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Abstract

Background: A previous suicide attempt is an important predictor of future suicide. However, there are no evidence-
based interventions administered in UK general hospital contexts to reduce suicidal behaviour in patients admitted
following a suicide attempt. Consequently, the objective of this pilot randomised controlled trial was to explore
whether a safety planning and telephone follow-up intervention (SAFETEL) was feasible and acceptable for individu-
als treated in hospital following a suicide attempt.

Methods: In this three-phase study with an embedded process evaluation, a safety planning intervention was
tailored to the UK context (Phase |), piloted (Phase Il, n = 32), and tested in a feasibility randomised controlled trial
(Phase lll). In Phase lI, participants were allocated to either the intervention (n = 80) or control group (n = 40) using
telephone randomisation with a 2:1 ratio. The acceptability and feasibility of the trial and intervention procedures
were evaluated using both qualitative (interviews and focus groups) and quantitative data. The number of hospital
representations of suicidal behaviour was also collected 6 months after study recruitment based on electronic patient
records.

Results: Findings indicated that SAFETEL was both acceptable and feasible. Hospital staff reported the intervention
fitted and complemented existing services, and patients reported that they favoured the simplicity and person-cen-
tred approach of the safety planning intervention.

Conclusions: All progression criteria were met supporting further evaluation of the intervention in a full-scale clinical
effectiveness trial.
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Key messages regarding feasibility

1. What uncertainties existed regarding the feasibility?

+ It was not clear whether safety planning with tel-
ephone support (SAFETEL) was feasible for use
within the UK NHS with patients admitted to hospi-
tal following a suicide attempt.

2. What are the key feasibility findings?

+ Across 3 study phases including a pilot RCT, we
demonstrated that SAFETEL is feasible within the
UK NHS context.

3. What are the implications of the feasibility findings
for the design of the main study?

+ All progression criteria were met supporting further
evaluation of the intervention in a full-scale clinical
effectiveness trial.

Introduction

Suicide and self-harm continue to be international health
concerns. In the UK, approximately 6000 people die by
suicide each year [1], and a previous suicide attempt is
a strong predictor of future suicide. In a nationally rep-
resentative study, it was found that one in nine young
adults in the UK had made a suicide attempt at some
point in their lives [2], and further evidence indicates that
one in 25 people who present at hospital for self-harm
die by suicide within the following 5 years [3].

Self-harm is defined here as ‘any act of self-poi-
soning or self-injury carried out by an individual
irrespective of motivation’ [4]. Suicidal behaviour
or suicide attempt is also used to describe self-harm
where there is evidence of suicidal intent. The prev-
alence of all forms of self-harm or suicidal behav-
iour is likely to be underrepresented as not all
individuals who self-harm present to hospital, and
those who do do not necessarily report that their
injuries were self-inflicted [3, 5]. Moreover, despite
self-harm and suicidal behaviour being common
reasons for presentation to hospital [3], the treat-
ment response is inconsistent. Indeed, the evidence
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base for interventions administered in general hos-
pital contexts for those patients admitted following
a suicide attempt specifically is extremely sparse [6].
This is concerning as individuals are most at risk of
re-engaging in life-threatening self-injurious behav-
iours in the weeks and months following a suicide
attempt [7, 8]. A recent meta-analysis of 14 studies
concluded that there was evidence for brief suicide
prevention interventions, including those with safety
planning components, being associated with reduced
suicide attempts [6]. Indeed, Stanley and colleagues,
in a cohort comparison study of patients presenting
to Veterans Affairs (VA) emergency departments for
suicide-related concerns, found that safety planning
with follow-up telephone support was associated with
45% fewer suicidal behaviours in the subsequent 6
months [9].

However, many gaps in our knowledge remain,
including what works for individuals admitted to hospi-
tal following a suicide attempt.

Based on the success of Stanley’s a safety planning
intervention (SPI) with follow-up telephone support for
US veterans presenting to hospital following a suicidal
crisis [9], the objective of the current study (SAFETEL)
was to address a key gap in UK patient healthcare by
exploring the acceptability and feasibility of the SPI with
follow-up telephone support within the UK NHS context.

Safety plans are widely used by clinical professionals;
however, to date, there has been no randomised con-
trolled trial (RCT) to explore their efficacy in UK general
hospital settings for individuals experiencing a suicidal
crisis. Consequently, the SAFETEL study involved a
3-phase development and feasibility trial with embedded
process evaluation to address the following aims:

1. To adapt/tailor an innovative SPI with follow-up tel-
ephone support for use within UK NHS hospital set-
tings

2. To investigate how participants engage with the
intervention

3. To assess feasibility and acceptability of the interven-
tion

4. To investigate trial recruitment, retention and other
trial processes including data collection

5. To explore the barriers and facilitators to interven-
tion implementation

6. To collect data on readmission to hospital following
self-harm in the 6 months following the index suicide
attempt to inform the sample size required for a full
trial

7. To further develop and test the logic model and theo-
retical basis of the intervention

8. To assess whether an effectiveness trial is warranted
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Methods

The SAFETEL study was developed in accordance with
the Medical Research Council (MRC) guidelines on
the development and evaluation of complex interven-
tions [10] and other good practice frameworks [11]. We
tested the feasibility and acceptability of both the inter-
vention and the trial evaluation methods, as detailed
in our protocol paper [12]. Following best practice, we
established an independent Trial Steering Committee
who helped us develop progression criteria to directly
address the key uncertainties around feasibility and
acceptability [13].

The study was conducted in three phases:

« Phase I: Consultation and intervention adaptation
for the UK context (involving guidance from NHS
staff and participants)

« Phase II: Piloting (N = 32, with all participants
receiving the intervention)

« Phase III: Feasibility RCT (N = 120 participants: N
= 80 SAFETEL intervention + treatment as usual
(TAU), N = 40 TAU only) (see Fig. 1 Phase III par-
ticipant flow chart).

Participant recruitment and intervention delivery
were conducted independently from the process eval-
uation. The methods of both the main data collection
and process evaluation strategies are described in detail
in the protocol paper [12].

Participant recruitment and eligibility criteria

In Phase I, those with a history of a suicide attempt or
with any contact (professionally or personally) with
those who have attempted suicide were considered for
inclusion. For Phases II and III, participants were eligi-
ble for invitation to the SAFETEL study provided they
were at least 18 years old and admitted to hospital fol-
lowing a self-harm episode where there was evidence of
suicidal intent.

In Phases II and III, following their psychosocial risk
assessment by the NHS Liaison Psychiatry team, cli-
nicians based in 4 general hospitals in Scotland made
eligible potential participants aware of the study and
obtained consent for the research team to provide them
with participant information. Full details of the recruit-
ment procedures are provided in the protocol paper
[12], and the participant flow for Phase III of the study
is outlined in Fig. 1. The East of Scotland Research Eth-
ics Service (EoSRES) approved this study in March
2017 (GN17MH101 Ref: 17/ES/0036).
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Randomisation and blinding

In Phase III, participants were randomly allocated 2:1,
to one of two arms via an automated telephone ran-
domisation programme administered by the University
of Glasgow’s Robertson Centre for Biostatistics (RCB):
SAFETEL safety planning intervention + treatment as
usual (SPI + TAU) or treatment as usual only (TAU
only). Randomisation was conducted following collec-
tion of baseline measures. Randomisation was based on
a mixed minimisation algorithm designed to minimise
any imbalance with respect of gender, suicide attempt
history (‘0—1" or ‘2 or more’ previous suicide attempts),
and hospital site. Following telephone randomisation,
both the participant and the intervention researcher
were unblinded to the allocated study arm.

The intervention

Immediately following recruitment and randomisation,
in the hospital setting, participants in the SPI + TAU
arm engaged in a safety planning intervention (SPI)
session. During this session, they completed a Safety
Plan collaboratively with the intervention researcher.
The Safety Plan comprised of six steps involving per-
son-centred warning signs and helpful responses to an
imminent suicidal crisis.

Following completion of the Safety Plan, interven-
tion researchers arranged the first of up to five optional
telephone calls (the first call within 72 h of patient
discharge from hospital and then weekly thereafter
depending on participants’ availability). During fol-
low-up calls, participants’ mood and current level of
suicidality were explored, and appropriate escalation
procedures followed if participants were found to be
at imminent risk of suicide. Use of the Safety Plan and
engagement with any supports (personal and profes-
sional), since last contact, was explored to help facili-
tate engagement with both the intervention and other
services. Participants were also given the opportu-
nity of updating their Safety Plan. In addition, the call
length and number of attempted and completed calls
were recorded. Full details of the intervention are pub-
lished elsewhere [12].

In the TAU only arm (and in addition to the SAF-
ETEL intervention for those in the SPI + TAU condi-
tion), participants received treatment as usual which
could include referral to one of the following services:
primary care, community psychiatric service, third sec-
tor services, specialist mental health services, intensive
home treatment, outpatient services, inpatient care; or
other follow-up services.
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Potential Total referrals Reason for exclusion n
participants made to Liaison Outcome of risk assessment was unknown 156
Psychiatry No suicidal intent/ accidental self-injury 146
n=1071 Patient declined study during Liaison Psychiatry 104
assessment
Medically unfit 96
Not assessed by Liaison Psychiatry 67
Liaison Psychiatry advised unsuitable (no details) 58
Patient declined Liaison Psychiatry assessment 49
Transferred to inpatient unit 36
Patient was too distressed/ aggressive 21
_| Too young 15
- Already recruited to SAFETEL 14
v Participation conflicts with patient’s treatment plan 13
Eligible Discharged before risk assessment 12
n=236 Non-English speaker 11
Transferred out of area prior to risk assessment 8
Liaison Psychiatry staff forgot to mention study 8
Referral to Liaison Psychiatry withdrawn 7
Patient experienced a psychotic episode 6
v Learning disability 6
Attempted to Traumatic brain injury 1
recruit to study Participant has no phone 1
n=236
Exclusion reason n
> Self-discharged before RA approach 96
J Declined study after RA approach 20
y
Participant
consented
n=120
|
v v
TAU Only SPI + TAU condition
condition n=80
n=40 L
Number of calls completed n
Telephone 0 14
follow-up 1 6
2 9
3 7
4 11
5 33
6-month _| Patient records screened |
follow-up g n=120 N
Fig. 1 Participant flowchart — Phase Il

Sample size

As this was a feasibility trial, a formal calculation of the
sample size was not required. It was agreed based on
previous experience of the research team that a mini-
mum of 30 participants would be adequate in Phase II to

inform the refinement of the intervention for Phase III.
In Phase 11, a sample size of 120 participants (2:1 alloca-
tion) was deemed sufficient to explore the feasibility, and
acceptability of the intervention. This allowed for an esti-
mation of the outcome event rates for a full trial.
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Data collection

Phasel

Focus groups were conducted with hospital staff (n
= 4, mental health clinicians) and lived experience
service users (N = 3, people who had experience
accessing mental health services) in addition to an
interview with a lived experience peer researcher
(SS). The interview with hospital staff aimed to iden-
tify potential barriers and difficulties implementing
the intervention in an acute hospital setting. The
focus group with participants with lived experience
and the interview with the peer researcher provided
feedback about the proposed trial and intervention
procedures.

Phases Il and lll: process evaluation

An embedded process evaluation was conducted dur-
ing Phases II and III in line with the MRC guidance
on process evaluation of complex interventions [14].
We developed a process evaluation framework (see
Appendix 1: Table 5) which explored fidelity, expo-
sure/adherence, reach and context. In addition, we
also assessed recruitment, retention, contamination,
and data collection methods to inform a full trial.
The process evaluation provided data for assessing
the progression criteria. Process evaluation data were
collected via quantitative and qualitative methods by
intervention researchers and the process evaluation
researcher.

Recruitment and retention rates

In addition to study recruitment and retention rates,
data were collected on the following: the number of
eligible potential participants at each hospital site, rea-
sons given for non-referral by NHS Liaison Psychiatry
teams (where available), and the number of approaches
made by the research team to potential participants
regardless of recruitment outcome (see Fig. 1).

Intervention fidelity checking

To ensure the intervention was delivered with fidelity,
SPI sessions in Phases II and III were audio recorded
(with participant consent), and a randomly selected
sample (18.75% in Phase II and 30% in Phase III) was
assessed using the Safety Planning Intervention Rat-
ing Scale [15]. Sessions were rated separately by two
trained intervention researchers, ensuring individuals
did not check their own session delivery, and disagree-
ment was resolved by discussion. Selected SPI sessions
were stratified by recruiting researcher and Phase III
recruitment timepoint.
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Qualitative interviews and focus groups

Semi-structured interviews were conducted with
24 participants in the SPI + TAU arm, seven partici-
pants in the TAU only arm, and six NHS Liaison Psy-
chiatry staff. Three focus groups were carried out
with eight study researchers. At baseline, study par-
ticipants were given the option to consent to further
contact by the process evaluation researcher at a later
stage. Those who consented to this were purposively
sampled based on key criteria: gender, engagement
with the intervention, age, hospital site, and history of
self-harm (see Appendix 2: Table 6). Despite attempts
to recruit interview participants who had taken part
in the full range of available follow-up telephone
calls, those who had attended fewer calls were harder
to recruit. Therefore, only one interviewee had not
received minimum dose (SPI + 1 follow-up call), and
all remaining interview participants (N = 23) received
three or more follow-up sessions. In Phase II, partici-
pants were interviewed within 3 months of recruit-
ment, whereas in Phase III, participants were not
interviewed until at least 6 months from their recruit-
ment date to avoid potential contamination of hospital
readmission data collection. NHS staff were recruited
by emailing and phoning Liaison Psychiatry teams. All
those who responded and consented were interviewed.
Interviews and focus groups sought to explore partici-
pants, staff, and researchers’ experience of participat-
ing in, working alongside, or delivering the study and
intervention. Topics included issues around feasibility
and acceptability, barriers and facilitators to engaging
with or implementing, and broader contextual fac-
tors interviewees felt had affected their experience
(see Appendix 3: Table 7 for Interview/focus group
topic summaries). Transcripts were coded and ana-
lysed using the six-phase reflexive thematic analysis
approach described by Braun and Clark [16, 17]. Six of
the participant interviews (~20%) were double coded
by a second researcher to increase reliability. The analy-
sis took both a deductive approach to answer specific
questions within the process evaluation framework [14]
and an inductive approach to generating themes from
the data. Detailed findings from the interviews will be
reported elsewhere.

Phases Il and lll: outcome measure feasibility

In Phases II and III, the feasibility of collecting poten-
tial outcome measures and moderators for a full trial
was explored. These included data collected at baseline
and (during Phase III only) at 6 months following the
index suicide attempt.
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Baseline measures

Baseline psychological characteristics were captured
using the following measures: Enrichd Social Support
Instrument [18], Interpersonal Needs Questionnaire
[19], Entrapment Scale [20], Suicide-Related Coping
Scale [21], and Columbia-Suicide Severity Rating Scale
[22]. See the protocol paper for full details of the meas-
ures [12].

Six-month post-index episode

In Phase III, individual hospital admission records
were reviewed by two intervention researchers, via
electronic medical records, to establish whether the
participant had re-presented to hospital with an epi-
sode of self-harm in the 6 months following their base-
line hospitalisation. Where the nature of the hospital
re-presentation was unclear (i.e. whether it was self-
harm or not or whether there was evidence of suicidal
intent), this was discussed between two members of the
research team to reach a consensus.

Phases Il and llI: client response forms (CRF)
Intervention researchers recorded all participant (both
SPI 4+ TAU and TAU only) data on paper CRFs at base-
line and for follow-up calls, which were later entered
onto an encrypted electronic database.

Treatment as usual

In addition to baseline measures, intervention
researchers recorded treatment as usual data for both
TAU and SPI + TAU participant groups (see Appendix
4: Table 8).

Adherence to intervention

Follow-up call engagement was recorded for each inter-
vention participant. Participants were asked during fol-
low-up calls about the use of their Safety Plan, and this
was recorded on the CRF.

Statistical analysis

Data analysis was conducted by the Robertson Centre
for Biostatistics at the University of Glasgow, using R
version 3.6.0. Descriptive summaries of participant
demographics and scores on the psychometric scales
were calculated for Phases II and III participants. Data
are summarised descriptively for all participants and by
trial arm where appropriate, using counts and percent-
ages for categorical variables and mean and standard
deviation (SD), or median and 25th and 75th percen-
tiles (Q1, Q3, respectively, or IQR (interquartile range,
IQR)), depending on the distribution of the data. In
addition, the primary outcome for a potential full trial
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(number of readmissions to hospital following self-
harm within 6 months of the index suicide attempt)
is described by allocated group, and the intervention
effect was estimated using negative binomial regression,
adjusting for gender and number of previous self-harm
episodes. As this was a feasibility study, the statistical
significance of any differences between groups was not
explored. Incidence rate ratios (IRR), 95% confidence
intervals (CI), and p-values for the intervention group
effect are reported.

Adverse events

Due to the nature of the study, engagement in suicidal
behaviour from participants during the trial was to be
expected. Adverse events (AE) and serious adverse event
(SAE) were defined in accordance with the National
Research Ethics Service and documented for review by
the principal investigator (PI) alongside the Trial Steer-
ing Committee (TSC). A clinical team member exter-
nal to the trial administration but a member of the TSC
reviewed all AEs and SAEs independently and reported
back to the TSC.

Results

Refinement of the intervention and trial processes (Phases
land Il)

Phase I: consultation and intervention adaptation

Feedback from the participants in the lived experi-
ence focus group (n = 3), and clinical staff (n = 4) focus
groups, was collated. All of the recommendations iden-
tified in Phase I were made to the proposed trial and
intervention procedures for Phase II. For a list of these
changes, see Appendix 5: Table 9.

Phase II: piloting

Across 15 weeks, 32 participants were recruited (for
demographic characteristics, psychological charac-
teristics, and follow-up engagement summaries, see
Appendix 6: Table 10 and Appendix 7: Table 11). The
recruitment, intervention delivery, and follow-up pro-
gressed as planned, with no major barriers experienced.
Qualitative data from interviews and focus groups
(study participants (n = 7), NHS staff (» = 2), interven-
tion researchers (n = 3)), and input from the study peer
researcher, informed refinements to the intervention and
study methods between Phase II and Phase III. For exam-
ple, the intervention and study methods were modified in
Phase III to address barriers to participant engagement
(e.g. losing their Safety Plan after discharge). Changes
were largely procedural (e.g. recruitment approach) to
improve the participants’ and NHS staff experience. A list
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Table 1 Phase Il participant characteristics (baseline) by intervention group
All SPI+TAU (N = 80) TAU only (N = 40)
participants
(N =120)
Age (mean, SD)
36.4(15.6) 36.1 (16.1) 37.0(14.8)
Gender (n, %) Female 75 (62.5) 50 (62.5) 25 (62.5)
Male 44 (36.7) 29 (36.2) 15(37.5)
Non-binary 1(0.8) 1(1.2) 0(0)
Ethnicity (n, %) White 116 (96.7) 78(97.5) 38(95.0)
Asian 3(2.5) 2(2.5) 1(25)
Mixed 1(0.8) 0(0) 1(2.5)
Education (n, %) 5.1.1.1. School level qualifications 54 (45.0) 39 (48.8) 15(37.5)
(GCSEs, standard or higher grades, GNVQ, A
levels, SVQ levels 1 or 2)
Further education 34 (28.3) 21(26.3) 13(32.5)
Advanced GNVQ, HNC or HND, SVQ levels
3or4
Higher education 22(183) 14(17.5) 8(20.0)
Undergraduate, postgraduate, or PhD degree,
SVQ level 5, professional qualification
No qualifications (7.5) 56.2 4(10.0)
Prefer not to say 8) (12) 0(0)
Lifetime psychiatric history
Hospitalised due to mental health prob- (n=120) 67 (55.8) 40 (50.0) 27 (67.5)
lems (n, %)
Lifetime suicidal history
Has made a suicide attempt (n, %) (n=120) 113 (94.2) 75(93.8) 38(95.0)
Had an interrupted suicide attempt (n, %) (1 = 120) 56 (46.7) 35(43.8) 21(52.5)
Had an aborted suicide attempt (n, %) (n=120) 55 (45.8) 33(41.2) 22 (55.0)
Engaged in NSSI (n, %) (n=120) 61(51.3) 39 (494) 22 (55.0)
Missing data (n) 1 1 0
Had a preparatory act taken towards a (n=120) 63 (52.5) 39 (48.8) 24 (60.0)

suicide attempt (n, %)

of these changes is Appendix 5: Table 9. Feedback from
the study peer researcher was extremely beneficial.

Process evaluation

Recruitment and retention (Phases Il + IlI)

Phase II recruitment spanned 15 weeks (24th August—
21st November 2017) with recruitment from all four hos-
pital sites. Most (n = 27) participants had made a suicide
attempt in the past, and over 53% had a history of receiv-
ing treatment for mental health difficulties. Across the 33
weeks of Phase III recruitment (31st January 2018—17th
September 2018), 1071 patients were referred to Liai-
son Psychiatry across the 4 hospital sites, presenting
with self-harm (irrespective of suicidal intent). Of these
referrals, 236 patients were eligible for the study. Some
of those who were eligible had been discharged before
they could be approached (n = 96). Therefore, 140 par-
ticipants were approached by a member of the research
team, of which 85.7% (n = 120) consented to take part.

No participants withdrew from the study. Completion
rate of all items in the psychometric measures was > 99%
(n = 120).

Self-reported participant characteristics

Phase II participant demographics and baseline psycho-
logical characteristics are summarised in Appendix 6:
Table 10 and Appendix 7: Table 11. Participant charac-
teristics for Phase III are summarised in Table 1. Overall,
participants in Phase III had a mean age of 36.4 years old
(SD = 15.6, range = 18-82): 62.5% identified as female
(36.7% male; 0.8%, non-binary) and 96.7% of participants
identified as white. Over half (55.8%) reported having
been hospitalised at some point in their lives for men-
tal health reasons. A total of 65.8% had a past or present
diagnosis of a mood disorder, and 54.2% had received
mental health treatment in the last 6 months. The demo-
graphic characteristics were similar across the interven-
tion and control arms.
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Table 2 Phase Il follow-up call engagement by timepoint and
total calls completed (n = 32)

Timepoint Call timepoint Participant expressly

completed (n, %) opted out of next call
(n, %)

<72h 18 (56.25) 0(0)

Week 1 24 (75) 0(0)

Week 2 18 (56.25) 4(1.25)

Week 3 16 (50) 1(3.13)

Week 4 18 (56.25) 0(0)

Total calls Completed (n, %)

0 7(21.88)

1 4(12.5)

2 2(6.25)

3 2 (6.25)

4 5(154)

5 12 (37.5)

Table 3 Phase Il follow-up call engagement (n = 80)

Timepoint Call timepoint completed Participant expressly

(n, %) opted out of next call
(n, %)

<72h 52 (65.0) 0(0)

Week 1 59(73.8) 5(85)

Week 2 52 (65.0) 2(3.8)

Week 3 47 (58.8) 17 (36.2)

Week 4 42 (52.5) NA

Total calls Completed (n, %)

0 14 (17.5)

1 6(7.5)

2 9(11.3)

3 7(8.8)

4 11(13.8)

5 33(41.3)

Regarding suicidal history, 94.2% (1 = 105) of Phase
III participants reported they had made at least one
prior suicide attempt. Excluding the eight participants
who reported “too many suicide attempts to count’
this equated to an average of 3.89 attempts per partici-
pant (SD = 4.66, range = 1-25, and about one-half also
reported a history of self-injury-related behaviours; see
Table 1). Phase III participants’ scores on the psychologi-
cal measures can be found in Appendix 8: Table 12.

Intervention fidelity

Analyses of the audio recordings of the SPI sessions,
using the Safety Plan Rating Scale [3], yielded an average
fidelity score of 91.04% (SD = 14.30; k = 0.985) in Phase
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II (across 4 intervention researchers) and 83.91% (SD:
14.3; range = 50-100) in Phase III (across 9 intervention
researchers) with > 68% of evaluated recordings complet-
ing over 80% of the SPI in Phase III.

Adherence to the intervention

Safety Plan intervention session completion

Of the 80 participants allocated to the intervention arm
of the study, 78 completed the Safety Plan (97.5%) in
hospital, and two completed the baseline measures but
declined the Safety Plan and the telephone follow-up.
These participants were still randomised as they did not
request to withdraw from the study.

Follow-up call completion

Total number of participants who completed each
timepoint and total number of calls overall are summa-
rised in Tables 2 (Phase II) and 3 (Phase III). Partici-
pants could opt out of the follow-up telephone calls at
any point.

Of Phase III, 82.5% (n = 66) of participants in the
intervention group achieved the minimum dose for the
intervention, defined a priori in collaboration with the
independent Trial Steering Committee as the creation
of the Safety Plan and at least one follow-up call at any
given point. A total of 41% of participants completed
all follow-up calls offered to them, while 14 partici-
pants (17.5%) did not complete any follow-up tele-
phone calls (see Table 3). Participants were most likely
to complete the second call (week 1, 73.8%, n = 59)
and were most likely to expressly opt out at the fourth
call (week 3, 36.2%, n = 17). Compared to those who
engaged with follow-up calls, those who did not com-
plete any calls were more likely to be male, heterosex-
ual, unemployed, and educated to a high school level
of qualification.

Safety Plan use (Phase Ill)

During the telephone calls, 81% of participants dis-
cussed the content of their Safety Plan with the inter-
vention researcher and reflected on the relevance
of any people and activities they had listed on their
Safety Plan. A total of 59% (1 = 46) of the 78 inter-
vention group participants who made a Safety Plan
said they had used it at least once since baseline. Par-
ticipants were most likely to report using their Safety
Plan between their second and third follow-up calls,
approximately 1-2 weeks after their recruitment to
the study. A total of 47.4% of participants who created
a Safety Plan made changes during the follow-up call
phase, most commonly during their second follow-up
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call (21.8%, n = 17). Across all calls, the two most com-
monly changed steps were steps 2 (“Things I can do
to take my mind off my problems without contacting
another person) n = 19) and 4 (‘People in their personal
lives to contact for support, n = 18).

Feasibility and acceptability of the intervention

Study participant interviews

Participants’ initial motivating factors for agreeing to
take part in the study fell into two main areas, and often
both were reported: seeking to help others by contribut-
ing to research and a desire to have support to improve
their own mental health. The perception of the study as
‘not NHS’ or ‘not clinical’ was reported by some partic-
ipants to be a key motivating factor with some relating
this specifically to negative service use experiences in the
past. Several participants reported that they felt the tim-
ing of the intervention being offered in hospital was key
to their agreement to take part. A sense of immediacy
experienced in the hospital situation prompted an agree-
ment that might not have been forthcoming in a different
context.

I was at that point where I was willing to take any
help given to me PE021

Feeling that the particular style of intervention (Safety
Plan and telephone calls) would be of benefit to them was
frequently reported by participants as a strong motivator
for agreeing to take part in the study. Feeling the ongo-
ing benefit of using the Safety Plan and receiving the tel-
ephone calls motivated ongoing engagement. However,
for some of those participants whose strongest motiva-
tion had been to help others continued to engage with-
out feeling that they were gleaning any benefit from this
themselves.

The only reason I'm actually still doing this call and
everything is because I want there to be a change,
and I want people to have the support. PE002

Participants described features of the intervention style
that they found to be important facilitators of initial and
ongoing engagement. Most frequently, these centred
around the level of flexibility, simplicity, and practicality
that the intervention offered and where this suited indi-
viduals’ needs particularly well.

Everything was just there for you, on one sheet of
paper, or on your phone, you could have it with you
all the time, if you felt you needed it ... I've never felt
it was difficult to use. I thought the way it was laid
out was really good, had all the information there.
The stress is kind of off you, as soon as you got that, a
lot of it. PEO11
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Barriers existed where individuals’ specific context
made engagement and implementation more challenging
and where there was a personal preference for alternative
therapeutic approaches.

I found it [completing safety plan] very difficult, to
be honest, because, like, suggestions for things that
maybe don’t necessarily help me a lot, and then I
didn’t have a lot of great people that I could, like,
rely on as friends, or as someone to talk to, at that
time. So while I would be writing down stuff like
that, it wasn’t really something that I could realisti-
cally do. PE004

Participants frequently acknowledged that certain skills
displayed by the research staff delivering the intervention
(e.g. active listening, empathy, patience, non-judgement)
were important facilitators in encouraging a positive
and productive relationship between themselves and the
researchers. In addition, a strong recurrent theme from
the participant interviews was around perceived invest-
ment of intervention researchers — both in terms of being
invested in individual participants’ recovery but also in
improving mental health on a broader scale.

It very much felt like, like she felt it was, I think she
felt she was using my time rather than I was using
her time PE009

once I spoke to [intervention researcher] and that
1 felt comfy, at ease, it was easy ... Somebody that
you can sit and talk to and get on with, that under-
stands. PE030

Many of the participants interviewed felt that
they had benefitted to some degree from receiving
the intervention. Participants reported short-term
effects as a result of carrying out their Safety Plan
steps (e.g. averting or creating a barrier to suicidal
thoughts and behaviour). In addition, longer-term
impact was reported by participants (e.g. access-
ing services, improved warning sign awareness).
Beyond using the Safety Plan itself, participants also
reported finding a benefit from being able to ‘off-
load’ or talk about how they were feeling in the days
and weeks after their suicide attempt and from the
sense of knowing someone was available to support
them at this time.

Staff interviews: barriers and facilitators to intervention
implementation

Data from the research staff and NHS staff described
a number of potential barriers to intervention imple-
mentation. Researchers described two key issues: the
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Fig. 2 Logic Model

hospital environment and emotional demands. Variation
in the level of privacy that could be offered was prob-
lematic, and intervention researchers and participants
reported similar techniques in managing this (e.g. draw-
ing curtains, keeping voices low). While the intervention
research staff were experienced in dealing with both the
demands of working in research and the emotional load
involved in providing 1-to-1 support for mental health, it
was felt that provision for costed regular clinical super-
vision should be considered for a future full trial to sup-
port staff wellbeing and best intervention provision for
participants.

Despite the challenges faced by the research staff, NHS
staff generally felt that this kind of intervention fits well
within the hospital context. In particular, NHS staff felt
that having something to offer patients who would other-
wise have no immediate support was particularly positive.
Staff who were responsible for assessing and discharging
patients reported that they employ some similar strate-
gies like exploring existing supports and signposting, as

well as (in some cases) providing some follow-up support
after discharge. However, there is considerable variability.
Level of demand on NHS services and staff and difficulty
in managing existing workloads were felt to be significant
barriers in considering any future NHS staff involvement
in intervention delivery.

Programme theory

Qualitative data generally supported the intervention
programme theory as summarised in the study logic
model (Fig. 2). As above, participants emphasised the
importance of the therapeutic relationship and the skills
of the intervention researchers. Participants also empha-
sised the importance of ongoing support. Interviews with
participants supported, to some extent, all mechanisms
of change proposed in the study logic model. For exam-
ple, there was some evidence that the intervention may
have encouraged increased monitoring of triggers and
warning signs and increased knowledge of potential posi-
tive actions, impacting upon one’s ability to personalise
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and use Safety Plans and a sense of enhanced self-efficacy
as a result. In addition, positive interactions with the
intervention researchers increased participants’ motiva-
tion to engage with the process of safety planning. Addi-
tional potential mechanisms were identified that will be
added to the updated programme theory (and reported
separately). These include introducing 1-2-1 support in a
way that led to increasing openness to accessing talking
therapies and other support and normalising seeking and
receiving support in both formal and informal ways.

Feasibility and acceptability of study procedures
Qualitative interviews and focus groups

SAFETEL research staff reported that study procedures
were generally feasible and acceptable. However, two key
issues need to be considered in a full trial: workload and
managing communications and relationships with site
staff. The same research staff were involved in recruit-
ment (which involved travel time between sites), study
administration, and intervention delivery, leading to dif-
ficulties in managing schedule and workload. Although
we received additional staff resource from the National
Health Service Research Scotland Mental Health
Research Network to support recruitment, workloads
were still high. While overall relationships with hospital
sites were positive, the research team reported variation
in levels of investment in supporting the study. There
were also some issues where referrals were not made
to the study despite participants meeting the inclusion
criteria. It was not clear whether this was a result of

Table 4 Phase lll 6-month hospital presentation follow-up
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misunderstanding/forgetting inclusion criteria or due to
other factors that NHS staff felt made individuals unsuit-
able for the study. This may have had an impact on the
number of referrals and affected the extent to which the
referrals were representative of the broader population.

NHS staff reported that accommodating recruitment
at their site and the associated presence of intervention
research staff was feasible and acceptable. The NHS staff
who were interviewed reported generally positive interac-
tions with the research team and did not feel that accom-
modating study recruitment had put any unfeasible or
unacceptable burdens on, or disruptions to, existing hos-
pital practices. However, they noted that workload issues
could be a barrier to NHS staff assisting with recruitment
in a future trial. There was variability in terms of minor
alterations that staff felt could have made the referral pro-
cess smoother (e.g. research staff attending NHS team
meetings). It was also felt that some of the intervention
processes could have been tailored to the hospital needs/
existing processes, and that this would facilitate good
communication between NHS and research staff.

Overall, the majority of feedback provided by interven-
tion arm participants was positive about both the expe-
rience of taking part in the study and the intervention,
regardless of whether they felt it had been of direct ben-
efit to them. TAU only participants also reported a posi-
tive experience with the study, some suggesting they had
found the assessment itself beneficial; however, they also
reported negative feelings and reactions to being ran-
domised to the TAU only condition.

Variable All participants SPI+TAU TAUonly Intervention group effect
(N=120) (N=80) (N=40) IRR(95% Cl)
Number of representations for self-harm n (%) 0 75(62.5%) 49 (61.3%) 26 (65.0%) 1.10(0.48,2.50), p = 0.830
1 24 (20.0%) 16 (20.0%) 8 (20.0%)
2 6 (5.0%) 6 (7.5%) 0 (0%)
3 5(4.2%) 2 (2.5%) 3(7.5%)
> 10 (8.3%) 7 (8.8%) 3(7.5%)
Re-presented for self-harm (n = 45) Median (IQR) 1(1,3) 1(1,3) 1(1,3)
Mean (SD) 4.2 (6.5) 39(5.7) 49(8.3)
Min., max. 1,30 1,24 1,30
Number of re-presentations to hospital for a suicide n (%) 0 91 (75.8%) 60 (75.0%) 31 (78.0%) 1.10(0.43,2.79),p = 0.849
attempt 1 17(142%) 11(13.8%)  6(15.0%)
2 4(3.0%) 3(3.8%) 1(2.5%)
3 3(2.5%) 3(3.8%) 0 (0%)
>4 5(4.2%) 3(3.8%) 2 (5.0%)
Re-presented to hospital for a suicide attempt (n=29)  Median (IQR) 1(1,3) 1(1,3) 1(1,2)
Mean (SD) 23(2.5) 24 (24) 23(2.7)
Min., max. 1,11 1,1 1,9
Duration between index admission and first re-presen- ~ Median (IQR) 36 (12, 83) 42(12,100) 30(13,62)
tation to hospital for self-harm (days) Missing (n) 3 5 1
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Fig. 3 SPI -+ TAU post-discharge treatment engagement during follow-up call intervention

As noted above, some of the participant and staff feed-
back was implemented during the trial. Suggestions for
more significant alterations were included in a study
report to the Trial Steering Committee as recommenda-
tions for a future full trial (see Appendix 5: Table 9).

Treatment as usual (TAU)

All participants in the study were offered TAU (i.e. any
services offered to them by the NHS staff), and inspec-
tion of the baseline referral and self-referral recommen-
dations shows that participants were offered similar
options in both study arms (Appendix 4: Table 8). Par-
ticipants in the intervention arm were asked to provide
information about any engagement with services post-
discharge from hospital. Figure 3 illustrates that GPs
were the most used resource for participants after hos-
pital discharge. Those who engaged with other services
(e.g. psychiatry) within 1 week of discharge were typically
already being seen by these services prior to hospitalisa-
tion. Third sector engagement was highest during week 1
and tended to be a one-off contact.

Contamination: interview and focus group data

Most participants had not completed or seen some-
thing similar to the Safety Plan structure before; however,
some had discussed plans of how to keep safe during sui-
cidal crisis with other services or had completed plans in

the past that they thought were similar to the Safety Plan
used in this study (e.g. “Wellness Recovery Action Plans’).
None of the participants who had prior experience with
safety plans, or similar, reported receiving follow-up sup-
port with implementing those. Two participants who were
interviewed in the TAU only condition reported investigat-
ing safety planning strategies on their own, searching on
the Internet, and completing safety plans independently.
Participants who were interviewed in the TAU condition
did not report receiving any materials from, or knowing
anyone in the SPI4+-TAU condition, nor vice versa.

Outcome measure feasibility (Phase Ill)

Baseline

Almost 100% (99.99%) of all baseline measures were com-
pleted by the 120 participants. Scores on all measures were
similar across both groups of participants (see Appendix 8:
Table 12). No problems were reported regarding complet-
ing the battery of measures in either arm of the study.

Six-month post-index admission

Readmission to hospital following self-harm in the 6 months
after the index admission was recorded for each participant
(see Table 4). Six-month follow-up data were obtained for all
120 participants; 118 records were retrieved using electronic
patient records accessed via encrypted NHS computers. The
remaining two participants were registered outside of the
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study NHS health board area and were retrieved by contact-
ing participants’ GPs upon participant consent at baseline.

Outcome assessment: 6-month follow-up

The study was not designed or powered to calculate
effect sizes. However, the number of participants re-pre-
senting to hospital with self-harm, the frequency of these
re-presentations, suicide attempt, and time between
baseline and first re-presentation are presented in
Table 4. There were no significant differences in the out-
comes between those in the TAU vs intervention groups.

Adverse events

Given the nature of the sample, we anticipated re-presen-
tations to hospital during the study engagement period.
AEs and SAEs were only captured from participants who
were engaged with the follow-up call intervention; other
hospital representations were captured when checking
hospital records at the end of participant recruitment
phase. During Phase II, three individual SAEs were self-
reported by three participants. Forty individual SAEs
(from 16 individual participants) occurred during Phase
III. Two patients accounted for 6 and 7 SAEs each during
the 4-week follow-up phone call period. Of the 40 indi-
vidual SAEs, 29 incidents (73%) were self-reported by the
participants to the research team during one of the weekly
telephone follow-up time points. Most SAE incidences
were treated in outpatient wards of emergency depart-
ments where patients were discharged the same day.

Over the course of Phase III, two participants died; one
participant was referred to the study in error, with the
extent of their injuries becoming apparent after risk assess-
ment by Liaison Psychiatry and recruitment by interven-
tion researcher staff. Another participant died due to a
secondary health complication while re-admitted to a hos-
pital as an inpatient several weeks after baseline recruit-
ment. Neither deaths were related to study participation.

Progression criteria

A set of eight progression criteria for the SAFETEL study
was established in collaboration with the independent
Trial Steering Committee (TSC) to determine whether a
full RCT was warranted (see Appendix 9: Table 13). All
progression criteria for this study were met; therefore,
the findings suggest that the SAFETEL study and inter-
vention procedures are acceptable and feasible.

Discussion

This study is the first in the UK to explore the feasibil-
ity and acceptability of a safety planning and telephone
follow-up intervention to reduce suicidal behaviour
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within UK NHS hospital settings. Following best practice
[10, 13, 14, 17, 23] and adopting a systematic approach,
across three study phases, we refined and tested a SPI
with follow-up telephone support that had been previ-
ously developed for use with veterans in the USA [9].
Overall, the study findings were positive, indicating that
the intervention and trial methods were feasible and
acceptable. Qualitative data generally supported the
intervention programme theory, and all progression cri-
teria outlined in the study aims and agreed in collabo-
ration with the TSC were met. The seven progression
criteria which were rated using traffic light cutoffs were
judged as green. The eighth criterion, which explored
whether barriers and challenges to implementation, and
adherence to the intervention, were planned for and were
surmountable, was deemed as acceptable. Based on these
findings, an effectiveness trial is therefore warranted. A
type 2 hybrid effectiveness-implementation design might
be most appropriate as this has the dual focus on clinical
effectiveness and implementation outcomes [24]. These
findings add to the growing evidence base supporting
the utility of brief contact interventions including safety
planning type interventions [25-27].

Most participants engaged with the intervention, with
over 80% discussing the content of their Safety Plan with
the intervention researchers at follow-up. This engagement
included reflections about the people and activities they
had cited in their Safety Plan, which contributed to almost
half of participants updating their Safety Plan. From a sui-
cide prevention perspective, it is encouraging that almost 6
in 10 of those who received SAFETEL reported using their
Safety Plan at least once during the follow-up period. This
finding is noteworthy because greatest risk of repeat sui-
cidal behaviour is within weeks of discharge from hospital
following an index suicide attempt [7].

Engagement in the trial seemed to be driven by at least
two factors, the altruistic desire to help with research as
well as participants’ wish to improve their own mental
health. Some participants also indicated they were keen
to take part because the intervention was delivered by
an independent research team rather than by the NHS,
putting this down to negative experiences of service use
in the past. This has implications for a full trial which
need to be resolved to maximise uptake. If the interven-
tion is delivered by NHS staff, there may be issues with
engagement; in addition, staff capacity needs to be con-
sidered. The research staff in the current study were able
to offer the intervention as an add on to treatment as
usual, and as a result, they spent more time with partici-
pants than those in the TAU condition. This may have
contributed to the more positive experience reported
by intervention participants compared to those who
received standard care.
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The importance of timing was also highlighted, as the
intervention was delivered within 24 h of the suicide attempt,
and the follow-up telephone support was available within 72
h of hospital discharge. Feedback from those who received
the intervention indicated that when someone is in an acute
mental health crisis, the sense of immediacy in the hospital
environment facilitated their agreement to taking part.

With specific regard to the Safety Plan, the flexibility, sim-
plicity and practicality of the intervention were also cited as
important facilitators of initial and ongoing engagement.
Although the intervention was manualised, there is flexibil-
ity within its delivery to meet the needs of each individual
participant. The feedback suggests that participants found
it helpful to have their warning signs, distractions and peo-
ple to contact together on one sheet of paper. However, not
having people that they could rely upon to include in the key
contacts section was cited as a barrier to using the Safety
Plan in practice. Although this was a barrier that we were
aware of and sensitive to at the start of trial, this is some-
thing that needs to be addressed more closely in a full trial.

The importance of therapeutic skills emerged through-
out the interviews. Participants felt valued, listened to and
treated with respect and without judgement. Beyond the
immediate benefits of the Safety Plan, the importance of
the telephone calls was highlighted. They supplemented
the safety planning and provided a supportive environment
for participants to “off-load” and make sense of their sui-
cide attempt in the weeks after the episode. Unfortunately,
we only managed to interview one participant who had
not received minimum dose. In a full trial, it may be worth
potentially giving more information about a future potential
interview at time of recruitment, clarifying that the interview
is important for understanding reasons for nonengagement.

In terms of trial procedures, including recruitment, data
collection and follow-up, no major barriers were encoun-
tered, and the study progressed as planned. Of those
approached, almost 70% agreed to take part in the study,
and no one withdrew. Although the vast majority of par-
ticipants received the minimum dose, 17.5% did not com-
plete at least one follow-up telephone call after completing
the SPI. Unfortunately, as we were only able to recruit one
person who did not receive the minimum dose to the pro-
cess evaluation, we are limited in what we can say in terms
of the reasons. However, from previous studies, this lack
of engagement is likely to be for a number of different rea-
sons such as the following: after being discharged from
hospital, they did not need any further support, they did
not want to receive the calls as they served as a reminder
of their suicide attempt, they did not think the calls would
be helpful or they were receiving other support already.
In an effectiveness-implementation trial, trying to reach
these individuals should be considered. The study would
have benefited from another dedicated staff member for

Page 14 of 23

recruitment and intervention delivery. In practical terms,
the limited staff resources and remote location of the
research team to the hospitals impacted upon the recruit-
ment rate because by the time patients were approached in
hospitals, they were ready to be discharged from hospital
and therefore reluctant to take part. Additionally, a further
limitation was the capturing of hospital re-presentations;
the level of detail of hospital presentation varied consider-
ably between health professionals leading to difficulty in
determining the nature of the presentation.

Several practical issues around managing communica-
tions with NHS staff, the hospital environment, work-
load and the emotional demands on the research staff
were identified. All were managed but could be opti-
mised in a full-scale trial. Staff workload was high; this
was a direct effect of having a ceiling on the grant fund-
ing available for the trial and to pay for more staff time.
Ideally, as noted above, more research staff, in addition
to allocated administrative support, would have aided
recruitment and intervention delivery. This would have
been beneficial as, inevitably when recruitment is across
multiple hospital sites, there was a lot of travel which
is time-consuming and distracts from study delivery
and implementation. In addition, while it was possible
to avail of informal clinical supervision and support
throughout the trial, this should be costed and formal-
ised in a full RCT to ensure that this is available to all
staff. The NHS staff were very positive about the inter-
vention and trial delivery. However, they recognised that
the level of demands on NHS services and staff could
be a potential barrier if consideration is being given to
NHS staff recruiting or delivering the intervention. As
such, a dedicated independent group of staff for recruit-
ment/intervention delivery during a full trial is recom-
mended (a third sector mental health organisation could
be considered); this would allow staff sufficient time to
approach all potential participants. Although the per-
centage of our sample who identified as ethnic minority
was similar to that for Scotland as a whole (in the last
census in Scotland [28], 4% of the Scottish population
identified as Asian, African, Caribbean, or Black, Mixed,
or other ethnic groups; 3.3% of our Phase III sample
were of Asian or Mixed ethnicity), it would be useful to
explore whether the intervention needs further tailoring
for those from different ethnic minority backgrounds.

In conclusion, the findings of this study support further
evaluation of the safety planning and telephone follow-
up intervention (SAFETEL) to reduce suicidal behav-
iour. Indeed, given the encouraging findings from recent
meta-analyses of brief acute care suicide prevention and
safety planning-type interventions being associated with
reduced suicide risk [26, 27], a full trial of SAFETEL is an
urgent priority.
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Evaluation area

Questions

Evaluation area

Questions

Fidelity

(The degree to which the
intervention was delivered as
intended)

Exposure

(The extent to which participants
received and understood the
different elements of the interven-
tion and whether they imple-
mented these as intended. Their
satisfaction with the intervention
and barriers to receipt and imple-
mentation was also considered)

Reach

(The extent to which the target
audience is reached by the inter-
vention, as well as any ‘spillover’
effects on people not recruited)

+ What is the intervention?

+Was the intervention (safety plan
and follow-up telephone calls)
delivered as intended?

+ Was there consistency in terms of
how the intervention was delivered?
- What, if any, adaptations were
needed to the planned interven-
tion? And were they needed?
+What barriers, if any, were there
to delivering the intervention in a
consistent way? (Safety plan and
follow-up telephone calls)

- To what extent did participants
take up all potential elements of
the full programme of interven-
tion (safety plan and 5 follow-up
telephone calls)?

« To what degree did participants
receive the minimum dose (safety
plan and 1 follow-up phone call)?

« To what extent was the safety
plan completed as intended by the
participant? If it was not, what were
the reasons for that?

+ How did participants use the safety
plan they had developed? (E.g. fre-
quency of use, practicality — where
did they keep it, did they share with
others)

« To what extent did participants
alter or amend their safety plans
throughout the course of the
intervention?

+ What elements of the intervention
did participants find helpful/unhelp-
ful and why? What elements of the
intervention would participants
change and why?

+What changes, if any, did partici-
pants feel that they implemented
as a result of taking part in the
intervention?

+ What factors were involved in
ongoing engagement with the
intervention?

+ What do participants report were
barriers and facilitators to develop-
ing the safety plan, engaging with
telephone support, and using the
safety plan in practice?

- What feedback do participants
have regarding feasibility and
acceptability of the safety plan and
follow-up telephone calls?

« How well does the study sample
represent the population of interest?
- Did participants report sharing
their SP with family or friends?

- To what extent did the intervention
reach and influence people other
than recruited participants?

Context

(Includes information relating to
aspects of the context in which
the intervention was delivered, as
well as broader context that both
practitioner and client were oper-
ating within that may influence
intervention effectiveness)

Recruitment and retention

Contamination

- What participant-centred contex-
tual factors influenced engagement
with the intervention (safety plan-
ning and follow-up calls) and use of
the safety plan in practice?

- What contextual factors within
participants' day-to-day environ-
ment influenced engagement with
the intervention (safety planning
and follow-up calls) and use of the
safety plan in practice?

- How did the context in which the
intervention was delivered influence
engagement with the interven-
tion and use of the safety plan in
practice?

- Was the safety plan useful in
certain circumstances and not in
others?

- How does the intervention fit in
with what is delivered in hospital
(how easy was is it to deliver in this
setting and does it conflict with
anything)?

- What were the particular context-
related difficulties/issues that arose
during the study in delivering the
intervention?

- How did participants feel about
being approached/recruited in
hospital setting?

- How acceptable were study and
intervention procedures to partici-
pants?

- What motivated study participants
to agree to take part? (And what
kept them engaged?)

- Were there any difficulties in
recruitment?

- What is the attrition rate overall
and by subgroup? l.e. intervention
groups and control

- What were the reasons for with-
drawal?

+ What are the characteristics of
other groups or services people
are attending or resources they are
using — do these provide any ele-
ments of the intervention?

- Have participants used a safety
plan or similar in the past?

- Did participants in the TAU (treat-
ment as usual) arm investigate
'safety plan’strategy on their own?
- Have any of the TAU arm par-
ticipants seen intervention content
from other participants?

« How did randomisation to the TAU
arm affect participants?
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Appendix 2
Table 6 Process evaluation: study participant interviewee
characteristics
Overall study Process
participants evaluation
w(n =152) interviewees
(n, %) (n=31)
(n, %)
Trial arm (n, %)
SPI 4+ TAU 112 74% 24 77%
TAU only 40 26% 7 23%
Age group
Age 18-25 43 28% 1 35%
Age 26-40 52 34% 12 39%
Age > 40 57 38% 8 26%
Gender
Female 94 62% 23 74%
Male 57 38% 26%
Non-binary 1 1% 0%
History of self-harm with suicidal intent
Oorl 42 28% 1 35%
2 or more 110 72% 20 65%
Hospital recruitment site
H1 26 17% 5 16%
H2 59 39% 10 32%
H3 29 19% 6 19%
H4 38 25% 10 32%
Level of engagement (minimum dose received)
Intervention arm participants 91 81% 23 96%
who reached minimum dose
(SPI+1FU)
Intervention arm participants who 21 19% 1 4%

did not receive minimum dose
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Appendix 3

Table 7 Process evaluation interview/focus group topic summary

Context
- Past experience of mental health services, use of safety plan, or similar
- Existing/usual coping strategies
« Existing/usual support (formal/informal)
Recruitment
- Acceptability of trial procedures
« Motivation to take part/expectations
- Suggested improvements/changes acceptability of randomisation
Intervention (SPI + TAU participants only)
« SPI session
°Location, timing, setting
“Barriers/facilitators
°Level of understanding
°Expectations of SP use
-SAFETEL intervention researcher
° Engagement with researcher — barriers/facilitators
° Acceptability/level of participant comfort
° Helpful/unhelpful aspects
- Safety plan use
°Use in practice
° Circumstances of use
° Barriers/facilitators
- Follow-up calls
° Facilitators/barriers to engaging
° Acceptability
° Helpful/unhelpful aspects
° Using call — changes to SP/coping strategies
«Overall
° Level of support
¢ Changes implemented
° Comparison to other services/interventions/coping strategies used
° Suggestions for improvement
Since recruitment (3 months in Phase I, 6 months in Phase Ill)
+ Changes made/experienced
- Other services or support
« Use of Safety Plan or related coping strategies
General
- Helpful or unhelpful aspects of participation
+ Suggested improvements of other feedback
NHS Liaison Psychiatry staff
- Level of contact with SAFETEL team, knowledge of study
- Current context and services available at site, e.g. discharge/referral procedures
« Acceptability of trial procedures and fit within hospital context
« Acceptability of intervention elements
- Feasibility of delivering the intervention
+ Barriers/facilitators for implementing
+ Knowledge of other similar interventions/services
- Suggestions for improvements/other feedback
SAFETEL researchers delivering intervention
Recruitment
+ Acceptability, feasibility, and facilitators/barriers affecting the following:
° |dentification of potential participants
° Approaching potential participants
° Recruitment procedures: information, consent, baseline data collection,
randomisation
SPI session
- Setting — appropriateness, acceptability, variability
- Factors affecting SPI development — barriers/facilitators, strategies used to overcome issues
Follow-up calls
+ Acceptability
- Feasibility
« Practical changes implemented
- Barriers and facilitators to engaging participants
« How participants used calls
Safety Plan use
- Participant engagement with SP
- Perceived barriers/facilitators to implementing SP use
Participant feedback
- Perceived/reported helpful/unhelpful elements of intervention
- Perceived/reported barriers/facilitators to engaging with study/intervention
- Participant suggestions for improvement
« Awareness of past SP use or other similar service use
Overall
- Other reflections on trial and intervention procedures — positive/negative aspects,
facilitators/barriers
« Impact on staff — wellbeing, training, support
- Perceived impact on participants of study and intervention engagement
Suggested adaptations
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Table 8 Baseline referrals and self-referral recommendations for

Phase Il total sample group

SPI +TAU TAU only
(N=179) (N = 40)
51.1.2.n % 51.13.n %
Primary care 43 5443% 26 65.00%
Community psychiatric care 31 39.24% 11 27.50%
Third sector referral 9 1139% 4 10.00%
Specialist mental health service 23 29.11% 10 25.00%
Contact from intensive home 3 380% 3 7.50%
treatment team
Outpatient services 6 759% 4 10.00%
Inpatient services 2 253% 1 2.50%
Received contact from other 44 55.70% 22 55.00%
services
No further treatment 4 506% 1 2.50%
Appendix 5
Table9 Changes following Phases |, Il, and Il stakeholder
feedback
Phase in which feedback was Change

received

« Participants should be reminded
that they do not have to answer any
questions that they do not want to;
their responses are voluntary

- Where possible, terminologies
used to describe the psychometric
assessments should be altered to
reduce stigma without compromis-
ing the reliability of the measure

- Staff should remind participants
that they were entitled to take
breaks whenever they choose, and
that researchers should work at the
participants’ pace

« The 'treatment as usual'form
should be moved to the end of
the study, so as to support the
movement back to more general
discussions as this was felt to be a
more natural way to bring discus-
sions to an end. This should be fol-
lowed by asking participants what
they planned to do once they are
discharged from hospital
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Phase in which feedback was
received

Change

- Researchers should be reminded
to consistently risk assess partici-
pants throughout the psychometric
assessment completion phase, to
ensure that asking the questions
does not have a negative effect on
participant wellbeing

- Participants should be provided
with envelopes to keep their Safety
Plan and other study materials safe
and discrete. Participants should
also be asked if they would like to
take a picture of their safety plan
on their phones so that it is visually
available to them at all times

- Participants’study documents
(safety plan, consent form, partici-
pant information sheet) should be
sealed in a green envelope to help
it stand out from other hospital
discharge documents

- Researchers should offer additional
copies of the Safety Plan to partici-
pants following each follow-up call
to facilitate the use of the Safety Plan

- The script for the first follow-up call
should be amended to acknowl-
edge that participants may have
forgotten aspects of their baseline
contribution to the study, including
how to use the Safety Plan. This
amendment should include offering
to explain the function of the safety
plan again

- Researchers should continue to
remind participants that they can
edit the safety plan at any point, and
that it is a dynamic document

« Researchers should remind partici-
pants that others have found the
Safety Plan to be of benefit, so we
hope that it may also be of personal
benefit to them

- Researchers should check that
prospective participants have both
been risk assessed and notified
about the study so they can indicate
if they wish to be approached initially

« Researchers should intermittently
check-in with NHS referral staff to
ensure existing operating proce-
dures (e.g. times for telephone calls
to check eligibility) continue to be
at a suitable time

+ Minor changes to the CRF were
suggested, to help clarify TAU (e.g.
in-patient vs out-patient psycho-
logical support) and mental health
diagnoses (e.g. anxiety vs. PTSD)
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Phase in which feedback was
received

Change

« A coping measure (Suicide-Related
Coping Scale (SRCS)) to explore
coping styles of the participants at
baseline should be incorporated
into the protocol

« A brief one-page bullet point
summary of the content of the PIS
(what is involved in the study and
participants'rights) to accompany
the PIS should be developed

« A tutorial video (e.g. using You-
Tube, Vimeo, with no option for par-
ticipants to add comments below
the video) detailing the Safety
Planning Intervention (SPI), what

is involved, level of flexibility, and
the parameters of the interventions
(what the SPIis and is not) should
be developed. This could be sent

to participants via text for them to
watch in their own time. Research-
ers should inquire and record
whether participants used the video
during the follow-up calls

- It would be useful to examine how
participants relate to SPl engage-
ment, perhaps using data already
collected in the CRF (e.g. control-
lability of suicidal thoughts item in
CSSRS; ENQ; SCRS)

- Consider providing a handwritten
(or sticker) reminder of the name
and telephone number that will be
used to call participants (mobile and
desk number) on the green enve-
lopes. This may improve follow-up
telephone call engagement, particu-
larly at the initial 72-h call point

«The first call (within 72 h of baseline
assessment) could be considered
a‘touching base’contact, where
participants are informed about

the structure of each call, flexibility
regarding calls, etc. and invited to
review their Safety Plan (may be
especially beneficial for those who
have difficulty remembering their
Safety Plan from baseline in hospital)

« Research team should determine
parameters regarding personalisation
of SPI and flexibility of calls (e.g. abso-
lute max. and min. time between calls,
number of extra calls offered) as these
should be standardised across all sites
according to the study protocol

« The Safety Plan script should be
updated to explicitly ask for likeli-
hood of use and barriers at each
step. To ensure this, quarterly fidelity
checks of Safety Plan recordings
using the official Safety Plan Fidelity
Monitoring Checklist should be
conducted
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Appendix 6
Table 10 Participant characteristics (Phase Il)
Variable Mean (SD)/N (%)
Age (at baseline)
(mean, SD)

51.14.N=32 38.88 (14.07)
Gender (n, %)

Female 17 (53.12)

Male 15 (46.87)
Ethnicity (n, %)

White 31(96.88)

Asian 51.15.1(3.12)

Relationship status (n, %)

Sexual orientation (n, %)

Living status* (n, %)

*Multiple options allowed
for this question, i.e. spouse

and children

Education (n, %)

Single

In a relationship (dating)

Married/civil partnership/
common-law marriage/
living with partner

Separated/divorced/dis-
solved civil partnership

Heterosexual/straight

Gay/lesbian
Other
Prefer not to say

Living alone
Cohabiting with

Spouse, common-law
partner, partner, ex-

partner

5.1.1.6. Living with

family

5.1.1.7.Own children/

parents/siblings/
extended family

Living with roommates/

companion

Temporary accommoda-

tion

School level qualifica-
tions (GCSEs, standard or
higher grades, GNVQ, A
levels, SVQ levels 1 or 2)

Further education

Advanced GNVQ, HNC or
HND, SVQ levels 3 or 4

Higher education

Undergraduate, post-
graduate, or PhD degree,
SVQ level 5, professional

qualification
No qualifications

17 (53.12)
2(6.25)
8(25)

5(18.75)

25 (78.13)
3(9.38)
1(3.12)
3(9.38)
7(21.88)

8(25)

9(28.13)

2(6.25)

3(9.38)

3(9.38)

12 (27.5)
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Variable Mean (SD)/N (%) Variable Mean (SD)/N (%)
Psychiatric history Number of suicide Of yes group 1.25(0.56)
5.1.1.8. Lifetime attempts (mean, SD)
Hospitalised due to Yes 17 (53.12) Had an interrupted or Yes (n = 32) 7(5.93)
mental health problems aborted suicide attempt
(n, %) (n, %)
Number of past hos- Of the yes group 146 (3.09) Number of in_tgrrupted Of yes group (n =7) 062 (1.7)
pitalisations for mental or aborted suicide
health (mean, SD) attempts (mean, SD)
5119, Past6 months Engaged in NSSI (n, %) Yes (n = 32) 9(28.13)
Received treatment for  Yes 15 (46.87) Number of NSSI'inci- Of the yes group 047 (0.88)
mental health difficulties 17 (53.12) dents (mean, SD)
(n, %) ) ) ) Had a preparatory act Yes (n = 32) 9 (28.13)
Outpatient psy;h\atry 5(15.63) taken towards a suicide
(CPN, psychiatrist) attempt (n, %)
GP o 2(6.25) Number of preparatory ~ Of the yes group (n=9) 1.1 (0.37)
(Medication manage- acts taken towards
ment) a suicide attempt
Counselling/therapy 3(9.38) (mean, SD)
Addictions and alcohol 1(3.12)
groups
Current or past diagnosis* (n, %)
*Multiple options allowed ~ Mood disorder 27 (84.38) .
for this question Anxiety 12 (375) Appendix 7
Alcohol/substance 10 (31.25)
misuse
Attention-deficit hyper- 0 Table 11 Phase Il participants’ scores on the psychological
activity disorder measures
Conduct problems 6(18.75) Variable Subcategory All participants
Suicide history (n, %) (mean, SD)
5.1.1.10. Family history of suicide
) ) ESSI (n =32)
Family member has died  Yes 4(12.5)
by suicide Total 2141 (7.44)
Family member has Yes 10(31.25) INQ
attempted suicide Burdensomeness 33.28 (8.25)
5.1.1.11. Lifetime (n %) Thwarted belongingness 27.28 (7.66)
Has made a suicide Yes (n = 32) 27 (84.38) Entrapment scale
attempt External entrapment 20.72 (5.71)
a,jtinr:]%etg ?,;S:;gdgp) Of the yes group 9.06(23.98) Internal entrapment 2491 (7.04)
, R
Had an interrupted or Yes 19(59.38) COSRS ) o )
aborted suicide attempt Severity of suicidal Ideation 391 (1.69)
(n, %) Intensity of Ideation 20.63 (4.21)
Number of in_t(?rrupted Ofyes group (n = 31%%) 113(11.87) ESSI, Enrichd Social Support Scale; INQ, Interpersonal Needs Questionnaire; SCRS,
o;’taborie((J Su'c‘deSD) Suicide-Related Coping Scale; C-SSRS, Columbia Suicide Severity Rating Scale
attempts (mean,
Engaged in NSSI (n, %) Yes (n=32) 19 (59.38)
Number of NSSI (mean,  Of the yes group (n =32) 2.59(17.62)
SD)
Had a preparatory act Yes (n=32) 1
taken towards a suicide
attempt (n, %)
Number of preparatory ~ Of yes group (n =10**)  0.72 (25.31)
acts taken towards a
suicide attempt (mean,
SD)
5.1.1.12. Past 3 months
Has made a suicide Yes (n = 32) 30

attempt (n, %)
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Appendix 8 Appendix 9
Table 12 Phase Il participants’ scores on the psychological — Table 13 Progression criteria
measures
Variable Subcategory All participants SPI+TAU TAU only Criteria Indicator Method of Was this
(N=120) (N=80) (N=40) assessment achieved?
ESSI 1.Were hospital- Progressionto  Qualitative Yes
) based study be agreed in data collected  The target
Total social sus% 19.5 (6.4) 199(62)  189(67) procedures fea-  conjunction in SAFETEL number of
Ip\)ﬂgrt‘(me(jan, ) 3 3 3 sible to deliver  with Trial Steer-  intervention participants
issing data (n) and acceptable  ing Committee  provider focus  was achieved,
INQ to staff involved  (TSC)' based groups, and and all rel-
Burdensomeness  31.0(8.7) 304(85)  320(9.1) (hospital staff ~ on qualitative  clinical staff evant participant
(mean, SD) 5 5 0 onsite and study data captured  interviews, medical records
Missing data (n) staff d?Iivering)? around expe- a?alysed as part were obtai{ned
(E.g. referral, rienced and of the process ~ Feedback from
Thvvarted belong- 21.8(57) 21.9(57) 216(57) recruitment, potential barri-  evaluationand  stakeholders
ingness (mean, assessment, SP ers to delivery reported onto  indicate that this
sD) session delivery) ~ «No current bar- the TSC intervention is
Entrapment scale riers, or those Barriers acceptable within
External entrap-  23.9 (9.6) 235(94)  248(9.9) emerging, have identified,and  a hospital setting
ment (mean, SD) 1 1 0 been minor, changes made
Missing data (n) planned for,and  to study proto-
overcome in the col as a result
Internal entrap- 18.7 (6.2) 18.2 (6.0) 19.6 (6.6) past during the  will be reported
mgnlt (mean, SD) 1 1 0 course of the to TSC
Missing data (n) feasibility study  Given the small
SRCS - Some barriers  number of
Total (mean, SD)  37.9(11.8) 380(11.1)  378(132) but forwhich  participants
Missing data (n) 1 1 0 plans have been offering qualita-
) made/alterna-  tive feedback,
Internal coping 14.8 (5.7) 14.6 (5.4) 15.4 (6.4) tives prepared  value will be
(nje;n, SD) 1 1 0 - Barriers for placed on indi-
Missing data () which no vidual reports
External coping 176 (5.5) 18.0 (5.3) 16.9 (6.0) feasible plan of barriers, not
(mean, SD) 1 1 0 or alternative simply those
Missing data (n) can be offered/  barriers that
CSSR-S developed are frequently
L i reported by
Suicide ideation  3.8(1.4) 38(1.5) 38(1.3) different
(mean, SD) 3 1 2 participants
Missing data (n) . o
; i 2. Were study Progressionto  Qualitative data  Yes
Intensity of idea- 207 (4.4) 20644 21.0(47) procedures fea-  be agreed in collected in Participant
tion (mean, SD) 13 9 4 sible to deliver  conjunction SAFETEL study  interviewees
Missing data (n) and acceptable  with Trial Steer-  participant expressed that
ESSI, Enrichd Social Support Scale; INQ, Interpersonal Needs Questionnaire; SRCS, to participants ing Committee  interviews their involvement
Suicide-Related Coping Scale; CSSR-S, Columbia-Suicide Severity Rating Scale; (including (TSC) based (intervention in the study (in
D, standard deviation control arm)? on qualitative and control both arms) was
(E.g. recruitment,  data captured arms) analysed  both accept-
consent/infor- around expe- as part of able and flexible
mation given, rienced and the process to their needs.
assessment, potential barri-  evaluationand ~ No complaints
safety planning ~ ersto delivery  reportedonto  were made from
session, follow-  +No current bar- the TSC participants,
up phonecalls)  riers, or those Complaints and all adverse
emerging, have  made by events were
been minor, participants documented and
planned for,and or relevant reviewed

overcome in the
past during the
course of the
feasibility study
- Some barriers
but for which
plans have been

adverse events
will be recorded
and reported
ontoTSC

Given the small
number of
participants
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Criteria Indicator Method of Was this Criteria Indicator Method of Was this
assessment achieved? assessment achieved?

made/alterna-  offering qualita- 6. Was it feasible Adherence Feasibility of  Yes
tives prepared  tive feedback, to attain a rates attaining mini- Over 80% of
- Barriers for value will be minimum dose - Green: over mum dose participants
which no placed on indi- target required  80% % of par- engaged with the
feasible plan vidual reports to justify a full « Amber: ticipants who minimum dose
or alternative of barriers, not trial? 60-80% inclu-  completed criteria of this
can be offered/  simply those sive minimum dose  study. Therefore,

3. Was it feasible
to deliver Safety
Planin the
hospital?

4. Was it feasible
to deliver 1st fol-
low-up phone
call attempt
within 72 h?

5. Was the target
rate of recruit-
ment and reten-
tion achieved?
(Are appropriate
and effective
routes of recruit-
ment available to
achieve a pow-
ered sample size
inafull trial?)

developed

Feasibility of
intervention
delivery

- Green: > 90%
of Safety Plans
delivered at
hospital

« Amber:
60-90%

+ Red: < 60%
Was the
progression
criteria met?
- Green: > 90%
of first calls
made within 72
h of discharge
« Amber:
60-90%

+Red: < 60%

Actual recruit-
ment rate vs.
target Recruit-
ment rate

- Green: > 80%
of participants
- Amber:
60-80%

+ Red: < 60%

barriers that

are frequently
reported by
different partici-
pants

% of safety
plans delivered

Feasibility of
intervention
delivery
Research staff
attempted to
contact 95% of
participants in
the SPI +TAU
arm. Reasons
for not attempt-
ing contact for
the remaining
four partici-
pants were due
to participant
unavailability
or declining
the telephone
intervention.

In all cases, this
was established
during baseline
contact with
the participant

Actual recruit-
ment rate vs.
target recruit-
ment rate
Actual par-
ticipant recruit-
ment rate and
target recruit-
ment rate will
be measured to
support projec-
tion of a pow-
ered sample for
a full trial

97.5% (n =78)
of participants
allocated to the
SPI 4+ TAU arm
completed the
Safety Plan

91.3% of Tst
follow-up call
delivered within
72 h.

Additional
qualitative data
from SAFETEL
intervention
provider focus
groups, risk log,
changes to study
protocol identify-
ing barriers, and
facilitators to
implementation
reported to TSC

Yes

The recruitment
of 120 partici-
pants in Phase Il
was achieved

7.Was a target
rate of com-
pleted baseline
measures
achieved?

8. Are identified
barriers and
challenges to
implementa-
tion of and
adherence to
the intervention
planned for and
surmountable?

« Red: less than
60%

Completion of
core measures
- Green: more
than 90% data
completion

« Amber:
70-90% inclu-
sive

- Red: less than
70%

Progression to
be agreed in
conjunction
with Trial Steer-
ing Committee
based on quali-
tative data cap-
tured around
experienced
and potential
barriers to
implementa-
tion of and
adherence to
the intervention
beyond those
already cap-
tured in criteria
Tand 2.

participation
(ie.SP+1
follow-up call)

Completion of
core measures
« % of
participants
completed the
core guestion-
naires

« % of missing
data from
completed core
questionnaires

Process evalua-
tion report
SWOT analysis

the outcome of
these criteria is
‘green’

Yes

A total of 99.99%
of all study items
were completed
by Phase IlI
participants.
Therefore, the
outcome of this
criteria is‘green’

No major barriers
were identified

Green, very strong indication to proceed. Amber, medium indication to pro-
ceed. Discuss with TSC and proceed with identified plan to improve perfor-
mance on indicator in Phase Ill trial. Red, indication of doubt as to whether
to proceed. Discuss with TSC, and only proceed if other indicators are amber/
green, and there is a clear mitigating strategy
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