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ABSTRACT

Objective: Examine the ability of
baseline electronic Columbia—Suicide
Severity Rating Scale lifetime suicidal
ideation and behavior categories to
predict prospective reports of
suicidal behavior in psychiatric and
non-psychiatric research
participants.

Design: Meta-analysis of 74,406
eC-SSRS assessments completed
between September 2009 and
December 2012.

Setting: Thirty-three clinical
research studies that used the
electronic Columbia—Suicide Severity
Rating Scale to assess suicidal
ideation and behavior at baseline and
prospectively during follow-up visits.

Participants: Records from 6,760
patients with psychiatric disorders
(opioid dependence, generalized
anxiety, major depressive, and
posttraumatic stress disorders) and

2,077 nonpsychiatric disorder
patients (chronic obstructive
pulmonary disease, epilepsy,
fibromyalgia, human
immunodeficiency virus, insomnia,
multiple sclerosis, osteoarthritis,
pain/back pain, Parkinson’s disease,
restless leg syndrome) were
analyzed.

Measurements: Electronic
Columbia—Suicide Severity Rating
Scale assessment of lifetime suicidal
ideation (5 severity levels) and
suicidal behavior (4 types) at
baseline and prospectively reported
suicidal behavior during study
participation.

Results: Increasingly more severe
lifetime suicidal ideation at baseline
was associated with a progressively
greater likelihood of prospectively
reported suicidal behavior during
study participation. Intent to act on
suicidal ideation was most predictive
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of reports of suicidal behavior.
Reports of lifetime suicidal behaviors
at baseline also predicted
subsequent suicidal behavior, and
multiple lifetime behaviors
monotonically increased prospective
risk of suicidal behavior. Baseline
suicidal ideation and behavior
predicted future suicidal behavior in
both psychiatric and non-psychiatric
trials.

Conclusions: Lifetime reports of
suicidal ideation and/or behavior at
baseline significantly increased risk
of prospectively reporting suicidal
behavior during research trial
participation in both psychiatric and
nonpsychiatric patients. Lifetime
prevalence of suicidal ideation and
behavior is higher among psychiatric
patients, but also presents a safety
concern among nonpsychiatric
patients when reported.

INTRODUCTION

Suicide is the major preventable
mortality of psychiatric disorders.!
Many who commit suicide have seen
primary care or mental health
specialists shortly before their
deaths.” Recognition of risk is a
prerequisite for medical intervention
to prevent suicide attempts and
manage subsequent risk.

Evaluation of risk conventionally
rests with clinicians caring for
patients. In suicide risk assessment,
as with any human endeavor,
variability in assessment ability is
inevitable. Differences in aptitude,
training, skill, experience, time
pressure, fatigue, illness, beliefs, and
biases are among factors affecting
reliability and accuracy of clinician
assessment.

In a study of “sources of
unreliability in depression ratings”
with the Hamilton Depression Rating
Scale (HDRS), 92 percent of
variance was attributable to raters
and eight percent to respondents.?
Another study provided and
evaluated HDRS training for 31
raters from 15 United States clinical
trial sites.* After training and three
rating trials, seven percent of raters
could not qualify. After rating in

trials for one year, 42 percent of
qualified raters were no longer
qualified.

The common misconception that
asking about suicide might evoke it
can lead to critical assessment
omissions.” Worry about managing
identified suicide risk may also inhibit
thorough interviewing.® Sensitivity of
patients and professionals regarding
suicide stigma may dampen inquiry
and response. Candor with sensitive
subjects is often compromised.
Catholic confessionals have a screen
between priest and penitent while
analysts sit at the head of the couch.
Both arrangements reduce eye
contact to facilitate difficult
disclosures. As Isaac Marks observed
more broadly, “Fear of two staring
eyes is widespread throughout the
animal kingdom.””

Long ago it was recognized that
indirect assessment of suicide risk
factors had greater sensitivity than
direct assessment,® an observation
confirmed repeatedly.’'* Despite
these observations, there is no doubt
that the clinician’s role in suicide risk
assessment and management is
essential and pivotal. Only clinicians
can implement the range of
treatments and caring that reduce
suicides.

The best suicide risk assessment
comes from combining systematic
indirect interviewing of demonstrated
prospective value with astute follow-
up by clinicians. The electronic
Columbia-Suicide Severity Rating
Scale (eC-SSRS) is a fully-structured,
computer-administered, clinical
interview designed to systematically
query patients regarding past and
current suicidal ideation and behavior
(SIB) in complete adherence to the
clinical conventions of the Columbia-
Suicide Severity Rating Scale (C-
SSRS).” The psychometric
characteristics of the patient-
reported eC-SSRS have been
assessed in multiple contexts. It has
demonstrated convergent validity
with the clinician-based C-SSRS
when both were administered.” The
eC-SSRS has also been shown to
improve patient candor regarding SIB

in epilepsy patients.?

From clinical and validation
perspectives, it is also critically
important to demonstrate that
ideation and behavior ratings at one
point predict ideation and behavior at
a future time. However, this is
difficult to accomplish with data from
a single trial where base rates of
ideation and behavior are low. We
conducted a meta-analysis of over
35,000 eC-SSRS assessments
accumulated from clinical trials
conducted between 2009 and 2011.
Summary indices of lifetime ideation
and behavior predicted suicidal
behaviors in short-term follow-up and
in an additive fashion. Having both
lifetime history of ideation and
behavior more strongly predicted
future behavior than either alone.™

The previous studies provide
compelling initial evidence
supporting the psychometric
characteristics of the eC-SSRS.
However, open questions remain
regarding the performance of the eC-
SSRS. For example, although
commonly used in psychiatric
populations, it is unclear if the
instrument predicts future behavior
in nonpsychiatric populations.
Additionally, although summary
indices of ideation and behavior
predict subsequent behavior, it is not
clear that different severity levels of
ideation and behavior have predictive
value. We would expect more severe
ideation and greater numbers of
behaviors to predict subsequent
behavior more robustly.

The present study expands on the
prior findings by 1) examining
generalizability of the prior findings
to studies involving non-psychiatric
patients and 2) drilling deeper into
the specific ideation and behavior
items assessed by the eC-SSRS to
evaluate their independent predictive
relationships with prospective risk of
reporting suicidal behavior during
study participation.

METHODS

The initial anonymized, pooled
dataset for this meta-analysis
included 74,884 eC-SSRS
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assessments initiated since
September 2009. Incomplete eC-
SSRS assessments, records created
during system testing, and records
from four studies with 10 or fewer
completed assessments were
excluded from further consideration,
yielding a dataset of 74,406 records
(99.4% of all extracted records).

A previous publication that
examined the ability of summary eC-
SSRS scores to predict future
ideation and behavior included
35,224 (47%) of these records. They
are also included here, as the goals of
this study are different from the
initial study: the focus in this paper is
on the prediction of future ideation
and behavior by individual eC-SSRS
items, rather than the summary
scores, and both psychiatric and
nonpsychiatric samples are
evaluated.”

Of the remaining 74,406 eC-SSRS
assessments, 5,299 were baseline
assessments not associated with
subsequent prospective monitoring of
SIB and 14,651 records were from
prospective monitoring of SIB not
associated with a prior baseline
assessment of lifetime SIB. These
records were also excluded from
further analyses since they provide
no information regarding predictive
associations between baseline
assessment of lifetime SIB and
subsequent risk of prospectively
reporting suicidal behavior during
research participation.

The remaining 54,456 eC-SSRS
assessment records (41% of these
records were included in the 2013
publication) were retained for
analysis using SPSS (V 20; IBM
Corporation, Armonk, New York).
Each record linked to a unique
patient ID, study ID, treatment
indication, assessment type (baseline
of lifetime SIB or prospective
assessment since last contact), date,
and patient responses to the eC-SSRS
queries. No patient demographic,
treatment blind, or personally
identifying information was available
in the anonymized, pooled dataset.
The final dataset included 8,837
unique patients.

Studies were classified as
representing psychiatric or
nonpsychiatric patients based on the
treatment indication of the study.
Treatment indications of opioid
dependence, generalized anxiety
disorder, major depressive disorder,
and posttraumatic stress disorder
were categorized as psychiatric
studies; nonpsychiatric treatment
indications included chronic
obstructive pulmonary disease,
epilepsy, fibromyalgia, human
immunodeficiency virus, insomnia,
multiple sclerosis, osteoarthritis,
pain/back pain, Parkinson’s disease,
and restless leg syndrome.

Baseline eC-SSRS assessments
were used to characterize each
patient with respect to the greatest
lifetime suicidal ideation severity and
prior experiences of suicidal
behaviors (e.g., actual, interrupted,
and/or aborted suicide attempts or
behavior preparatory to an attempt).
Each patient was characterized as
lifetime SIB status of 1) no lifetime
suicidal ideation with intent to act
and no prior suicidal behavior (i.e.,
“None”); 2) prior suicidal ideation
with intent to act, but no suicidal
behavior (i.e., “Ideation only™); 3) no
prior suicidal ideation with intent to
act, but reported prior suicidal
behavior (i.e., “Behavior only™); or 4)
both suicidal ideation with intent to
act and previous suicidal behavior
(i.e., “Both™).

Prospective eC-SSRS reports of
SIB during study participation were
also used to classify each patient’s
suicidal ideation and behavior as
“Negative” or “Positive.” These
assessments were completed at each
study visit, and raters asked patients
about ideation and behavior since the
last assessment. Therefore, the
assessed time frame does not overlap
with the lifetime assessment.
Patients who prospectively reported
active ideation with a method and
intent to act (with or without a
specific plan) at any visit were
categorized as “Positive” for suicidal
ideation. Patients reporting any
suicidal behavior during study
participation, at any visit, were

classified as “Positive” for suicidal
behavior.

Relative risk of prospectively
reporting suicidal ideation and
behavior during study participation
among patients reporting lifetime SIB
of “Ideation only,” “Behavior only,” or
“Both” was computed using Mantel-
Haenszel methods; the lifetime SIB
group of “None” served as the
reference risk group. An analysis
predicting future behavior was also
conducted by Mundt et al. in 2013%
using a subset (47%) of the data
included in the current analysis.
Analyses using only data that were
not included in the earlier paper®
replicated results from analyses of
the full dataset and are not
presented here. More detailed
analyses of prospective risk
associated with each level of baseline
suicidal ideation severity (e.g.,
“Passive ideation,” “Active ideation
without method,” “Active ideation
with method but no intent,” “Active
ideation with method and intent but
no plan,” “Active ideation with
method, intent, and plan”) as well as
risks associated with baseline reports
of individual and multiple lifetime
behaviors were also evaluated.

RESULTS

Of the 54,456 eC-SSRS
assessments analyzed, 8,837 were
baseline and 45,619 were prospective
follow-up assessments. Of the 8 837
baseline assessments of lifetime SIB,
6,760 were from patients
participating in psychiatric studies
and 2,077 were from patients
participating in nonpsychiatric
studies. On average, patients
participating in psychiatric studies
had more prospective follow-up visits
(mean [M]=5.63; standard deviation
[SD]=2.85) than patients in
nonpsychiatric studies (M=3.63;
SD=2.34; £(8,835)=29.18, p<0.001);
however, the follow-up period from
baseline to final follow-up assessment
tended to be shorter for psychiatric
studies (M=72.33; SD=67.03 days)
than for nonpsychiatric studies
(M=97.81; SD=89.07 days; t(8,835)=
-13.95, p<0.001).
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Using the baseline eC-SSRS
assessments, 73.5 percent of the
psychiatric patients were classified
as never experiencing suicidal
ideation with intent to act or any
prior suicidal behaviors, 2.3 percent
were classified as experiencing
ideation with intent to act but no
prior behaviors, 12.7 percent
reported prior suicidal behavior
without ideation, and 11.5 percent
reported both. As expected, these
percentages of most severe lifetime
ideation were significantly different
than the corresponding
classifications of nonpsychiatric
patients, which were 95.5 percent,
0.6 percent, 2.3 percent, and 1.7
percent, respectively (chi-
squared(3)=578.0, p<0.001). The
numbers of patients classified as
negative or positive with respect to
SIB during study participation, based
on prospective eC-SSRS follow-up
assessments and broken out by study
type, are shown in Table 1. None of
the nonpsychiatric study participants
reported severe ideation with an
intent to act during the prospective
monitoring period, but 11 reported
some type of suicidal behavior.

To further evaluate the extent to
which lifetime SIB reported at
baseline predicts prospectively
reported SIB, the comparative risk
associated with each level of
ideational severity was examined and
is presented in Table 2. Similarly, the
comparative risk associated with
baseline reports for each type of
suicidal behavior assessed (e.g.,
actual suicide attempts, interrupted
suicide attempts, aborted suicide
attempts, preparatory behavior for
making an attempt), as well as that
associated with multiple lifetime
behaviors are shown in Tables 3 and 4.

Of the 8,837 unique subjects,
8,059 (96.1%) did NOT report
nonsuicidal self-injurious behavior
(NSSIB) at baseline and 328 (3.9%)
did. Of the 8,059 who did not, 294
(3.6%) went on to prospectively
report a suicidal behavior compared
to 7,765 (96.56%) who did not. Of the
328 subjects who did report NSSIB at
baseline, 24 (7.3%) subsequently

reported prospective suicidal
behavior, whereas 304 (92.7%) did
not. The common odds ratio for
prospectively reporting suicidal
behavior during trial participation for
those reporting NSSIB at baseline
compared to those that did not was
2.085 (95% confidence interval [CI]
1.354-3.210), p=0.001.

Of the 8,059 who did not report
NSSIB as baseline, 100 (1.2%) went
on to prospectively report suicidal
ideation with intent to act compared
to 7,959 (98.8%) who did not. Of the
328 subjects who did report NSSIB at
baseline, 1 (0.3%) subsequently
reported prospective suicidal
ideation with intent, whereas 327
(99.7%) did not. The common odds
ratio for prospectively reporting
suicidal ideation with intent to act
during trial participation for those
reporting NSSIB at baseline
compared to those that did not was
0.243 (95% CI 0.034-1.750), p=0.16.

DISCUSSION

Concern regarding suicide risk
associated with medication prompted
the United States Food and Drug
Administration to draft guidance
recommending prospective
assessment of SIB.">'" The primary
aims of the guidance were to
facilitate timely recognition and
management of patients
experiencing suicidal ideation and
behavior and to provide risk data
associated with certain medications
to guide clinical expectations after
the medications are marketed. The
eC-SSRS addresses these aims and
provides clinical investigators
meaningful predictive information
regarding the potential for
prospective reporting of SIB during
study participation.

Increased risk of emergent
suicidal behavior associated with the
medical history of psychiatric
patients has been recognized for
many years'®!” and has been shown
to be an important factor in prior
analysis of eC-SSRS data.” The
current study extends these findings
to nonpsychiatric treatment
indications and study participants.

The prevalence of SIB in psychiatric
patient populations is much greater
than nonpsychiatric patients, but
these analyses demonstrate that life-
threatening suicidal thoughts and
behaviors do occur in nonpsychiatric
study participants and should be
prospectively monitored to increase
patient safety. Although no
prospective severe suicidal ideation
with intention to act was reported in
the nonpsychiatric participant group,
reports of lifetime ideation were
present at baseline, and some of
these patients reported suicidal
behavior in the prospective
assessments. Importantly, these
analyses also show that lifetime SIB,
when present in nonpsychiatric
patients, does forecast risk of
emergent suicidal behavior during
trial participation. There is also an
increase in prospective suicidal
behaviors (but not ideation with
intent to act) in individuals with
lifetime NSSIB.

The finer-grained analyses of
varying severities of lifetime suicidal
ideations and the specific types and
number of lifetime suicidal behaviors
found that each level of ideational
severity and each type of suicidal
behavior contributes to the likelihood
of suicidal behavior being reported
during subsequent trial participation.
It is particularly interesting that the
risk of emergent suicidal behavior—
and, to a lesser degree, ideation—
during trial participation rises
monotonically as a function of
increasing severity of lifetime
suicidal ideation as well as the
number of different lifetime
behaviors reported. A notable feature
of computer-automated clinical
interviews like the eC-SSRS, aside
from improved self-disclosure, is that
they ensure every question is asked
in a consistent manner, answered by
the patient, and documented for
review, referral, and analysis. The
resulting assessments are available to
site staff in near real-time to
facilitate further evaluation of patient
safety, if needed, and are easily
transferred to electronic databases.
Such data, stored in consistent
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TABLE 1. Prospective reports of SIB during study participation (negative or positive) based on study type (psychiatric or nonpsychiatric) and
lifetime SIB assessed at baseline.

PSYCHIATRIC STUDY PARTICIPANTS NONPSYCHIATRIC STUDY PARTICIPANTS

BASELINE
LIRFIIEEI?I'?I\llRII-Er ES?B Prospective Behavior Prospective Behavior
Negative Positive OR (95% Cl)* Negative Positive OR (95% Cl)*
None 4,864 103 - 1,976 7 -
Ideation Only 142 14 4.66 (2.6-8.3) *** 12 0 =
Behavior Only 769 92 5.65 (4.2-7.6) *** 45 2 12.55 (2.5-62.1) **
Both 648 128 9.33 (7.1-12.3) *** 33 2 17.11 (3.4-85.5) ***
BASELINE Prospective Ideation Prospective Ideation
REPORTED
LIFETIME SIB Negative Positive OR (95% Cl)* Negative Positive OR (95% Cl)*
None 4,934 33 == 1,983 0 =
Ideation Only 140 16 17.09 (9.2-31.8)*** 12 0 -
Behavior Only 841 20 3.56 (2.0-6.2)*** 47 0 =
Both 730 46 9.42 (6.0-14.8)*** 35 0 -

* Within each participant category, patients reporting no lifetime suicidal ideation with an intention to act or any prior suicidal behaviors
provide the reference group for computing the common odds ratio and confidence intervals.

** p<0.01

=% p<0.001

SIB: suicidal ideation and behavior

formats, can easily be merged with
data from other studies and used to
monitor the risks and/or benefits of
different medications regarding SIB.

Several limitations of these
analyses should be noted. First,
these data reflect lifetime
assessment of SIB at baseline and do
not address how recent or temporally
distant the reported thoughts and
events were from the prospectively
reported behaviors. Nonetheless,
these lifetime ideations and

behaviors are clearly important
factors influencing the risk of
prospective suicidal behaviors. If
anything, assessment of more recent
ideation and behavior should
increase the predictive value of the
scale, due to its closer proximity to
the follow-up assessments. A recent
revision of the eC-SSRS now assesses
the recency of SIB at baseline in
addition to obtaining the lifetime
data analyzed in this paper. Second,
the analyses of prospectively

reported SIB were strictly based on
self-report to the eC-SSRS and were
not necessarily confirmed by
subsequent clinician follow-up.
Ideally, validation would be
accomplished through the
comparison of the eC-SSRS to other
measures."” However, the eC-SSRS
measures completed at baseline and
during the subsequent visits
examined different periods of time
and, therefore, provide supporting
evidence for the lifetime risk
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TABLE 2. Negative and positive prospective reports of SIB during study participation based on study type and most severe lifetime suicidal
ideation reported at baseline.

PSYCHIATRIC STUDY PARTICIPANTS NONPSYCHIATRIC STUDY PARTICIPANTS
BASELINE REPORTED ; , : ,
LIFETIVE SIB Prospective Behavior Prospective Behavior

Negative Positive OR (95% Cl)* Negative Positive OR (95% Cl)*
No suicidal ideation 3,150 34 - 1,768 5 -
Passive ideation 1,282 69 499 (3.3-7.6) **** 139 1 2.54 (0.3-21.9) ns
Active ideation, no 536 39 5.53 (3.4-9.0) ** 67 0 .
method
Active ideation, method, _ . v .
no intent 665 60 8.36 (5.4-12.8) 47 3 22.57 (5.2-97.2)
Active ideation, method, 468 77 15.24 (10.1-23.1)** 36 0 -
intent, no plan
e 320 65 18.70 (12.2-28.8) ** 9 2 78.58 (13.4-459.4)**
intent, and plan

Prospective |deation Prospective |deation
BASELINE REPORTED
LIFETIME SIB

Negative Positive OR (95% Cl)* Negative Positive OR (95% Cl)*
No suicidal ideation 3,181 3 = 1,773 0 =
Passive ideation 1,333 18 14.32 (4.2-48.7)** 140 0 -
Active ideation, no 556 12 2289 (6.4-81.4)** 67 0 -
method
Active ideation, method, . . .
no intent 705 20 30.08 (8.9-101.5) 50 0
Active ideation, method, | o _
intent, no plan 508 37 77.23 (23.7-251.4) 36 0
Active ideation, method, 362 25 73.23 (22.0-243.7)** 1 0 -
intent, and plan

* Patients reporting no lifetime suicidal ideation served as the reference group for computing odds ratio and confidence intervals.

ns p>0.05
** p<0.001

SIB: suicidal ideation and behavior
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TABLE 3. Negative and positive prospective reports of SIB during study participation based on study type and type of prior suicidal behaviors
reported at baseline.

PSYCHIATRIC STUDY PARTICIPANTS NONPSYCHIATRIC STUDY PARTICIPANTS

BASELINE REPORTED . ; : ,
LIFETIME SIB Prospective Behavior Prospective Behavior

Negative Positive OR (95% CI)* Negative Positive OR (95% CI)*
No actual suicide 5.464 187 _ 2,007 10 _
attempts
Actual suicide attempt 959 150 457 (3.6-5.7) ** 39 1 5.20 (0.7-41.6) ns
No interrupted suicide 5,792 210 2,031 8
attempt
Interrupted suicide oo o L o
attempt 631 127 5.55 (4.4-7.0) 35 3 21.76 (5.5-85.5)
No aborted suicide
attempt 5,576 190 -- 2,020 8 -
Aborted suicide attempt 847 147 5.09 (4.1-6.4) ** 46 3 16.47 (4.2-64.1)**
No preparatory behavior 6,105 260 _ 2,055 8 _
for an attempt
PrEREIELOL DERIEr DT | g 77 5.69 (4.3-7.5) ** 11 3 70.06 (16.4-299.6)**
an attempt

Prospective Ideation Prospective Ideation
BASELINE REPORTED
LIFETIME SIB : » : "

Negative Positive OR (95% ClI) Negative Positive OR (95% Cl)
No actual suicide
attempts 5,583 68 == 2,037 0 =
Actual suicide attempt 1,062 47 3.63 (2.5-5.3) ** 40 0 -
No interrupted suicide _ _
attempt 5,924 78 3,039 0
Interrupted suicide 791 37 3.90 (2.6-5.8)** 38 0 -
attempt
No aborted suicide 5,695 71 _ 2,028 0 _
attempt
Aborted suicide attempt 950 44 3.72 (2.5-5.4)** 49 0 -
No preparatory behavior _ _
for an attempt et 5 e U
Preparatory behavior for Qo) kx _
an attempt 368 27 5.23 (3.3-8.2) 14 0

* Common odds ratios were computed using patients not reporting that type of behavior as the reference group for computing the common
odds ratio and confidence interval.

ns p>0.05

** p<0.001

SIB: suicidal ideation and behavior
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TABLE 4. Negative and positive prospective reports of SIB during study participation based on study type and number of lifetime suicidal
behaviors reported at baseline.

PSYCHIATRIC STUDY PARTICIPANTS

NONPSYCHIATRIC STUDY PARTICIPANTS

BASELINE REPORTED . ; : :
LIFETIVE SIB Prospective Behavior Prospective Behavior
Negative Positive OR (95% CI)* Negative Positive OR (95% CI)*
No suicidal behaviors 5,006 117 -- 1,988 7 --
One lifetime behavior 600 57 4.07 (2.9-5.6) **** 41 1 6.93 (0.8-57.6) ns
Two lifetime behaviors 401 72 7.68 (5.6-10.5) **** 24 1 11.83 (1.4-99.9) **
Three lifetime behaviors 311 64 8.81 (6.4-12.2) **** 10 1 28.40 (3.2-252.6) ***
Four lifetime behaviors 105 27 11.00 (6.9-17.4) **** 3 1 94.67 (8.7-1024.6)****
Prospective Ideation Prospective Ideation
BASELINE REPORTED
LIFETIME SIB : » . i
Negative Positive OR (95% CI)* Negative Positive OR (95% Cl)*
No suicidal behaviors 5,074 49 = 1,995 0 =
One lifetime behavior 638 19 3.08 (1.8-5.3)**** 42 0 -
Two lifetime behaviors 458 15 3.39 (1.9-6.1)**** 25 0 =
Three lifetime behaviors 353 22 6.45 (3.9-10.8)**** 11 0 -
Four lifetime behaviors 122 10 8.49 (4.2-17.2)**** 4 0 =

* Common odds ratios were computed using patients reporting no prior suicidal behaviors served as the reference group.

ns p>0.05
** p<0.05

5% ne0.01
%% 0,001

SIB: suicidal ideation and behavior

assessment. In addition, the analyses
conducted simply evaluated the
presence or absence of reported SIB
at any time during study
participation report, and did not
evaluate the extent to which SIB may
have escalated or diminished from
one follow-up visit to the next.
Finally, the data extracted for these
analyses cannot address potential
differences between specific
medications or treatment conditions,
since no treatment blind information

is stored in the anonymized dataset.
Accurate assessment of SIB is
essential in clinical trials and clinical
practice. The eC-SSRS improves
upon previous SIB assessment
methods by directly capturing
patient reports of thoughts and
behaviors through a computer
interview. This approach avoids error
and bias that may be present when
clinicians interview patients.
Additionally, the electronic nature of
the assessment allows for efficient,

standardized collection and
processing of information. Any
assessment developed to measure
SIB must demonstrate adequate
psychometric characteristics. The
current study adds to a growing
evidence base supporting the
reliability and validity of the eC-SSRS
across patient populations and
clinical contexts. These results
reinforce prior findings that lifetime
SIB risk predicts future suicidal
behavior, and that the eC-SSRS is a
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valuable tool for enhancing patient
safety.
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