
1 

 

Psychometric evaluation of the Suicide Ideation and Behavior Assessment Tool (SIBAT) 

using data from two phase 3 studies (120/130 characters with space) 

Dong Jing Fu1*, Ibrahim Turkoz1, Carol Jamieson1, Dennis A. Revicki2, Danielle Rodriguez2, 

Donald M. Bushnell2, Carla M. Canuso1  

1Janssen Research & Development, LLC, USA 

2Evidera, Bethesda, MD, USA 

*Presenting author  

 

Disclosures: DJF, IT, CJ and CMC are employees of Janssen Research & Development LLC and hold company 

stocks. DAR, DR and DMB are employees of Evidera and received research funding support from Janssen Research 

& Development LLC. 

 



2 

 

Abstract (487/500 words) 

Methodological question being addressed: Study purpose is to empirically assess the 

measurement properties of the Suicide Ideation and Behavior Assessment Tool (SIBAT).  

Introduction (AIM): Existing tools for suicide ideation and behavior (SIB) assessment do not 

include both patient-reported and clinician-reported measures, fail to provide an assessment for 

suicide risk and have limited utility as an efficacy measure, especially in detecting rapid changes; 

the SIBAT was developed to address these shortcomings. In this study, measurement properties 

of the SIBAT were evaluated using data from two recently completed registration studies of 

esketamine. 

Methods: Data for psychometric analyses were derived from two identically designed phase 3, 

randomized, double-blind, placebo-controlled, multicenter studies in patients with major 

depressive disorder having active suicidal ideation with intent (NCT03039192 [ASPIRE I] and 

NCT03097133 [ASPIRE II]). The studies used the SIBAT, which includes eight modules to 

systematically capture patient-reported (Modules 1-5) and clinician-reported (Modules 6-8) 

information to assess change in SIB over the course of the trials. Module 7 captures the 

clinician’s evaluation of frequency of suicidal thinking (FoST) and the revised Clinical Global 

Impressions (CGI) of current severity of suicidality (CGI-SS-r), imminent suicide risk (CGI-SR-

I) and long-term suicide risk (CGI-SR-LT). This report focused on these SIBAT Items: patient-

reported FoST from Module 5 and Clinician FoST, CGI-SS-r, and CGI-SR-I from Module 7. 

Convergent validity was assessed by correlating the SIBAT item scores with other clinician- and 

patient-reported measures (Montgomery-Åsberg Depression Rating Scale [MADRS] total score, 

MADRS Item 10, Quality-of-Life in Depression Scale [QLDS] total score and EuroQol-visual 

analogue scales [EQ-VAS]) using Spearman correlations at the 24-hour timepoint. Known group 

validity was determined by comparing SIBAT item scores among patient subgroups based on 
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symptom severity. Anchor-based analyses were undertaken to determine clinically meaningful 

change thresholds of the SIBAT item scores. Anchors were defined using clinically meaningful 

changes or responder status of the MADRS total score (6 to 11-point improvement) and the 

MADRS Item 10 (1-point improvement) at Day 8.  

Results: Pooled data set: 451 patients (ASPIRE I: n=224; ASPIRE II: n=227) had 40.1 years 

mean age. Approximately 90% of the study population were moderate-to-extremely suicidal per 

the CGI-SS-r. At 24-hour, the intercorrelations between SIBAT item scores were moderate-to-

large (r>0.30, p<0.0001). At 24-hour, the MADRS total score, MADRS Item 10 and QLDS total 

score showed moderate-to-large correlations (r≥0.30) and EQ-VAS had moderate correlations 

(r= −0.30 to −0.43) with the SIBAT item scores. For known group validity, the SIBAT item 

scores increased with severity on the MADRS total score assessment. At Day 8, the following 

SIBAT change scores corresponded to clinically meaningful improvements in MADRS total 

score and MADRS Item 10 score (SIBAT Patient-reported FoST [−1], Clinician-reported FoST 

[−1], CGI-SS-r [−1] and CGI-SR-I [−1]). 

Conclusion: Overall, these SIBAT items demonstrated acceptable psychometric properties, 

supporting their validity and responsiveness to change. Advantages compared to other scales 

include patient-reporting along with clinician-reporting as suitable measures to detect changes in 

SIB in clinical trials, including when the treatment under consideration is rapid-acting. 


