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ARTICLE INFO ABSTRACT
Article history: Introduction: Suicide is one of the leading causes of avoidable death. Gathering national data on suicidal
Received 18 May 2020 behaviour incidence is crucial to develop evidence-based public policies. The study has two primary
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- s objectives: (1) to determine the incidence of suicide attempts in Spain and related risk factors, and (2) to
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analyze the efficacy of secondary prevention programmes to prevent suicide re-attempting in comparison
to treatment as usual (TAU).

IS@}'J Wgrd& Materials and methods: Multisite, coordinated, cohort study with three nested randomized controlled
P:‘l(;i:)cf)l trials. A cohort of 2000 individuals (age >=12) with suicidal behaviour will be recruited at ten sites dis-
Cohort study tributed across Spain. Assessments will be conducted within 10 days of the suicide attempt (VO-baseline

visit) and after 12 months (V4-last visit) and will include clinician reported and participant reported
outcomes (PROs). Between VO and V4, PROs will be collected remotely every three months (V1, V2 and
V3). Optatively, cohort participants will participate in three nested randomized-controlled-trials (RCTs)
evaluating different secondary prevention interventions: Participants aged 18 years and older will be
randomly allocated to: Telephone-based Management +TAU vs. TAU or iFightDepression-Survive + TAU
vs. TAU. Participants aged between 12 and 18 years will be allocated to a specific intervention for youths:
Self Awareness of Mental Health + TAU vs. TAU.
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Results: This study will provide interesting data to estimate suicide attempt incidence in Spain. and will

provide evidence on three.

Conclusions: Evidence on three potentially efficacious interventions for individuals at high risk of suicide
will be obtained, and this could improve the treatment given to these individuals.
Trial registration: NCT04343703

© 2020 Sociedad Espafiola de Psiquiatria y Salud Mental (SEPSM). Published by Elsevier Espafia, S.L.U.

All rights reserved.

Introduction

Suicide is one of the leading causes of avoidable death
worldwide.! In Spain, rates of suicide attempts are estimated in
99.1 for every 100000 inhabitants.> The Spanish Statistical Office
reported that suicide is the principal cause of avoidable mortal-
ity in our country, with 3679 individual’s death by suicide in 2017
(2718 males and 961 females). Suicide is also one of the main
causes of death among young people (both genders).! The number
of adolescent’s deaths that result from suicide has been increasing
dramatically, with evidence suggesting that suicide accounts for
7.3% of all deaths in the 15-19 years age group globally.? The nega-
tive impact of suicide for societies is unquestionable, and therefore,
its prevention is an emerging priority for public health systems.*

A review of the literature suggests that an increased risk for
suicide in both adults and young people, might be attributable
to neurobiological factors,”~” stressful events® (e.g., psychological
trauma),’!! aberrant cognitive processes,'? personality traits,> 4
and mental health disorders.!>'6 Among the latter, a recent meta-
analysis found an estimated mean prevalence of any mental
disorder of 80.8% among individuals who made a suicide attempt.'®
Major depressive disorder (MDD) is the diagnosis most commonly
associated with suicide. In parallel, evidence strongly suggests that
an increased risk of re-attempting suicide is directly related with
a previous history of suicidal behaviour.!” In a recent cohort study
conducted in the United States, it was shown that 19.7% of those
who had engaged in suicidal behaviour showed another suicide
attempt within the year after the first one.!” A large proportion
of individuals who commit suicide had been in contact with a
healthcare provider in previous days.!8 Therefore, the lack of care
continuity has been pointed out as a risk factor for suicide attempt
repetition, and therefore suicide leading to death.!®

Altogether, as summarized by Zalsman et al.,?° this evidence
has been crucial to develop and implement secondary prevention
strategies that include a wide range of follow-up actions, such as
sending letters to suicide attempters, regular telephone follow-
up or via SMS, follow-up visits prioritizing specialized healthcare,
and 24/7 hotlines. In Spain, several actions have been taken across
different regions to develop and improve primary and secondary
suicide prevention strategies, but no global nation plan for this pur-
pose has been so farimplemented.?! 22 Previous research suggested
that a telephone-based programme for patients discharged from
the emergency room following attempted suicide had a positive
effect to prevent reattempts after one-year follow up.23-2° E-health
interventions have emerged as promising tools to reach individuals
at risk, who might otherwise be missed in traditional face-to-face
treatments. Internet-based cognitive behavioural therapy (CBT) for
depression might be effective for decreasing suicidal ideation and
MDD symptoms.? Given the relevance of care continuity after a
suicide attempt, e-health programmes might constitute an effec-
tive tool to provide care to a wider group of individuals. Lastly, but
not least, data shows that youth represent a high risk-population,
not only for the large incidence of suicidal behaviour in this age-
group, but because a large proportion of psychiatric symptoms
have their onset during childhood and adolescence.?’” Some thera-
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Table 1
Objectives of the SURVIVE study.

Type of objective Description

To estimate the incidence of suicidal
attempts in Spain and its relevant risk
factors

To investigate the efficacy to prevent
suicide re-attempt of three secondary
prevention programmes (i.e., TBM,
iFD-Survive and SAM) in comparison to
treatment as usual (TAU)

To develop and validate risk predictive
models for suicide attempt repetition
To test the efficacy of TBM + TAU on
reducing suicide re-attempts

To test the efficacy of iFD-Survive + TAU
on reducing suicide re-attempts

To test the efficacy of SAM + TAU on
reducing suicide re-attempts

To test the efficacy of TBM + TAU on
reducing psychiatric symptoms

To test the efficacy of iFD-Survive + TAU
on reducing psychiatric symptoms

To test the efficacy of SAM + TAU on
reducing psychiatric symptoms

Primary cohort objective

Primary RCTs objective

Secondary cohort objective

Secondary RCTs objective #1
Secondary RCTs objective #2
Secondary RCTs objective #3
Secondary RCTs objective #4
Secondary RCTs objective #5

Secondary RCTs objective #6

Note. RCT =Randomized Controlled Trial. TBM = Telephone-Based Management. iFD-
Survive = iFightDepression-Survive. SAM = Self Awareness of Mental Health.

peutic approaches, tested in relatively small samples, have shown
promising results for preventing suicide behaviour among adoles-
cents, mainly programmes based on CBT2® or Dialectical Behaviour
Therapy (DBT).2° The SEYLE project is an example of a large and
successful RCT, but that intervention was focused on primary rather
than secondary prevention,? Therefore, implementing and evalu-
ating tailored interventions for youth at high risk of suicide is still
needed.

The SURVIVE study is a multisite cohort study, with three nested
randomized, controlled trials and a primary endpoint of suicide
repetition after 12 months of the initial assessment. The study has
two primary objectives:

1. To estimate the incidence of suicide attempts in Spain and its
relevant risk factors.

2. To investigate the efficacy of three secondary preven-
tion programmes (i.e., telephone-based management [TBM],
iFightDepression-Survive [iFD-Survive] and Self-awareness of
Mental Health [SAM] to prevent suicide attempt repetition.

The study’s primary and specific objectives are listed in Table 1.
Fig. 1 shows a study outline.

Methods
Cohort profile
To estimate the incidence of suicidal behaviour in Spain par-

ticipating sites will be distributed across five Spanish regions.
Participants aged 18 years and older will be recruited at the psy-
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[ ELEGIBLE INDIVIDUALS PRESENTING A SUICIDE ATTEMPT }
{ Consent to participate ]

[ COHORT OF 2,000 INDIVIDUALS PRESENTING A SUICIDE ATTEMPT }

[ INDIVIDUALS GIVING CONSENT FOR PARTICIPATION IN NESTED RCTs ]

1f>18 years old

1f12-18 years old

TBM + TAU
(n=300)

TAU
(n =300)

iFD-S + TAU
(n = 300)

TAU
(n =300)

SAM + TAU
(n = 150)

TAU
(n = 150)

Fig. 1. Outline of study design. Note. RCT: Randomized controlled trial; TAU: Treatment as usual; TBM: Telephone-based management; iFD-S: iFightDepression-Survive;

SAM: Self Awareness of Mental Health.

chiatric emergency ward of public, general, university hospitals in
Catalonia (Hospital Clinic; Corporaci6 Sanitaria Parc Tauli; Hospi-
tal de la Santa Creu i Sant Pau; Hospital Universitari Germans Trias
i Pujol; Parc de Salut Mar); Madrid (Hospital Clinico San Carlos;
Hospital Universitario La Paz); Basque Country (Hospital Universi-
tario Araba-Santiago); Andalusia (Hospital Universitario Virgen del
Rocio); and Asturias (Hospital Universitario Central de Asturias).
Youth participants (aged between 12 and 18 years) will be recruited
at all sites, except two hospitals in Catalonia that lack children
mental health services (i.e., Parc de Salut Mar and Hospital de la
Santa Creu i Sant Pau). The catchment area of the participating sites
comprises between 350,000 and 600,000 inhabitants, which is con-
sidered large enough to reflect the incidence of suicidal behaviour
in each area. The location of all sites is urban and patients of smaller
rural areas are referred to them. Study-related coordination activ-
ities for adult participants will be performed by the team at Parc
de Salut Mar, while study-related coordination activities for ado-
lescent participants will be managed from Hospital Universitario
Central de Asturias.

Participants

Eligibility criteria
Patients (and legal guardians in case of minors) must provide
written, informed consent before any study procedure.

General inclusion criteria
Patients eligible for the cohort study must comply with all of the
following:

1. Female and males, age >=12 years

2. Having presented suicidal behaviour within the last 10 days

3. Willing and able to comply with study procedures and to give
written informed consent.

General exclusion criteria

1. Incapacity to give informed consent
2. Lack of fluency in Spanish
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3. Currently taking part in another clinical study which, in the opin-
ion of the investigator, is likely to interfere with the objectives
of the SURVIVE study.

Patients must comply with additional inclusion criteria to
participate in the RCTs: Participation in the telephone-based
management programme (TBM) and iFightDepression — Survive
(iFD-Survive) is restricted to participants over 18 years.

Specificinclusion criteria for participation in iFD-Survive consist
of:

1. Minimum digital literacy and availability of an internet device
(tablet, computer, smartphone)
2. Depressive symptoms (PHQ-9 scores above five)

Participants between 12 and 18 years of age will be invited to
participate in the Self Awareness of Mental Health (SAM) interven-
tion.

Recruitment and follow up

Each site will screen potential participants until the sample size
requirement being achieved (N=2000). Participants will be fol-
lowed during 12 months upon confirmation of selection criteria.
Participants will be provided with a brief overview of the study and
consent to be contacted by phone to arrange a pre-screening visit
will be verbally obtained. This pre-screening visit will be sched-
uled for those patients who will be willing to participate in the
study. Individuals will not receive any type of compensation for
their participation.

Study procedures

Eligible participants will be asked for consent to participate
in the cohort study. Participation in the nested RCTs will be pre-
sented as optional procedures (meaning that a given participant
can decide to participate in the cohort study, but not in the
RCTs). Those that give consent to participate in the optional pro-
cedures will be randomized to the RCT branches, depending on
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Table 2
SPIRIT diagram: Time and events table SURVIVE study.
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Visit 0: baseline
(at clinic)

Enrolment

V1: 3 month
(remote)

V2: 6 month
(remote)

V3: 9 month
(remote)

V4: 12 month-last
visit (at clinic)

Eligibility screen
Informed consent

Assessments* (clinician reported)
Socio-demographic
Medical history
Morisky Medication Adherence Scale
Columbia Suicide Rating Scale
(C-SSRS)
International Neuropsychiatric Interview
(MINI)
Review of Adverse Events

XX X X

X

Assessments™ (patient reported)
Patient Health Questionnaire-9 (PHQ-9)
General Anxiety Disoder-7
(GAD-7)
Childhood Trauma Questionnaire-Short
Form (CTQ-SF)
Brief Symptoms Inventory (BSI)
EuroQol-5D
Barrat Impulsivity Scale-11
(BIS-11)

Reflective Functioning Questionnaire-8
(RFQ-8)
Acquired Capability for Suicide
Scale-Fearlessness about Death
(ACSS-FAD)
Strengths and Difficulties Questionnaire
(SDQ; youth only)

x XXX X

>

Note. *Young versions of each assessment instrument will be used when appropriate.

the inclusion/exclusion criteria listed above (see Participants sec-
tion). The whole cohort will be assessed at the clinic using a full
battery of clinical interviews, and participant-reported outcomes
(PROs) at two time-points: baseline (VO-within 10 days of the
suicide attempt) and month 12- (V4-last visit). A 10-day win-
dow will be available to conduct these assessments. In addition,
intermediate assessments will be conducted remotely at month
3 (V1), month 6 (V2), and month 9 (V3) of the baseline visit.
Participants will receive a study email every time that an assess-
ment is available to be completed. PROs will be available online
to be completed at the aforementioned time points, with a 7-
day window. All the assessments will be performed through an
electronic, patient-reported outcomes system (ePRO) which will
randomize participants to RCT arms and allow the monitoring of
participant compliance. Table 2 describes the time and events of
the study.

Interventions

The SURVIVE trial involves two interventions designed to partic-
ipants over 18 years: TBM and iFD-Survive. Participants aged 12-18
years will receive a tailored intervention (SAM). Specifications for
each one of them are as follows:

(1) Telephone-based management (TBM) involves three proce-
dures. The first, is a 15-20 min “making contact” call at one
week of enrollment in the study. In this call, the case manager
introduces him/herself, and assesses the current suicide risk.
Thereafter, there is a “follow-up” phase that involves 5-10 min
follow up calls at 1, 3, 6, 9 and 12 months. Information regard-
ing the current treatment, adherence to mental health services
and current life stressors is collected at each one of these
calls. Lastly, and if suicide risk is detected, a “crisis interven-
tion” procedure is initiated. The “crisis intervention” involves a
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15-45 min call tailored to the participant’s characteristics and
context. If deemed necessary, an emergency appointment at the
clinic is scheduled. A detailed description of the intervention
can be found elsewhere.?324

(2) The iFightDepression-Survive (iFD-Survive) is an exten-
sion of the iFightDepression programme (iFD; www.
ifightdepression.com), a cognitive-behavioural, internet-
based self-management tool,>! developed by the European
Alliance Against Depression (EAAD). In its original format,
the iFD is intended to address mild-to-moderate depressive
symptoms by focusing on different treatment-targets for
depression: behavioural activation, cognitive restructuring,
sleep regulation, mood monitoring, and healthy lifestyle habits.
The content of each module is intended to be followed over
1 week and consists of written information, home-tasks and
worksheets. For the present study, an additional module (iFD-
Survive) was developed. A panel of mental health experts in
suicide and cognitive-behavioural interventions, together with
the collaboration of patient’s associations, was consulted to
guide the development of its content. The iFD-Survive includes
a safety plan, and is based on enhancing skills to effectively
self-manage behaviours and emotions during times of crisis.
The telephone guidance (2 h per participant) that is provided
in the original iFD programme, will be tailored for participants
in the iFD-Survive.

(3) The Self Awareness of Mental Health (SAM) is an adaptation
of the Youth Awareness of Mental Health programme, origi-
nally developed for the Saving and Empowering Young Lives
in Europe (SEYLE) study.2%32 The SAM has been specifically
developed to: raise mental health awareness about risk and
protective factors associated with suicide, provide knowledge
about depression and anxiety, and enhance the skills needed to
deal with adverse life events, stress, and suicidal behaviours.
The intervention will consist of five, face-to-face sessions of
45-60 min that will be held at each clinic.
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(4) Treatment as Usual (TAU) will vary across sites, however it gen-
erally implies a combination of case management strategies
(including telephone and specialized mental health follow up)
and pharmacotherapy. For this study, any nonspecific interven-
tion to address suicidal behaviour or to prevent suicide will be
considered as treatment as usual, so TAU will consist of any
routine procedures applied at each participating site. All par-
ticipants will receive TAU, independently of their participation
in the aforementioned specific interventions.

TBM will be delivered by study-nurses, iFD-survive telephone-
guidance will be delivered either by nurses or psychologists, and
the SAM programme will be delivered by clinical psychologists.
In any case, all health professionals who will be delivering the
study interventions will receive specific training. TBM will require a
5-hour training, the iFD-Survive phone guidance will require assis-
tance to an 8-h workshop, while the SAM programme will require
attendance to a 16-h workshop.

Outcome measures

Primary outcome

The primary outcome is probability of presenting a subsequent
suicidal attempt captured across assessment points. In addition to
the participant’s study assessments, medical records will be con-
sulted to complement and confirm the information provided at the
different assessment points.

Secondary outcomes

Clinician reported outcomes

Socio-demographic and clinical data including level of educa-
tion, marital and employment status, income and concomitant
medications, will be collected using an ad-hoc clinical interview.
Suicidal ideation and behaviour will be also assessed with the
Columbia Suicide Rating Scale (C-SSRS).3 The C-SSRS is a clinician-
administered suicidal ideation and behaviour rating scale that
assesses severity and intensity of suicidal ideation, types of sui-
cidal behaviour, and lethality of suicide attempts at time points
and over time points. The C-SSRS has a baseline version to be used
at the first assessment point and a “since last visit” version that
captures suicidal ideation and behaviour since the most recent pre-
vious assessment. Adherence to the pharmacological treatment (if
applicable) will be assessed using the Morisky Medication Adher-
ence Scale (MMAS),?* and mental health diagnosis will be explored
using the International Neuropsychiatric Interview (MINI).>>

Participant reported outcomes

The following measures will be used to explore secondary out-
comes.

1. The Brief Symptoms Inventory (BSI)*% covers different symptom
dimensions: somatization, obsession-compulsion, interpersonal
sensitivity, depression, anxiety, hostility, phobic anxiety, para-
noid ideation and psychoticism; and three global indices of
distress: global severity index, positive symptom distress index,
and positive symptom total.

2. The Patient Health Questionnaire (PHQ-9)37 that rates the fre-
quency of the depressive symptoms during the last 2 weeks using
a scale from O (not at all) to 3 (nearly every day) will be used.

3. The General Anxiety Disorder-7 (GAD-7)¢ will be used to assess
worry and anxiety symptoms. Eachitem is scored on a four-point
Likert scale (0-3) with total scores ranging from 0 to 21 with
higher scores reflecting greater anxiety severity.
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4. The Barrat Impulsivity Scale (BIS-11)3? is a 30-item questionnaire
that measures three aspects of impulsivity: (1) motor impul-
siveness, (2) attentional impulsiveness, and (3) non-planned
impulsiveness.

5. The EuroQoL-5D*C is an instrument to assess health-related qual-
ity of life. It consists of two parts: a self-reported description
of health problems into five dimensions and a Visual Analogue
Scale corresponding to the current state of the subject’s health.
The lowest extreme (0) corresponds to the worst imaginable
health state, and the highest extreme (100) represents the best
imaginable health state.

6. The Childhood Trauma Questionnaire (CTQ-SF),*! will be used
to collect childhood traumatic experiences retrospectively and
across five subscales: sexual abuse, physical abuse, emotional
abuse, physical neglect and emotional neglect.

7. The Acquired Capability for Suicide Scale-Fearlessness about Death
(ACSS-FAD)*? will be used to assess levels of the acquired capa-
bility for suicide. It is a seven-item self-report measure which
uses a 5-point Likert scale ranging from 0 (not at all like me) to
4 (very much like me).

8. The Reflective Functioning Questionnaire*> 8-item version, will be
used to measure reflective functioning, an expression of mental-
izing processes. The instrument separately addresses the levels
of both certainty and uncertainty about one’s own mental pro-
cesses.

9. The Strengths and Difficulties Questionnaire (SDQ)** will be col-
lected for participants under 18 years old. It comprises 5 scales
of 5 items each evaluating: emotional symptoms, conduct prob-
lems, hyperactivity/inattention, peer relationships problem and
prosocial behaviour.

Spanish validated adult or young-versions of each scale would
be used as appropriate. Safety endpoints: all adverse events will be
collected up to the study final visit (month 12). A summary of the
outcome measures and their timing is provided in Table 2.

Sample size

A priori sample size estimation to study outcomes was
conducted. First, the minimum requirement is over 500 partic-
ipants within the cohort, under a structural equation modelling
approach.*> More specifically, an optimal ratio cases/parameter to
be estimated should be ensured (i.e., a ratio of 20:1) to visualize an
effect size of at least, w?=.03 and alpha=.05, to preserve accept-
able levels accuracy of fit indexes. Sample size demands on survival
models (e.g., Cox regression) are much more flexible (especially
when a linear relationship can be depicted within predictors (e.g.,
depressive symptoms and suicide ideation).

In terms of RCT sample size, an estimation under simpler statis-
tical approaches (linear models, such as analysis of variance) was
also conducted. A medium effect size was considered to uncover
differences between groups across follow-up. A confidence level of
«=.05 and power of 1—[3=.80 were kept. A between-wave cor-
relation of .30 was assumed. The sample size was estimated for
visualizing a time*group effect (e.g., the treatment delivery leads
to changes in markers over follow-up), taking into consideration
that we have three intervention groups within a model of repeated-
measure analysis of covariance. Moreover, it expects to introduce
up to three covariates. As a result, calculations stated that the sam-
ple should be made up of 158 participants. When considering a
drop-out rate of over 37%, a sample of 218 participants is needed.
The RCT with adolescents will comprise a number of participants
(lower than those enrolled in the adults’ RCT) in accordance with
the a priori sample size estimation and considering the low pro-
portion of adolescents who visit an emergency department due to
suicide attempt.*>46
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Randomization

Stratified randomization algorithms will be used to assign
participants to the treatment arms, considering digital literacy, par-
ticipant age and depression symptoms (PHQ-9 scores). First, adult
participants will be matched in terms of depression scores (i.e.,
approximately the same proportion of individuals with depres-
sion and without depression would comprise each study group).
Also, a 2-1-1 algorithm will be implemented (participants having
twice the chance to be assigned into a control group than the other
conditions).

Adolescent participants will be assigned to either the SAM or the
control condition (TAU), under a 1-1 algorithm. All the participants
will be randomized using ePRO which is an online, randomiza-
tion service. Allocation concealment will be ensured, as the service
will not release the randomization code until the patient has been
recruited into the trial, which takes place after all baseline mea-
surements have been completed.

Assessments regarding clinical improvement will be conducted
by a researcher blinded to treatment allocation. Due to the nature
of the interventions neither participants or staff can be blinded to
allocation.

Statistical analysis plan

Mixed-effects Cox regression models will be used to study the
cumulative incidence of suicide reattempting and time between
attempts during follow-up among study participants, considering
relevant covariates (e.g., sex, age, history of mental disorders). The
baseline profile of re-attempters will be studied by means of latent
class analysis. The course of symptoms will be modelled by means
of latent growth curve analysis to uncover overall trends over the
follow-up. Latent class mixed modelling will be used to examine
the hidden person-specific trajectories of symptoms that lead to
suicide re-attempts. Influence of the identified trajectories on sui-
cidal reattempting and time between attempts will be examined
by means of mixed-effects Cox regression, considering the effects
of relevant covariates.

Intention to treat (ITT) analyses with multiple imputation of
missing cases will be conducted. Initially, basal characteristics of
the individuals in each treatment arm will be investigated in order
to identify possible baseline-differences to control in ulterior anal-
yses. Cox regression will be used to study longitudinal trends in
suicide re-attempting and time between re-attempts, between RCT
groups. Hierarchical mixed-effect logistic regression will be used
to study the profiles of individuals (in terms of sociodemographic
and clinical features) who re-attempt and those who do not. Multi-
group latent curve analysis will be used to study the trajectory of
psychiatric symptoms between treatments across the RCT.

Ethics

This protocol and the informed consent forms have been
reviewed and approved by the sponsor and the institutional review
boards (IRBs) and ethical committees (ECs) at each participating site
with respect to compliance with applicable research and human
subjects’ regulations. The investigator will make progress reports
to the IRBs/ECs.

Any modifications to the protocol which might impact on the
conduct of the study will require a formal amendment to the
protocol and will require approval by the ECs/IRBs prior to imple-
mentation. A delegated member of the research team will introduce
the study to the patient, will give information sheets to discuss the
study with the participants and their legal guardians (in the case
of participants under 18 years old). Children and teenagers will
receive information suitable for their ages. Consent will be obtained
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independently for participation in the cohort study and optional
procedures (RCTs).

Dissemination plans

The Publications Committee will review all publications and will
report to the Steering Committee. Study results will be written for
publication following completion of study data collection and data
analyses.

Discussion

Suicide prevention is a priority for public health services. Nev-
ertheless, a comprehensive approach and understanding of suicide
is still lacking. The SURVIVE study described here will evaluate,
for the first time, the incidence of suicide and its most prevalent
risk factors in a large cohort of Spanish participants. If successful,
the trial will provide an exhaustive population-based register of
suicidal behaviour and will allow the development and validation
of risk predictive models, which are fundamental steps towards
efficient public policies in regards to suicide prevention. The SUR-
VIVE trial also includes three- nested RCTs that will allow us to
test different secondary prevention programmes against TAU. This
comparison will shed light on the specific effects of each interven-
tion programme (i.e., TBM, iFD-Survive and SAM) and will allow us
to investigate if different participant’s profiles are associated with
better treatment-response. Currently, specific and tailored actions
to provide follow-up care of individuals at high risk is uneven across
the territory. To mitigate the risk associated to differences between
TAU across participant sites, analysis will be controlled for this vari-
able. In addition, pre-treatment differences between groups will be
explored, and controlled if necessary.

Our study aims to further advance on the fight against suicide
with the full support of large public health providers.

Trial status
Recruitment for the cohort is expected to start in mid 2020.

Recruitment for the iFD-Survive and SAM intervention is expected
upon finalizing materials.

Trial registration

NCT04343703.

Protocol version

V3.0 Dated 06 April 2020.
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