available, they often lack a strong foundation of evidence-
based efficacy [25]. This gap is partly due to the absence
of manualized interventions like NECT in the Italian lan-
guage. Additionally, the self-stigma interventions docu-
mented in the literature have primarily been tested in
geographic regions and healthcare systems that differ sig-
nificantly from Italy’s mental health services, which are
rooted in a public community-based psychiatry model.
These differences raise concerns about the applicability
and effectiveness of such interventions within the Italian
context.

Objectives

The present study aims to: (1) evaluate the effectiveness of
this approach in the clinical routine of community-based
mental health centers (CMHCs); (2) test the feasibility of
the new Italian version of the NECT treatment among
patients attending CMHCs in a large area of northeastern
Italy. Overall, this project will increase knowledge about
optimal treatments for patients with mental disorders
burdened by high self-stigma to improve their recovery
outcomes.

Trial design
This is a pragmatic, multisite, superiority, randomized,
wait-list controlled trial with two parallel arms. The study
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will evaluate the effectiveness and the feasibility of the
NECT intervention, as manualized in the Italian version
developed by our group [26], among patients with severe
mental disorders treated by community-based mental
health centers (CMHCs) who exhibit at least a moderate
level of self-stigma. Participants will be randomized into
one of two groups: NECT intervention group or the wait-
list control (WLC) group. Since the study is designed as
an ’add-on’ trial, patients in both the experimental and
control groups will continue to receive routine care pro-
vided by their respective mental health services. As the
trial in a real-world clinical setting, it follows a pragmatic
design.

The study protocol has been reported in accordance
with the Standard Protocol Items: Recommendations for
Interventional Trials (SPIRIT) guidelines [27] and the
TIDieR checklist [28]. The completed SPIRIT checklist
is provided as Appendix 3, and the completed TIDieR
checklist is included as Appendix 4.

Methods

Study setting

Participants for this study will be recruited from public
Community Mental Health Centers (CMHCs) located
in the Veneto region, which has a population of approxi-
mately 4.9 million, the Autonomous Province of Trento
with around 538,000 inhabitants, and the city of Bolzano,
home to approximately 107,000 inhabitants.

Routine care

Participating CMHCs typically offer a comprehensive
range of integrated community care services, including
pharmacological interventions and, where necessary,
psychosocial treatments such as individual or group cog-
nitive behavioral therapy (CBT), family psychoeducation,
cognitive rehabilitation, and supported employment [29—
31]. Throughout the study period, the research staff will
systematically collect and document detailed information
on the specific interventions received by participants.

Eligibility criteria

Eligible participants must be adults aged 18 years or older
and have a clinical diagnosis of schizophrenia, schizoaf-
fective disorder, schizoid disorder, schizophreniform
disorder, bipolar disorder type I or II, or major depres-
sive disorder according to DSM-5 criteria. Additionally,
participants are required to be stabilized outpatients,
defined by a period of at least three months of clinical
stability with no changes in pharmacological treatment
during this time. The exclusion criteria include: (1) indi-
viduals who had received or are receiving interventions
specifically targeting self-stigma during the study period;
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(2) those unable to provide informed consent, (3) individ-
uals with intellectual disabilities; (4) those with a primary
diagnosis of personality disorder or substance depend-
ence; (5) individuals with limited proficiency in written
and spoken Italian.

All eligible patients will be screened using the Internal-
ized Stigma of Mental Illness (ISMI) scale. Only those
who score above 1 on a scale from 0 to 3, indicating at
least moderate levels of self-stigma, will be invited to par-
ticipate in the study, following Yanos et al. [19].

Regarding the intervention, it will be administered by
routine mental health staff employed at the participat-
ing CMHCs. The intervention, as outlined by the NECT
authors, is suitable for delivery by mental health profes-
sionals, including psychologists, psychiatric rehabilita-
tion therapists, and professional educators, who possess
documented experience in mental health settings. These
criteria ensure that the study is conducted within a well-
defined population, by appropriately qualified profession-
als, thereby enhancing the validity and reliability of the
findings.

Informed consent will be obtained by qualified mental
health professionals from the study team at participating
CMHC:s. These professionals will provide a clear explana-
tion of the study, answer any questions, and ensure that
participants or their authorized surrogates fully under-
stand the study’s details. Participants or surrogates will
sign a consent form, with the process being carefully doc-
umented and forms securely stored according to ethical
guidelines.

Interventions
Two comparison treatments have been chosen for this
study.

Experimental condition

The experimental treatment is the Narrative Enhance-
ment and Cognitive Therapy (NECT), a manualized
intervention developed in the early 2000s by Ameri-
can authors Philip Yanos, David Roe, and Paul Lysaker,
designed for small groups of individuals with severe men-
tal disorders [26]. For the present study, the Italian ver-
sion of the NECT manual, produced by our team with
the authorization and assistance of the original authors,
will be used [26]. The development process of the Ital-
ian version of the manual involved: (a) the translation of
the original manual; (b) the discussion of the translation
within two multidisciplinary focus groups (comprising
mental health professionals from various backgrounds,
psychiatric service users, family members, volunteers,
and former users) to assess its relevance, adequacy, and
comprehensibility; (c) the back-translation of the final
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Italian version; and (d) the review of the back-translation
by the American authors, leading to final approval.

The NECT intervention consists of 20 sessions, divided
into five parts. In the first part, the orientation phase (2
sessions), participants are invited to describe themselves
and reflect on their experiences with the illness and their
relationship to it. The second part (3 sessions) includes
a psychoeducation component that addresses the con-
cepts of stigma and self-stigma (or internalized stigma).
During this phase, participants explore myths and stereo-
types associated with mental disorders, based on scien-
tific evidence, and reflect on their personal experiences
of public stigma and the consequences of internalizing
such stereotypes. The third part (7 sessions) focuses on
learning cognitive restructuring techniques to identify
and challenge self-stigmatizing false beliefs. The goal is to
equip participants with tools to manage and reduce the
impact of internalized stigma, promoting a greater sense
of self-efficacy, control over their lives, and hope for the
future. This section also aims to provide specific coping
skills to address social anxiety and mood deflation related
to self-stigma. The fourth part (7 sessions) centers on
narrative enhancement, which encourages participants
to share and reflect on their personal stories. This pro-
cess helps participants find meaning in their experiences,
including those related to mental illness, and develop a
new perspective on their personal history. This part of
the program appears to have the most lasting impact on
improving hope and self-esteem. Finally, the interven-
tion concludes (1 session) with an activity similar to the
initial session, where participants are asked to describe
themselves and their relationship with their illness,
allowing them to reflect on changes in self-perception
and their relationship with the illness that occurred dur-
ing the group process. The comparison between the “old”
and “new” identities developed during the group work
is intended to give participants a sense of the change
achieved, thereby lightening the burden of self-stigma.

The NECT intervention will be delivered in a face-to-
face format, exclusively in small group sessions. All ses-
sions will take place at the participating Community
Mental Health Centers (CMHCs), with each group con-
sisting of up to eight participants. The intervention is not
designed for individual or remote delivery. The NECT
intervention will be delivered in dedicated group rooms
within participating Community Mental Health Centers
(CMHC:s). These rooms are equipped to ensure privacy
and confidentiality during the sessions and are furnished
to facilitate group discussions.

Each session of the program lasts approximately
one hour and is divided into three phases: introduc-
tion, main content, and conclusion. The introduc-
tion, lasting about 5-10 min, involves the facilitator
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summarizing the topics covered in the previous ses-
sion and encouraging participants who were absent to
review the material. The facilitator then asks if they had
the opportunity to reflect on the previous week’s top-
ics and if they applied any of the skills learned outside
the group. Finally, the facilitator outlines the session’s
timing and topic. The main content phase, lasting about
40-45 min, involves discussing 2-3 pages of the man-
ual. Participants are encouraged to voluntarily read 2—-3
sentences from the text, followed by a group discussion
to process the material and reflect on their personal
experiences. In the concluding phase, the facilitator
spends 5-10 min summarizing the key themes dis-
cussed, connecting them to the group’s reflections, and
encouraging participants to practice what they have
learned during the week. It is suggested that two facil-
itators be present to enhance the fidelity of the inter-
vention. In such cases, one facilitator takes the primary
role—responsible for tasks such as taking attendance,
distributing workbooks, and guiding the session—while
the co-facilitator provides constructive comments,
emotional support, and assistance to participants with
reading or writing difficulties. No risks from NECT are
reported, so no specific monitoring will occur. NECT
poses no harm, and participants will continue with
their regular clinical care. It should be noted, as previ-
ously mentioned, that the experimental intervention
is an add-on to the routine care that patients will con-
tinue to receive throughout the study.

The intervention will utilize paper-based support mate-
rials. Each participant will receive an Italian version of
the Participant’s Workbook, while the two facilitators will
be provided with the Facilitator’s Guide, both specifically
developed to support the delivery of the NECT inter-
vention. Participants will be free to write in their work-
books throughout the group sessions, and at the end of
the intervention, the Participant’s Workbook will remain
with them as a personal resource. The materials will be
distributed during the first group session and securely
stored at the intervention site in a locked cabinet, acces-
sible only to the facilitators.

Control condition

Patients assigned to the wait-list condition will continue
receiving routine care within their usual care settings,
which typically include psychopharmacological therapy,
follow-up visits for medication management, potential
individual sessions with psychologists or psychothera-
pists, and possible participation in rehabilitation groups,
all in line with each patient’s individualized care plan.
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Training of clinicians participating in the study

The NECT intervention will be implemented by profes-
sionals designated by the directors of the participating
CMHC. The staff assigned to the experimental group
will reallocate a portion of their time from nonspecific
rehabilitation interventions to the NECT intervention.
This reallocation will not result in additional workload
or financial burden for the participating CMHC.

The NECT intervention will be delivered by two facil-
itators for each group, selected from mental health pro-
fessionals working at the participating CMHCs. These
professionals will include psychologists, psychiatric
rehabilitation therapists, and professional educators
with documented experience in delivering group inter-
ventions and cognitive-behavioral approaches.

All clinicians involved in the study will attend a one-
day training session led by the authors of the Italian
version (A.L. and L.B.) and the lead author of the origi-
nal American version of the program (P.T.Y.). The train-
ing will include discussions and role-playing exercises,
with corrective feedback provided by the trainers.

The personnel involved in the study will also be
responsible for recruiting patients and conducting
evaluations using the questionnaires specified in this
protocol. Therefore, these professionals will be trained
in the use of the questionnaires and scales during an
online training session that will take place after the
NECT intervention training. Before the start of recruit-
ment, the personnel responsible for the evaluations
must undergo an inter-rater reliability exercise for the
administration of the SCID-5 [32].

Assessment of treatment fidelity

Treatment fidelity will be assessed by the research staff
at the coordinating center for each participating group,
using audio recordings from one session per module
(Psychoeducation, Cognitive Restructuring, and Nar-
rative Enhancement). Intervention adherence will be
assessed through the proportion of sessions conducted
according to the manualized protocol. Audio record-
ings from selected sessions will be reviewed using the
Italian version of the NECT Fidelity Scale, and any
deviations from the protocol will be documented.
Additionally, regular supervision sessions will be held
throughout the study period to provide facilitators with
corrective feedback and ensure consistency across sites.
The research team will also track session attendance
and completion rates to evaluate the extent to which
the intervention was delivered as planned. The evalu-
ation of these audio recordings will employ the Italian
version of the NECT Fidelity Scale [19]. This structured
tool assesses various dimensions related to the delivery
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of the intervention on a 5-point Likert scale (from 1
"poor” to 5 "excellent”).

The evaluated dimensions will include: a) group struc-
ture (number of participants—maximum of 8; duration
of each session—maximum of 1 h); b) facilitator activi-
ties (session structuring, adherence to the manual and
use of educational materials, effectiveness in teaching,
interpersonal skills, time management, handling chal-
lenging moments, active exploration of session topics);
c) orientation phase (creating a climate of hope, defining
self-stigma, presenting the group’s goals, providing an
overview of the intervention and explaining its ration-
ale, describing potential benefits of participation, briefly
explaining how these benefits are achieved); d) Psych-
oeducation (stigma and its impact, self-stigma and its
impact, myths about mental illness, disclosure of men-
tal illness, sharing personal experiences, imparting new
knowledge, exploring participants’ personal experiences);
e) Cognitive Restructuring (modeling thoughts and emo-
tions, linking negative emotions to thoughts, traditional
cognitive restructuring approaches to examine evidence,
adopting alternative perspectives on the situation, focus-
ing on judgmental tendencies in thoughts, internal dia-
logue, integrating group discussions into daily life); f)
Narrative Enhancement (encouraging participants to
write and share their stories, showing interest and enthu-
siasm for the stories, helping participants see themselves
as active characters in their stories, using "narrative tips,"
and employing the guide to provide feedback on the
stories); g) conclusion phase (summarizing the themes
discussed, connecting them to reflections that emerged
during the group, and encouraging participants to apply
what they have learned during the week).

This comprehensive evaluation will ensure that the
NECT intervention is delivered consistently and effec-
tively across all participating sites. Regular group super-
vision sessions will be also organized throughout the
duration of the study.

Outcomes

Primary outcome

Differences in the level of self-stigma (or internalized
stigma) as measured by the total score on the Internal-
ized Stigma of Mental Illness (ISMI) between the NECT
group and the control group over time (change from
baseline [TO] to the end of treatment [T1]).

Secondary outcomes
a) Effectiveness

Differences between the NECT group and the control
group over time (change from baseline [TO0] to the end
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of treatment [T1]) in the total scores of the following
instruments:

— Rosenberg Self-Esteem Scale (RSES) (self-esteem);

— Beck Hopelessness Scale, 9-item version (BHS-9)
(hope);

— Boston University Empowerment Scale (BUES)
(empowerment);

— Recovery Assessment Scale (RAS) (perception of
recovery);

— Warwick and Edinburgh Mental Wellbeing Scale
(WEMWBS) (mental well-being);

— Stigma Stress Scale: difference between the dam-
age item score and the coping resources item score
(stigma stress).

=

Feasibility

— DPercentage of patients meeting the ISMI screening
criteria;

— DPercentage of patients who agree to participate in the
study;

— Percentage of patients who complete the interven-
tion;

— DPercentage of patients "exposed” to NECT (i.e, those
who completed at least 6 sessions or at least one of
the following phases: Psychoeducation, Cognitive
Restructuring, or Narrative Enhancement).

Assessment instruments

— Self-stigma (or internalized stigma) will be assessed
using the Internalized Stigma of Mental Illness (ISMI)
scale [33], the most widely used scale internationally
[34]. This self-report questionnaire consists of 29
items rated on a four-point Likert scale and is divided
into five subscales: (1) Alienation: feeling devalued as
a member of society; (2) Stereotype Endorsement:
agreement with negative stereotypes about mental
illness; (3) Discrimination Experience: perceived cur-
rent discriminatory treatment attributed to others’
prejudice; (4) Social Withdrawal: avoiding others due
to mental illness; (5) Stigma Resistance: perceived
ability to counter stigma. The scale provides an over-
all mean score and five subscale scores. Higher scores
indicate higher levels of self-stigma. The overall scale
and the five subscales have consistently shown high
reliability and validity (except for the ‘Stigma Resist-
ance’ subscale) [34].
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— Self-esteem will be assessed using the Rosenberg
Self-Esteem Scale (RSES) [35], the most widely used
measure of self-esteem in the literature. This self-
report scale consists of 10 items rated on a four-point
Likert scale. The total score, obtained by summing
the item scores, reflects the level of self-esteem, with
higher scores indicating higher self-esteem. The scale
has demonstrated good psychometric properties [36,
37].

— Hope will be measured using the Italian short version
of the Beck Hopelessness Scale (BHS-9) [38, 39], a
self-report questionnaire consisting of 9 items rated
on a binary scale (true/false). The total score is the
sum of all responses (range 0-9), with higher scores
indicating a greater level of hopelessness.

— Subjective experience of empowerment will be
assessed using the Italian version of the Boston Uni-
versity Empowerment Scale (BUES) [40, 41]. This
self-report questionnaire consists of 28 items rated
on a four-point Likert scale. Higher scores indicate
greater empowerment. The items are organized into
five subscales: (1) Anger, (2) Optimism and Control
over the Future, (3) Self-Esteem/Self-Efficacy, (4)
Power/Perceived Powerlessness, and (5) Community
Activism and Autonomy. The scale has shown high
internal consistency and good factorial validity in
both the original [36] and Italian versions [37].

— DPerception of recovery will be assessed using the Ital-
ian version of the Recovery Assessment Scale (RAS)
[42, 43], a self-report scale consisting of 20 items
distributed across five factors: (1) Personal Confi-
dence and Hope; (2) Willingness to Ask for Help; (3)
Goal and Success Orientation; (4) Reliance on Oth-
ers; and (5) Not Being Dominated by Symptoms. All
RAS items are rated on a five-point Likert scale. The
scale provides an overall score as well as five subscale
scores.

— Mental well-being will be assessed using the War-
wick-Edinburgh Mental Wellbeing Scale (WEM-
WBS) [44], a questionnaire consisting of 14 items
rated on a five-point Likert scale. Higher total scores
indicate better mental well-being.

— Stigma stress will be assessed using the two-item
short version of the original eight-item Stigma Stress
Scale [45]. One item assesses perceived stigma-
related harm ("Prejudice against people with mental
disorders will affect many aspects of my life"), and
the other assesses perceived resources to cope with
stigma ("I am able to resist and cope with the prob-
lems arising from prejudice against people with men-
tal disorders"). Each item is rated on a seven-point
Likert scale. Stigma stress is calculated as the differ-
ence between the scores of the two items (harm score
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minus coping resources score). Higher scores indi-
cate greater stigma-related stress.

Collection of feasibility data

To assess the feasibility of the study, the following infor-
mation will be collected regarding adherence to and
implementation of the treatment at the participating
CMHCs:

(a) The number of patients who meet the ISMI screen-
ing criteria compared to the number of patients
who meet the inclusion and exclusion criteria.

(b) The number of patients who, among those eligible,
agree to participate in the study.

(c) The number of participants who have completed
the intervention, along with the reasons for any
participant withdrawals.

(d) The proportion of participants who are considered
"exposed,” meaning those who attended at least 6
sessions in total or completed at least one of the fol-
lowing phases: psychoeducation, cognitive restruc-
turing, or narrative enhancement [16, 19].

(e) The perspectives of participants and facilitators on
factors that may facilitate or hinder the implemen-
tation of the intervention, such as the organization
of the intervention, the facilitators’ skills, or the
content of the materials. To gather this information,
a custom questionnaire will be used, developed
based on the instrument proposed by Oudejans
et al. [46].

Participant timeline
Information on enrolment, intervention, and assessment
in the trial can be found in Table 1.

There will be two assessment points. At baseline (TO0),
socio-demographic information (sex, age, education
level, employment status, and marital status) and clini-
cal data (clinical diagnosis, age of onset, duration of care
with the current service provider, ongoing pharmaco-
logical and psychological treatments) will be collected,
along with scales evaluating the primary and second-
ary outcomes (see below). Additionally, researchers will
administer the Structured Clinical Interview for DSM-5
(SCID-5). At the end of the intervention (T1), the scales
assessing the primary and secondary outcomes will be
administered again.

Participants in the NECT intervention will also be
monitored for their attendance at group sessions, any
decision to discontinue the treatment, and the reasons
for discontinuation.

At the end of the intervention, for the experimen-
tal group only, the perspectives of participants and
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Table 1 Enrolment, interventions and assessments of the study

Page 8 of 14

Study period
Enrolment Allocation Pre-treatment Post-treatment
T*Z T*W TO T]
Eligibility criteria
ISMI> 1 screening
Informed consent X
Randomization X
Socio-demographics characteristics X
Clinical characteristics X
SCID-5
INTERVENTIONS
Treatment condition (NECT) X X
Control condition X X
NECT ASSESSMENTS
Number of sessions X
Reason for discontinuation X
ASSESSMENTS
Self-stigma (ISMI) X X
Self-esteem (RSES) X X
Hope (BHS) X X
Empowerment (BUES) X X
Perception of recovery (RAS) X X
Mental well-being (WEMWBS) X X
Stigma and stress X X

facilitators will be gathered on factors that may facilitate
or hinder the implementation of the intervention, such
as the organization of the intervention, facilitator skills,
or content of the materials. For this purpose, a question-
naire developed specifically for this study, based on the
one proposed by Oudejans et al. [46], will be used.

Sample size

The intervention NECT will be implemented at 26
CMHC:s. Each center will recruit 16 patients for rand-
omization who meet the inclusion and exclusion criteria,
have screened positive, and have consented to partici-
pate. Thus, the total sample size will be 416 patients, with
208 per arm. The power analysis, conducted using
G*Power 3.1.9.7, indicates that this sample size will be
enough to detect a Cohen’s d effect size of 0.27 for the
total ISMI score (where d=0.20 indicates a small effect
and d=0.50 indicates a medium effect), with alpha=0.05
and 1-Beta=0.80. After considering a potential 25% attri-
tion rate in both study arms (giving 156 patients each),
the sample size will be enough to detect a Cohen’s d
effect size of 0.32. Two previous trials [16, 19] estimated a

Cohen’s d effect size of 0.37 and 0.50, respectively, for the
total ISMI score, so it is predicted that the target sample
size will be adequately powered to detect a change in the
ISMIL

Recruitment procedure

The trial will start following the approval of this protocol
by the coordinating center and all participating CMHCs.
Recruitment will last for 2 months, the intervention will
extend over 5 months, and an additional 5 months will
be required for data entry, database verification, data
analysis, and manuscript preparation. Therefore, the total
duration of the study is 12 months. A schematic over-
view of the study design is presented in the flow diagram
shown in Fig. 1.

The research staff at each participating CMHC will
conduct a review of their patient roster, as of the recruit-
ment start date, to identify those who meet the inclusion
and exclusion criteria. These patients will be screened
using the Internalized Stigma of Mental Illness (ISMI)
scale [33]. Those who score above 1 (on a scale from 0
to 3), indicative of at least moderate levels of self-stigma
[18], will be presented with the project and asked to
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[ ENROLLMENT 1 Elegibility assessment
(Pre-test)
Exclusion
|- Do not meet inclusion criteria (n=)
g Do not meetISMI > 1 screening (n=)
v - Do not consent to the trial (n=)

Randomization

(n=416)
v
( ALLOCATION
v A
Allocated to NECT intervention Allocated to control group
(n=208) (n=208)
Assessed at baseline t0 (n=) Assessed at baseline t0 (n=)
Not assessed at baseline Not assessed at baseline
t0; reasons (n=) t0; reasons (n=)
v ( INTERVENTION ]

Receive the intervention (n=)
Do not receive the intervention; reasons (n=)

Discontinue the intervention; reasons (n=)

| ASSESSMENT

’ v

Assessed at endpoint t1 (n=)

Not assessed at endpoint t1;
reasons (n=)

Assessed at endpoint t1 (n=)

Not assessed at endpoint t1;
reasons (n=)

v l( DATA ANALYSIS v

Analyzed

(n=)

Analyzed

(n=)

Fig. 1 Flowchart of the trial design

provide informed consent. Researchers will aim to recruit
and randomize 16 patients per CMHC, as the NECT
intervention requires, according to its manual, that it be
administered in groups of 8 patients. The list of patients
who consent to participate in the study will be sent, in

anonymized form, to the coordinating center, which will
perform stratified randomization by CMHC. Following
this phase, each CMHC will proceed with the adminis-
tration of baseline assessment tools (TO0).
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Assignment of interventions: allocation
Each CMHC will provide the statistician at the coordi-
nating center with an anonymized list of 16 patients who
will satisfy the eligibility criteria, will be positive for the
screening (ISMI>1), and will have signed informed con-
sent to participate in the RCT. Each CMHC will inde-
pendently manage the attribution of the codes to the
16 patients in ascending order by enrolment data. The
trial statistician will perform a separate randomization
procedure within each CMHC (stratification by site)
by applying a blocked randomization procedure with
a 1:1 allocation ratio. The randomization scheme will
be generated using Stata software (version 17; Stata-
Corp, College Station, TX, USA) with the ‘ralloc’ com-
mand (random allocation of treatments in controlled
trials). For each CMHC, the Stata command will be ‘ral-
loc block size treat, nsubj [16] seed(#CMHC identifier)
saving(sequence#CMHC) idvar(id_#CMHC);, which will
allocate treatments A (NECT) and B (waiting list) at ran-
dom in a ratio of 1:1 in blocks of sizes 2, 4, 6, 8 and 10 to
16 subjects. Block sizes will be allocated unequally in the
ratio 1:4:6:4:1 (Pascal’s triangle). The seed will be set at
the integer identifying each CMHC in the list of partici-
pating sites (1 for Belluno, 2 for Feltre, etc.) (Table 2).
Stratified randomization by CMHC will be applied pri-
marily for practical reasons related to the feasibility of
the trial, as it is challenging to offer CMHC:s the option to
be part of the control group, particularly given that train-
ing for all CMHC staff on the NECT intervention will be
conducted in a single day. The use of stratified randomi-
zation by mental health centers guards against potential
imbalances due to unknown factors related to the specific
characteristics of the centers (such as organization, staff,
and context). This approach should reduce the variance
of the outcome difference between the two groups and,
consequently, help increase statistical power with respect
to simple randomization [47].

Assignment of interventions: blinding

Given the nature of the trial, subjects involved in the
RCT (patients and clinical staff) can’t be blinded to allo-
cation. Self-report questionnaires will assess primary and
secondary outcomes, so this RCT will not involve out-
come assessors. The final data will be communicated to
the trial statistician (working at the coordinator center),
who will also be responsible for the allocation procedure.
Also, blinding for the data analyst cannot be applied.

Data collection and management

The assessments specified by the study will be conducted
on paper forms, which will be sent to the coordinating
center in an anonymized format (with each participat-
ing CMHC assigning a code). The coordinating center
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Table 2 List of participating CMHCc with the number of patients
per group

Centers NECT intervention Control
(n) Condition
(n)

1. CMHC Belluno 8 8

2. CMHC Feltre 8 8

3. CMHCTreviso 8 8

4. CMHC Pieve di Soligo 8 8
5.CMHC Asolo 8 8

6. CMHC Venezia 8 8
7.CMHC San Dona 8 8

8. CMHC Rovigo 1 8 8

9. CMHC Rovigo 2 8 8
10. CMHC Badia Polesine 8 8
11. CMHC Padua 8 8
12. CMHC Monselice 8 8
13. CMHC Alto Vicentino 1 8 8
14. CMHC Alto Vicentino 2 8 8
15. CMHC Vicenza 8 8
16. CMHC Verona UOC1 8 8
17.CMHC San Bonifacio 8 8
18. CMHC Bussolengo 8 8
19. CMHC Legnago 8 8
20. CMHC Verona South 8 8
21. CMHC Trento UO North 8 8
22. CMHC Trento UO East 8 8
23. CMHC Trento UO South 8 8
24.Bolzano 1 8 8
25.Bolzano 2 8 8
26.Villa San Pietro (Trento) 8 8
TOTAL 208 208

will handle the data transfer to digital files, oversee the
storage of paper documents, ensure the consistency
and accuracy of the data, and perform statistical analy-
sis in an aggregated format. Access to the data file will
be restricted to the research staff designated in this pro-
tocol or personnel directly authorized by Prof. Antonio
Lasalvia.

Statistical method

Categorical variables will be described using frequencies
(%), and continuous variables will be presented as means
(SD). Categorical variables will be analyzed using Chi-
square tests, and continuous variables will be analyzed
using independent samples t-tests.

Effect size will be calculated using Cohen’s standard-
ized d. Main effects (group and time) and interactions
(groupxtime) will be estimated using mixed-effects
models, which account for correlations between repeated
measures and for missing data. To account for potential
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covariates’ effects (including the center and patients’
baseline characteristics), models will be estimated with
(adjusted models) and without (unadjusted models)
them. Analyses will be conducted using the intention-to-
treat (ITT) approach.

Subsequently, an exploratory analysis will be per-
formed, including only patients in the NECT group who
meet the criteria for being classified as exposed. Results
will be reported according to CONSORT guidelines. A
post hoc power analysis will be conducted based on the
actual effect size for the ISMI. All tests will be two-tailed
with a significance level of 0.05. Statistical analyses will
be performed using Stata 18 for Windows.

Oversight and monitoring

As there are no reported data in the literature regarding
potential risks or adverse effects associated with partici-
pation in the NECT intervention, no specific monitoring
will be implemented, no interim analyses will be per-
formed, and no stopping guidelines will be applied. Con-
ceptually, the NECT psychological intervention does not
include elements that could harm participants’ well-being.
Additionally, it is important to note that all participating
patients will continue to receive clinical monitoring and
care from their respective local treatment teams.

Protocol amendments

Important protocol modifications, such as changes in
aims, primary outcome, study design, method of alloca-
tion, sample size, and statistical analysis, will be notified
and amended to the Ethics Committee of the South-West
Veneto Area, which approved the trial, and to the Clini-
calTrials.gov, where the trial was registered, and trans-
parently described in trial reports and publications.

Dissemination plans

The results will be presented in international peer-
reviewed journals if accepted. The principal investiga-
tors, co-investigators, and other professionals involved
in the proposed intervention will be the authors of any
publications. The criteria established by the International
Committee of Medical Journal Editors will be adopted.
Entitlement to authorship will be based on the partici-
pants’ substantive contribution to the study design, data
analysis, and interpretation, the writing of the article, its
critical revision, and final approval before submission.

Discussion

This trial seeks to evaluate the effectiveness of the NECT on
self-stigma among patients receiving care within the Ital-
ian community-based mental health system. The primary
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analysis will examine whether between-group differences
in self-stigma outcomes exceed what would be expected
by chance, with particular attention to whether these dif-
ferences reach clinically meaningful thresholds from the
patient’s perspective. Secondary outcomes will help eluci-
date the mechanisms underlying any observed effects.

We acknowledge that null findings are possible and
valuable outcomes that can inform future implementa-
tion efforts. Should the results not support NECT’s effec-
tiveness in this context, such findings would contribute
important insights about: (a) the intervention’s transport-
ability across healthcare systems; (b) potential cultural
adaptations needed for the Italian context; (c) imple-
mentation barriers in community-based mental health
settings.

We also recognize the potential for expectation effects,
where participants in the intervention group may per-
form better due to their awareness of receiving the treat-
ment. However, this study incorporates several design
elements to minimize and control for expectation effects,
including (a) the use of a wait-list control group, which
helps manage general expectancy effects, as both groups
anticipate receiving the intervention—while the experi-
mental group immediately undergoes NECT, the con-
trol group remains in routine care with the expectation
of receiving the intervention after the trial period; (b)
the structured, manualized delivery of NECT, com-
bined with fidelity assessments, to ensure consistency
in how the intervention’s implementation across sites,
thereby reducing variations in delivery that could influ-
ence expectancy effects based on facilitator enthusiasm
or style; (c) standardized assessment procedures across
both groups. These measures are designed to reduce
bias and enhance the reliability of our findings by ensur-
ing observed effects are more directly attributable to the
intervention itself.

If significant effects are observed, this study could
inform decisions about integrating NECT into routine
care within Italian mental health services. This integra-
tion could improve patient outcomes, reduce the social
and personal impacts of self-stigma, and contribute to
more comprehensive and effective mental health care
strategies. Additionally, the study may be crucial for
assessing NECT'’s efficacy and feasibility outside its origi-
nal context in the United States and beyond the settings
where it has been previously evaluated. By implementing
and evaluating NECT within a different healthcare sys-
tem, this study will offer insights into its adaptability and
effectiveness across different cultural and healthcare con-
texts, potentially guiding future adaptations and imple-
mentations in other international settings.
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Trial status Data category

Information

This protocol (version 1.0) was registered at Clinical Tri-
als.gov on August 20, 2024 (NCT06567145). The pre-
sent trial has not yet started. The recruitment will begin
on October 1, 2024, with an estimated study completion
date of September 30, 2025.

or major depressive disorder,
according to DSM-5 criteria- Partici-
pants must be outpatients with clin-
ical stability for at least 3 months,
with no changes in pharmacological
treatment during this period-

Appendix

World Health Organization Trial Registration Data Set

Data category

Information

Primary registry and trial identify-
ing number

Date of registration in primary
registry

Secondary identifying numbers

Source(s) of monetary or material
support

ClinicalTrials.gov; Identifier:
NCT06567145

20 August, 2024

No external funding will be pro-
vided The study will be supported
by personal funding of each investi-

Participants must have sufficient
knowledge of written and spoken
Italian- Participants must score
above 1 on the ISMI (Internalized
Stigma of Mental lliness) scale,
indicating at least moderate levels
of self-stigma Exclusion Criteria:-
Individuals unable to provide
informed consent are excluded- Par-
ticipants with intellectual disabilities
are excluded- Individuals with pri-
mary diagnosis of personality
disorder or substance dependence
condition are excluded- Partici-
pants engaged in other programs
that could influence self-stigma (e.g.,
social cognitive rehabilitation, social
skills training) during the study are
excluded

gator from the University of Verona Study type Interventional Allocation: rand-
Primary sponsor No sponsor omized Intervention model: parallel
assignment Masking: no blinding
Secondary sponsor(s) No sponsor Primary purpose: treatment
Contact for public queries Prof. Antonio Lasalvia, PhD, MD Date of first enrolment October 2024
telephone:+39 045 8283911 e-mail: )
Target sample size 416

Contact for scientific queries

Public title

Scientific title

Countries of recruitment

antonio.lasalvia@univr.it

Prof. Antonio Lasalvia, PhD, MD
Section of Psychiatry, Department
of Neuroscience, Biomedicine

and Movement Sciences, University
of Verona Policlinico “G.B. Rossi”Ple
Scuro, 10 37134 - Verona, Italy

A group-based treatment for self-
stigma in people with mental
disorders in north-east Italy

Assessing the effectiveness

and feasibility of group-based
treatment for self-stigma in people
with mental disorders: a pragmatic
multisite randomized controlled trial
in routine mental health services

in north-east Italy

Italy

Recruitment status
Primary outcome(s)

Key secondary outcomes

Not yet recruiting

Differences in the level of self-
stigma (ISMI) between pre-treat-
ment and post-treatment

Change between pre-treatment
and post-treatment on the fol-
lowing dimensions:- Self-esteem
(RSES)- Hope and expectations
about the future (BHS-9)- Empower-
ment (BUES)- Recovery perception
(RAS)- Mental wellbeing (WEMWBS)-
Stigma as stressor- Screeing rate-
Elegible rate- Exposure rate- Percep-
tions of implementation factors

Abbreviations

Narrative enhancement cognitive therapy
Community mental health centers
Internalized stigma of mental illness

Beck hopelessness scale, 9-item version
Boston university empowerment scale

Warwick and Edinburgh mental wellbeing Scale
Diagnostic and statistical manual of mental disorders, 5th edition

Standard protocol items: recommendations for interventional trials
Structured clinical interview for DSM-5 disorders

Health condition(s) or problem(s)  Stigma, mental disorders, self- NECT
studied stigma g\’\//‘ll"'cs
Intervention(s) Experimental intervention: qura— RSES Rosenberg self-esteem scale
tive Enhancement and Cognitive BHS-9
Therapy Control intervention: BUES
Control group RAS Recovery assessment scale
Key inclusion and exclusion Inclusion Criteria:- Participants must WEMWBS
criteria be 18 years or older- Individuals DSM-5
must have a diagnosis of schizo- T Intention-to-treat
phrenia, schizoaffective disorder, SPIRIT
schizoid disorder, schizophreniform SCID-5
disorder, bipolar I or Il disorder, REC/IRBs

NICE

Research ethics committees/institutional review boards
National institute for health and care excellence
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