
C-CASA Classification System from the September 2010 Guidance for Industry/Suiciality: Prospective 
Assessment of Occurrence in Clinical Trials (US DHHS, FDA, CDER) 
UN Best Practices or Principles* Definition Assessment Comment 
  1 – Does not follow or conform 

to the Best Practice or Principle 
2 – Partially follows/conforms  
3 – Fully follows/conforms 

 

Conceptual basis    
 Concepts and terms clearly 

defined & documented, 
commonly understood, and 
widely acceptable 

2-3 Some definitions are ambiguous 
and could lead to mis-
classification of suicidal events 
(see “Definitions…” category 
below). 

 Classification structure & 
organization  clearly defined 

3  

 Component elements are logical 
and easily applied according to 
clear rules 

3  

 Type of structure (flat, 
hierarchical, multidimensional, 
combination of categorical and 
dimensional) 

The 9 C-CASA categories as 
defined in Appendix A of the 2010 
FDA Guidance appear to comprise 
a flat classification system. (If the 
C-SSRS is used as the clinical 
assessment instrument, then 
what might be considered the 
latent structure within the broad 
C-CASA categories would be 
hierarchical in reflection of the 
structure of the C-SSRS) 

 

Categories    
 Mutually exclusive, non-

overlapping 
3  

 Exhaustive Score depends on clinical If the C-SSRS is used as the clinical 



assessment instrument used to 
identify suicidality events and 
could range from 1 to 3.  

assessment instrument, then 
2010 C-CASA would not be 
compliant with this Best Practice 
as there are many clinically 
relevant combinations of suicide 
phenomena not identified by C-
SSRS (see D Sheehan et al, 2014). 

 Titles clearly articulate scope of 
each category 

3  

 Definitions which are clear & 
unambiguous & define the scope 
of each category 

2 1. Definition of suicide attempt 
assumes person understands 
what is a potentially self-injurious 
behavior. (see D Sheehan et al,  
2014) 
2. Definition of Preparatory 
Actions does not define 
“imminent,” nor does it include 
actions stopping short of an 
actual attempt. (see D Sheehan et 
al, 2014). However, since the 
definition is that “the individual 
takes steps to injure him- or 
herself” but is stopped by self or 
others…” the need to explicitly 
define “imminent” may not be an 
issue. 
3. Definition of passive ideation 
does not include thought or 
feeling that one would be “better 
off dead”  
4. Definition of non-suicidal self-
injurious behavior does not 
include religious rituals involving 
self-injury or SM behavior (see DS 



2014) 
 Categories can be accurately and 

consistently distinguished from 
one another 

3 Inter-rater reliability reported in 
Posner et al (2007) for 7 
categories (Suicide attempt, 
preparatory acts, suicidal 
ideation, self-injurious behavior 
without intent; and other/no 
deliberate self-harm 

 Avoids terminology deemed 
unacceptable or inappropriate (ie 
gesture, parasuicide, completed 
suicide, unsuccessful suicide 
attempt) 

3  

Practical Considerations    
 Allows for efficient coding of 

clinical data acquired with 
suitable rating scales into a 
database  

3  

 Has practical utility in intended 
setting of use (ie clinical trials,  
clinical practice, public health) 

3  

 Allows for “cross-talk” with other 
SIB classification systems 

2 Published guidelines on how to 
cross walk between 2010 C-CASA 
coding system and Self-Directed 
Violence Classification System 
(Matarazzo et al, 2013) – but no 
guidelines for cross walk with 
other systems. 

Validation    
 Shown to correctly classify 

potential suicide-related clinical 
phenomena/events with minimal 
rates of mis-classification (ie false 
positives & false negatives).  

3 Reliability results published in 
Posner et al (2007) 



 Users trust the statistics and 
analyses based on the 
classification system. 

2 Endorsed by the FDA and widely 
used in coding and analysis of SIB 
data from clinical trials submitted 
to the FDA until replaced in 2012 
by the “expanded C-CASA.” 

 Provides guidelines for coding and 
output of data collected using it 

2 Appendix B of the 2010 FDA 
Guidance (“Suicidality Data 
Coding Form”) shows how events 
should be coded at the time of 
assessment with a prospective 
suicidality assessment instrument: 
“…this coding summary form is 
intended to summarize the 
pertinent data for subsequent 
meta-analyses.” 

Cultural Aspects    
 Able to be used across different 

cultures 
3  

 Culturally neutral terminology TBD  
    
Instructions & Training Materials    
 Provides instructions on effective 

use of the system, guidance and 
training materials 

3  

Summary of Strengths The 2010 C-CASA classification system is intuitively appealing and straightforward, uses terms and concepts 
that are generally well understood and accepted by clinicians, has a flat (agnostic) organizational structure 
and is comprised of broadly defined domains and categories that are able to aggregate sufficient data to 
allow meaningful meta-analyses. 

Summary of Weaknesses & Gaps The Achilles’ heel of the 2010 C-CASA is the clinical instrument used to obtain patient data on suicidality 
events that are then coded using the 5 prospective C-CASA codes (listed below). The clinical data obtained 
for coding with the 2010 C-CASA system will be constrained by the limitations of the clinical assessment 
instrument that is used. If the C-SSRS is used (as recommended by the FDA in the 2010 and 2012 
Guidances), the full range of possible suicidal events may not be captured and there may be a risk of 
misclassification of events related to the use of ambiguous definitions of suicidal terms and phenomena 



(see D Sheehan et al 2014). Official guidance from the FDA on the analysis of the data coded using C-CASA 
(ie table structure, analysis models, etc) also has not yet appeared. 

References  
Matarazzo BB, Clemans TA, Silverman MM, Brenner LA. The Self-directed Violence Classification 
System and the Columbia Classification Algorithm for Suicide Assessment: A crosswalk. Suicide Life 
Threat Behav. 2013;43(3):235-249. 
 
Posner K, Oquendo MA, Gould M, et al: Columbia Classification Algorithm of Suicide Assessment (C-
CASA): classification of suicidal events in the FDA’s pediatric suicidal risk analysis of antidepressants. 
Am J Psychiatry. 2007;164:1035-1043. 

 
Sheehan D, Giddens JM, Sheehan DV. Current assessment and classification of suicidal phenomena 
using the FDA 2012 draft guidance document on suicide assessment: A review. Innovations in 
Clinical Neuroscience. 2014; 11(9-10), 54-65.  
 
*United Nations, Department of Economic and Social Affairs, Statistics Division. Best Practice 
Guidelines for Developing International Statistical Classifications. Report from expert group meeting 
held New York on May 13-15, 2013. 
http://unstats.un.org/unsd/class/intercop/expertgroup/2013/AC267-5.PDF. Accessed August 9, 
2016.  

United States Food and Drug Administration, Food and Drug Administration Center for Drug 
Evaluation and Research. Guidance for Industry: Suicidality: Prospective Assessment of Occurrence 
in Clinical Trials: Draft. Sept 2010. 

Prepared for the ISCTM Nomenclature & Classification Working Group by:     Phil Chappell, Suresh Durgam, Rob Goldman, Susan Kozauer, Shane 
McInerney, Leonardo Tondo 

 
 

http://unstats.un.org/unsd/class/intercop/expertgroup/2013/AC267-5.PDF

