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A Randomized Controlled Trial to Assess
Feasibility and Acceptability of Telephone-
Based Psychosocial Interventions in
Individuals who Attempted Suicide
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ABSTRACT

Background: Brief contact interventions
such as telephone-based contacts appear
to be useful in individuals who attempted
suicide. Most studies of telephone-based
contacts in such individuals typically
consisted of frequent phone reminders for
adherence to treatment and seeking help
for mental health issues. Telephone-based
psychosocial interventions that incorporate
elements of supportive and problem-
solving strategies are of interest in Indian
settings due to their potential application
in mitigating the wide mental health gap.
Feasibility studies of telephone-based
psychosocial interventions could help
ascertain the difficulties that arise in the
implementation of such treatments.

Methods: A multicentric randomized
controlled trial (RCT) is currently underway
in general hospital settings in two Indian
cities to study the efficacy of telephone-
based psychosacial interventions in
individuals with a recent suicide attempt,

with routine telephone contacts (TCs)
serving as the comparator. Prior to that
RCT, this feasibility study was conducted to
assess the acceptability of the telephone-
based intervention and telephone contacts.
Feasibility was assessed using dropout
rates. Acceptability was assessed using
participant-rated Likert-based visual
analog scores from o to 10, with higher
scores indicating greater acceptability.

Results: Dropout rates and mean
acceptability scores for telephone-based
psychosocial interventions were 38.5% and
8.63,while those for TCs were 41.7% and
7.57, respectively.

Conclusions: Telephone-based psychosocial
interventions are feasible and acceptable in
individuals with a recent suicide attempt.

Keywords: Suicide attempt, telephone
interventions, brief contact, psychosocial,
suicide

Key Messages: Telephone-based
psychosacial interventions are feasible

and acceptable to implement in general
hospital settings in individuals with

a recent suicide attempt. Telephone-
based psychosacial interventions can
be evaluated for their role as additional
interventions, along with treatment as
usual, in individuals at risk of suicide.

ndividuals who attempt suicide do

not always seek help from mental

health services.! Their reasons in-
clude a perceived lack of need for men-
tal health care, fear of hospitalization,
financial difficulties, and stigma.>> These
low rates of utilization of mental health
service raise concerns due to increased
future risk of repeat attempts and death
due to suicide.

Depression and anxiety are the leading
causes of suicide-related burden world-
wide.# In India, mental illnesses and psy-
chosocial stressors have been associated
with suicide attempts.s Reviews of stud-
ies on suicide prevention and treatment
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have emphasized the need for biopsy-
chosocial interventions.® Individuals
with suicidal behaviors are, however, of-
ten difficult to engage in treatment.” Psy-
chological interventions that emphasize
early and sustained engagement could
reduce rates of suicidal behavior.®

Brief contact interventions that in-
volve regular, short duration, structured
contact through telephone calls, short
message services, or postcards have
shown promise in reducing suicide at-
tempts.® Telephone contacts (TCs) have
functioned as reminders to seek help for
mental health issues and have not ex-
plicitly delivered psychosocial interven-
tions.*® Individuals with recent self-harm
attempts have found contact interven-
tions like telephone calls to be “gestures
of caring,” indicating the usefulness of
such strategies." Telephone-based coun-
seling has also shown utility in condi-
tions like alcohol use disorders that in-
crease the risk of suicide attempts.>

Although the research from India
strongly supports the role of brief tele-
phone contact reminders in preventing
suicides, there is inadequate evidence
on the role of longer, telephone-based
psychosocial interventions.® Feasibil-
ity trials—by serving as preliminary
evaluations of such telephone inter-
ventions—could provide the necessary
corroboration. Feasibility trials are con-
ducted prior to main studies and help
shed light on the difficulties that could
occur during the conduct of those stud-
ies and the consequent implementation
issues in real-world settings.® Most fea-
sibility interventional trials achieve this
by using outcome measures like partici-
pant reported acceptability and dropout
rates.’

In this background, we report find-
ings from a randomized controlled tri-
al (RCT) that evaluated the feasibility
and acceptability of telephone-based
psychosocial interventions, along with
short-duration TCs as the comparator, in
individuals with recent suicide attempts.
This feasibility trial was performed prior
to the conduct of an ongoing RCT that
compares the efficacy of telephone-based
psychosocial interventions with routine
telephone reminders in individuals with
arecent suicide attempt. For the purpose
of this study, telephone interventions

and comparator were not the primary
interventions and only supplemented
treatment-as-usual.

Material and Methods

Objective: To assess the feasibility and
acceptability of telephone-based psycho-
social intervention (TBPI) in comparison
with routine TCs in individuals with a
recent suicide attempt, prior to the con-
duct of an ongoing RCT that is studying
the efficacy of these on suicidal behav-
iors. We used a randomized controlled
design for feasibility trials, according to
CONSORT guidelines extension to pilot
and feasibility trials. TBPI and TC were
intended to be additional interventions
and did not substitute the prescribed
mental health treatments (pharmaco-
therapy and/or psychotherapy) as usual
for the participants.

Rationale for this feasibility study:
There is a paucity of evidence on the
efficacy of telephone and other mo-
bile-based counseling and psychosocial
interventions in mental health and sui-
cide prevention in India.’s Hence, this
study was designed as part of a capaci-
ty-building exercise in implementation
research under the National Mental
Health Program.*

We deliberately avoided using treat-
ment as usual as a comparator group in
view of already existing evidence sup-
porting TC and the associated ethical
issues in denying any form of telephone
communications to study participants.®
The comparison would also provide in-
formation about the nature of telephone
communication that would be accept-
able.

In this context, this feasibility trial was
conducted prior to and independently as
part of the preparation for a larger RCT
that aimed to compare the efficacy of
telephone-based psychosocial interven-
tions with TCs on suicidal ideation in
individuals with a history of a suicide
attempt. That RCT is expected to be com-
pleted by September 2021. We received
approval from ethics review boards of St
John’s Medical college hospital, Bengal-
uru, and Atal Bihari Vajpayee Institute
of Medical Science & Dr R M L Hospi-
tal, New Delhi. We conducted the study
in accordance with the declaration of
Helsinki. The study is being funded by
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the Indian Council of Medical Research
(ICMR) as part of Capacity Building Proj-
ects for Implementation Research under
NMHP.

At least 12 participants were aimed to
be recruited per arm at the initial stage,
in line with the existing recommenda-
tions for feasibility studies.” This feasi-
bility study was conducted over a period
of 3-5 months from November 2018 till
March 2019.

Participants’ Eligibility
Criteria

Participants were individuals with a
recent suicide attempt in the last one
month at the time of screening. Partici-
pants speaking Hindi or English were in-
cluded in New Delhi, while participants
speaking Kannada, Hindi, Telugu, Tam-
il, or English were included in Bangalore.
We included those between the ages of
18-55 years and of both genders. We de-
liberately aimed to include most individ-
uals with recent suicide attempt as this
would render greater applicability of the
intervention. We excluded those with
active psychotic illness, as these individ-
uals may not be appropriate for our inter-
ventions and would also require specific
pharmacological interventions along
with intensive psychoeducation. Persons
with a history of substance abuse as per
Mini International Neuropsychiatric
Interview (M.I.N.I) version 6.0 were
excluded, as these individuals would
require specific psychological interven-
tions targeting motivation enhancement
and relapse prevention. Persons with
unstable medical illnesses were also ex-
cluded as they would require more inten-
sive individualized medical and mental
health treatments, preventing baseline
assessment. Persons with cognitive im-
pairment, either pre-existing or after the
suicide attempt, were also excluded as
they would require specialized and indi-
vidualized interventions.

Study Settings

This study was conducted in two gen-
eral hospitals in the metropolises of
Bangalore and New Delhi in India. Re-
search fellows identified and recruited
participants using hospital registers
in outpatient and inpatient psychiatry
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departments and internal medicine spe-
cialty settings. We also recruited from
emergency referrals. Participants were
recruited from all settings in order to
increase the application potential of
the intervention. At both sites, research
fellows consulted treating medical and
mental health teams about participants’
medical condition and psychiatric disor-
ders. Research fellows obtained written
informed consent from all participants
who met inclusion criteria.

Training of Study Personnel

STS, VSSV, VG, and NK with a postgradu-
ate degree in psychology were trained to
assess participants and deliver TBPI and
TC at each site. As part of their training,
the research fellows first observed mental
health specialists assessing and treating
individuals with suicide attempts. RPB
and PS who are experienced specialist
mental health professionals then trained
the research fellows in using recreations
of clinical scenarios. The research fellows
eventually evaluated participants and
delivered TBPI and TC under constant
supervision during the course of this
feasibility study. Their phone commu-
nications were audio-recorded in those
instances where the participants provid-
ed consent for the recording and were
assessed for the fidelity of TBPI and TC
using a structured checklist.

Overview of TBPI and TC

We intended to deliver a total of three
sessions of TBPIand TC, one session each
at weekly intervals, over a month. After
written informed consent, a research fel-
low would obtain a participant’s sociode-
mographic details and events leading to
a suicide attempt, including associated
psychosocial stressors. The participant’s
psychiatric diagnosis was recorded on
the basis of the clinical impression of the
treating mental health team, according
to ICD-10 diagnostic criteria.

After this evaluation, a different re-
search fellow would deliver a standard
baseline psychological intervention to all
participants. This intervention consisted
of information on the risk of repeat sui-
cide attempts, the need for treatment ad-
herence, and help-seeking avenues, simi-
lar to the large WHO multicenter trial.*
This intervention would also contain
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suggestions and discussion of specific
types of individualized problem solving
strategies derived from dialectical behav-
ior therapy worksheets.®® We developed
a menu of such strategies from which
participants would be provided appro-
priate strategies in accordance with their
socioeconomic status and cultural belief
systems.

The strategies were developed after an
extensive literature review and expert
discussions. A literature review showed
that in India, a significant proportion of
individuals who attempted suicide had
prominent psychosocial stressors.* Gen-
der-related personality variables have
been suggested as mediating factors in
suicide attempts.> In a record review of
individuals with suicide attempt treated
in an Indian general hospital setting, im-
pulsive suicide attempts were associated
with a greater degree of hopelessness
and stressors.* Following this literature
review, three experts from the field of
psychiatry and clinical psychology (the
first three authors) designed the problem
solving strategies, which were further re-
viewed by other experts and eventually
refined.

Telephone-Based
Psychosocial Intervention
(TBPI)

TBPI is a manualized intervention that
aimed to provide counseling by build-
ing upon the strategies suggested as
part of baseline intervention. The liter-
ature review showed that telephone in-
terventions with motivational support
increased follow-up with mental health
services in individuals presenting with
suicide attempts.*> Another study com-
pared telephone interventions that used
principles of empathy and reassurance
to treatment-as-usual in individuals
with a suicide attempt not later than
one month.> From this literature review,
TBPI was conceptualized as a manual-
ized psychosocial intervention that used
strategies derived from supportive, cog-
nitive behavior, as well as dialectical be-
havior schools of therapy.>

The first session of TBPI was to be de-
livered around 7-10 days after the base-
line intervention. This would consist of
an initial inquiry into the mental status,
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followed by encouraging the participant
to ventilate using reflective listening.
This would be followed by a discussion
on whether the participant was able to
implement the problem-solving strate-
gies that were suggested as part of base-
line interventions, along with counsel-
ing about other possible strategies. TBPI
would conclude with gentle reminders
for treatment adherence, avoidance of
substance use, and follow-up with men-
tal health services as indicated. Two oth-
er similar sessions would be delivered
around 14-17 days and 21-24 days after
the baseline intervention. All TBPI ses-
sions were intended to be of at least 12-15
minutes duration.

Telephone Contacts (TC)

TC consisted only of inquiry into mental
status along with gentle reminders for
treatment adherence, avoidance of sub-
stance use, and follow-up with mental
health services as indicated. All sessions
of TC were intended to be of 2-5 minutes
duration. No problem solving or any
other strategy was mentioned. TC was
intended as a shorter duration, manual-
ized comparator for TBPI. TC was simi-
larly delivered around 7-10 days, 14-17
days, and 2124 days after the baseline
interventions.

Study Design

We used a randomized controlled par-
allel-group study design to evaluate the
feasibility and acceptability of TBPI and
TC. Participants were randomly allo-
cated in a 1:1 ratio to either TBPI or TC,
using a simple, computerized random-
ization performed separately at each
site in blocks of ten. The randomization
sequence was derived by other study
personnel who were not involved in the
delivery or feasibility evaluation of TBPI
and TC (see Figure 1 for flow diagram).
Research fellows reminded all the par-
ticipants not to reveal the nature of their
telephone conversations during the eval-
uation process. TBPI and TC sessions
were delivered by the VSSV, and VG, who
delivered the baseline intervention. TBPI
and TC were evaluated for acceptability
by STS, and NK, who had performed ini-
tial participant evaluation and was blind
to whether participants had received TBPI
or TC. With respect to those participants
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FIGURE 1.
Flow Diagram of Trial

Eligible=56

reasons =13

Refused consent=15
Not recruited due to logistic

Randomized=28

N\

TBPI=15
Not contactable beforefirst phone call=1
Excluded before completion of all 3phone call
due to repeat suicide attempt=1
Allthree sessions completed=13

l

TC=13
Not contactable beforefirst phonecall =1
Allthree phone calls completed=12

TBPI
Did not answer phone calls for scheduling
evaluation=5
Available for evaluation=8

who did not have their own telephone
and were keen on being part of this trial,
we aimed to contact them to deliver the
intervention on the telephone number of
a caregiver identified by the participant.

Assessment of Feasibility
and Acceptability of TBPI

Research fellows assessed outcomes face
to face one month after the baseline in-
terventions. Published recommenda-
tions state that feasibility trials should
evaluate parameters that could impact
the successful conduct of the main trial
and should not evaluate the outcome of
interest of the main study.> In line with
this, we did not use suicidal ideation,
which is the primary outcome measure of
the ongoing RCT, for this feasibility trial.
We used dropout rates and acceptability
scores as parameters of assessment. We
deemed any participant who refused
evaluation for acceptability scores after
completing all the three sessions as a
dropout. We considered dropout rates
of <50% as adequate, in concordance
with published research.’® We assessed
acceptability using participant rated
scores on a Likert visual analog scale with
scores ranging from o to 10, similar to
other studies.” We considered scores >5
to represent greater acceptability.

We excluded participants who had a
repeat suicide attempt prior to comple-
tion of all sessions of TBPI and TC as

TC
Withdrew consent on receiving phone call=1
Did not answer phone calls for scheduling
evaluation=4
Available for evaluation=7

they needed more intensive psychiatric
care. We assessed the feasibility and ac-
ceptability of TBPI in comparison to TC
using SPSS version 16 with Mann-Whit-
ney U test and chi-square tests, wherever
appropriate, at 95% confidence intervals.

Safety Considerations

Both TBPI and TC were additional treat-
ments that supplemented standard treat-
ments as usual and encouraged adher-
ence to prescribed pharmacological and
psychological interventions. Research
fellows took the utmost precautions to
maintain confidentiality during recruit-
ment, assessments, and delivery of in-
terventions. Research fellows also noted
down the phone number of at least one
designated caregiver of the participant.
Although it was aimed to maintain confi-
dentiality at all times, in the event of the
participant expressing prominent suicid-
alideas or behaviors, the caregiver would
be informed to ensure that the partici-
pant receives urgent mental health care
in keeping with accepted clinical practice
guidelines. (This was mentioned in the
consent form also.) The participants con-
tinued to receive their existing mental
health treatments as indicated.

Results

Atotal of 28 participants were recruited be-
tween January 2019 and April 2019 at the
two sites. Table 1 shows participant details
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of age, gender, marital status, and type of
psychiatric diagnosis. There were no sig-
nificant differences between the TBPI and
TC groups with respect to age, number of
years of education, or gender, indicating
that both groups were comparable.

There were no significant differences
in dropout rates (TBPI = 38.5% for 5 drop-
outs out of 13 participants, TC = 41.7% for
5 dropouts of 12 participants, y = 0.027,
P =0.87) or acceptability scores (mean
TBPI score =8.63, SD =2.326, range:
4-10, mean TC score = 7.57, SD = 2.149,
range: 5-10; P=o0.29, Mann-Whitney
U: 19.5). There were no significant differ-
ences between participants who did not
drop out and those who dropped out
with respect to age or number of years of
education (age: Mann-Whitney U = 58.5,
P = 0.07; the number of years of educa-
tion: Mann-Whitney U = 12.0, P = 0.05)
or sex (y=0.449, P = 0.50). There were
no suicide attempts recorded in the par-
ticipants who did not drop out in both
TBPI and TC groups at one month after
the baseline intervention.

Discussion

The immediate period after an attempt-
ed suicide is a critical phase for mental
health interventions, due to an increased
risk of recurrence and reattempt.>® This
feasibility study demonstrated that
telephone-based interventions are feasi-
ble and acceptable as a part of a mental
health aftercare treatment package in in-
dividuals with a recent suicide attempt,
in Indian general hospital settings. This
study has also included a broad range of
individuals with respect to age, gender,
and psychiatric diagnoses and thus has
generalizable findings. However, while
dropout rates were within the expected
range, these high dropout rates do indi-
cate the difficulties in working with this
vulnerable population that characteristi-
cally has low rates of engagement with
mental health services.!

Periodic TCs in vulnerable individ-
uals have been associated with better
outcomes in comparison with routine
referrals to specialist mental health ser-
vices.*® However, there, TCs primarily
comprised inquiry into the mental sta-
tus of participants and reminders for
treatment adherence.® TBPI conceptu-
alized in this study includes additional
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TABLE1.

Profile of Participants Receiving TBPI and TC

Variable TBPI (n=15) TC(n=13) Significance

Age inyears Median =37 Median =30 P =0.28,Mann-
Whitney U =74.5

Number of years of Median =15 Median =15 P = 0.54,Mann-

education Whitney U =23
Gender Male/fe- 5/10 2/1 P=0.39,y=11197

male

Relationship status 8/7 9/4 P=10.46,%=0.738

Married/single

Common mental
disorders (depression,
anxiety, adjustment dis-
orders, dissociation) =11
Nil psychiatric diagno-
sis=4
Personality = o
Others=o0

Type of psychiatric
diagnosis

Inview of small
numbers, no tests
of significance were
performed

Common mental
disorders (depression,
anxiety, adjustment dis-
orders, dissociation) = 5
Nil psychiatric diagno-
sis=g
Personality =1
Others =2

TBPI: telephone-based psychosocial intervention, TC: telephone contact.

components of supportive therapy and
problem solving techniques. This is rel-
evant in view of Indian research demon-
strating high rates of psychosocial stress-
ors in suicide and the consequent need for
appropriate psychosocial interventions.*

The National Mental Health Survey
showed that the one-month prevalence of
high suicidal risk was 0.9%, and the treat-
ment gap for mental illnesses was 70%-
86%.* In this current scenario of COVID 19
pandemic, where telemedicine is import-
ant in ensuring the continued provision
of mental health care in the absence of
real-life access to psychiatric services, inter-
ventions like TBPI could provide addition-
al help to those at high risk of suicide.s

A large multisite study showed that
a combination of brief interventions,
including phone calls, significantly re-
duced suicide behaviors in individuals
at risk.3* Our findings demonstrate that
TBPI could be an option to explore in in-
dividuals with suicide attempt, as part of
a follow-up mental health care package
in addition to standard treatments.

It is to be noted that our findings are
from general hospitals in metropolitan
cities. As this was a study of feasibility
and acceptability, the sample size—al-
though small—was according to accept-
ed recommendations, and the study du-
ration was relatively short.>® Feasibility
studies help prospective researchers in
assessing the potential implementation
difficulties of the intervention under
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evaluation and the factors that can affect
the validity of the main study findings.
Feasibility studies are recommended
to have objectives different from those
of the main studies and usually assess
issues of uncertainty around the main
study. The outcome measures used in
this study were acceptability and drop-
out rates of interventions, which are in
line with recommendations of experts.”

In a RCT that compared immediate
and delayed mobile-phone-based psy-
chotherapy, immediate psychotherapy
showed a reduction in suicidal ideation
at six months.®* TBPI uses elements of
problem solving similar to therapies in
the aforementioned study.® A systemat-
ic review showed that it was possible to
engage vulnerable populations from all
settings using phone and web-based in-
terventions.’ Although evidence favors
frequent contacts with high-risk individ-
uals and the use of problem solving strat-
egiesin them, thereis a need for more rig-
orous studies to provide confirmation.s”
Studies from India have reported upon
the utility of crisis helplines in commu-
nity-based clinics in suicide prevention.
Telepsychiatry models of mental health
care appear to have an economic edge
over traditional models in India. In this
background, we infer that it is essen-
tial to go beyond feasibility studies and
evaluate the efficacy of telephone-based
psychosocial interventions in larger sam-
ple on outcomes like persistent suicidal
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ideation and behaviors that are associat-
ed with increased future suicide risk.

Conclusion

It is feasible to conduct studies on tele-
phone-based psychosocial interventions
and consider their use in individuals
with recent suicide attempts in Indian
settings. Telephone-based psychosocial
interventions and contacts in the imme-
diate aftermath of a suicide attempt are
acceptable to vulnerable individuals. We
are now continuing with the main RCT
to evaluate the efficacy of such interven-
tions on suicide behaviors.
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