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TABLE 1
% of trials conducted in Therapeutic 

Area

None 1-10 trials
11-25 
trials

> 25 trials

Affective disorders 32.1% 49.1% 10.8% 8.0%

Schizophrenia / Schizoaffective 
disorder

40.8% 46.0% 8.9% 4.2%

Neurodegenerative ( e.g., 
Alzheimer’s, Huntington’s, 
Parkinson’s)

42.9% 44.9% 7.0% 5.2%

Epilepsy 80.7% 16.8% 1.7% 0.8%

Pain 62.0% 32.7% 2.8% 2.5%

Other CNS Diagnoses 45.0% 40.9% 7.5% 6.6%

Other non-CNS diagnoses 66.9% 23.6% 3.2% 6.3%
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Other background 
15%

North America 
50.97%

Eastern Europe
16.27%

Western Europe
11.46%

Asia
10.95%

Latin America
7.37%

Mideast/Africa
2.97%

TABLE 2 
Most Important Benefits Associated with Implementing SIB 

Assessments in Clinical Trials

Helps identify subjects at risk of suicide 84.5%

Makes running clinical trials safer 61.4%

Provides subjects with a sense that their safety is 
important and is being monitored

58.8%

Helps educate site staff on the importance of suicide-
related issues in clinical trials

57.5%

Can help identify drugs that may cause patients to 
become suicidal

55.7%

Improves our ability to provide care 49.9%

Helps identify patients who may benefit from 
treatment

42.3%

Note: Respondents marked all that applied so total exceeds 100%.

TABLE 3 
Most Challenging Problems in Implementing SIB Assessments in 

Clinical Trials
Difficulty getting accurate information on a subject’s 
lifetime history of suicidal thoughts and behaviors at 
baseline

54.5%

The amount of time it takes to do an assessment 27.9%
Lack of a referral network for subjects with suicidal 
issues

27.1%

Finding the correct version of the scale to use 25.5%
Difficulty getting the correct language translations 
needed for our site

24.0%

Difficulty fitting this assessment into a typical clinic visit 22.4%
Lack of adequate training to conduct these interviews 
and assessments

21.7%

Uncertainty about what to do if a subject has suicidal 
thoughts/behaviors

18.7%

Other 9.2%
Note: Respondents marked all that applied so total exceeds 100%.
Other responses included specific issues with SIB scales such as training/repetitious/wording; problems using 
with specific populations such as cognitively impaired; difficulty with relying on subject self-report; rater 
issues; and uncertainty whether scales adequately predict risk.

0% 10% 20% 30% 40% 50% 60% 70% 80% 90% 100%

Strongly disagree

Disagree

Neither agree nor 
disagree

Agree

Strongly agree

Responses To Open Ended Questions

Number 
of 

responses
Topic Sample verbatim response

15 Comment on specific scale

Kelly Posner PhD designed the 
CSSRS for non-clinicians yet 
sponsors won't allow non-MD's to 
administer the scale.  This makes 
visits less efficient and takes time 
from the MD.

14

General comments that scales 
are clinically relevant; 
important to assess Suicidality
in clinical trials

Assessment of suicidality is simple 
and important tool to safety in 
clinical trials

13
General comments about SIB 
assessments (e.g., too 
long/complicated/convoluted)

We need better and more reliable 
scales!

11
Problems with use in 
cognitively impaired 
populations

The use of "scales" in dementia 
trials is a fig leaf and provides 
meaningless information.

5 Rater issues

Allowing trained coordinators who 
are not MDs to use the scales may 
improve reporting as subjects have 
the most comfort with the 
coordinator

4

Patients self-report of 
symptoms is 
problematic/unreliable/difficult 
to obtain

It is unclear how truthful the 
patients are regarding their 
symptoms, however, there is value 
in at least, asking the question

4 Patients benefit directly from 
assessing SIB

Benefit that subjects have better 
awareness & understanding that 
suicide ideation may occur as a 
side effect & that this should be 
reported as it can be addressed.

2 Use of scales cross-culturally 
causes issues

The assessment should be differed 
based upon country to country. It 
should be depend upon 
depression level of different people 
of different origin.

TABLE 4 
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