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Background 

• ISCTM SIB Assessment Working Group was 
formed to provide comments on 2010 draft 
guidance 

• Held workshop at Oct 2010 annual meeting 
– Little knowledge about implementation issues 

• Anecdotal information was very mixed 

• Primarily from sponsors, no information from sites 

• Survey allowed us to obtain data to address 
questions of interest 
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Survey Methods 
• Goal was to design brief, Internet-based survey 

focused on site experiences 
– No questions about specific assessments 

• Generated questions from summaries of 
previous SIB WG meetings 
– Final version had 20 questions 

• Survey was fielded in July 2011 to N=6058 
clinical trials sites 
– Had conducted CNS trial in past 2 years 

– Instructed to provide 1 response from site 
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Results 

• N = 979  (17% response rate) 

• Global representation  
– 57%  from ex-US 

• 80% conducted SIB assessments 

•  Respondents came from sites with SIB 
assessment experience in 
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• Affective disorders • Schizophrenia/schizoaffective disorder 

• Epilepsy • Neurodegenerative disorders 

• Pain • Other CNS disorders 

• Non-CNS disorders 



Role at Site 

Principal 
investigator 

28% 

Site 
Coordinator 

37% 

Rater 
22% 

Other 
Role 
13% 

PI 41.30% 

Site 
Coordinator 

15.90% 

Rater 
34.20% 

Other 
Role, 

8.60% 
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U.S.  Ex-U.S.  



Respondent Training 
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18% 

6% 

14% 

23% 

11% 

28% 

Psychiatrist 

Neurologist 

Physician, other 
specialty 

Nurse/social 
worker 

Psychologist 

Other 

61% 13% 

6% 

7% 

8% 
5% 

U.S.  Ex-U.S.  



What was not surprising 
• 84% felt that SIB assessment helps identify subjects 

at risk  
– Majority endorsed trials safer, patient feels safer, site staff 

educated, identify problematic drugs, improves care & 
worth additional burden 

• Major difficulty was getting accurate BL history 
– More of problem for US sites (57% v. 47%) 

• More problems with translations ex-US (34% v. 5%) 

•  Open-ended text comments revealed problems with 
use in cognitively impaired populations – “fig leaf” 
– Also mixed view existing instruments  
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What was surprising 
• Time to conduct assmt is not too long (69%) 

• Only 28.2% thought would provide important 
prescribing info 

• Roughly 17% who do assmts cited lack of training 

• About 14% who do assmts were not prepared to 
handle SIB when reported 

• Almost 50% said didn’t identify info most relevant to 
judge risk 

• Lack of referral network was issue in 31% ex-US & 
18% US sites 

• Subjects don’t mind (45%) 
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Conclusions 
• Addition of SIB assmts to trials is generally 

viewed positively 
– Improved patient safety 

– Viewed more positively ex-US, but some 
discomfort  

– Neurologists less comfortable than psychiatrists 

• Some barriers to implementation still exist 
– Potential to compromise quality of care or data 

• Opportunities to improve implementation 
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Thank you 
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Most Important Benefits 
Benefit % 

Helps identify subjects at risk of suicide 
 

84.1% 

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 
 

42.5% 

Reduces the stigma associated with suicidal thinking and behavior 42.3% 

Will provide important prescribing information for prescribers 35.7% 

Other 2.2% 
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Most Difficult Challenges 
Benefit % 

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 12.7% 
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Disagree 
strongly 

Disagree 
Neither 
A/D 

Agree 
Agree 
strongly 

1. Benefit is worth the burden 3.5% 8.1% 15.8% 47.8% 24.8% 
2.  Has improved subject safety  2.0% 6.8% 17.4% 47.0% 27.0% 
3. Site uses to manage the safety of 

enrolled subjects enrolled  
3.0% 8.1% 13.6% 49.1% 26.2% 

4. Easy to incorporate into clinical trials  2.1% 7.1% 18.1% 50.2% 22.5% 
5. Takes too long to administer  13.9% 45.7% 22.1% 15.2% 3.0% 
6. Subjects do not like to answer 

questions 
9.5% 39.4% 25.9% 20.9% 4.3% 

7. Training received has been helpful 1.8% 6.0% 23.2% 51.2% 17.8% 
8. Information subjects provide is valid 

and reliable. 
0.8% 7.0% 27.4% 56.4% 8.3% 

9. Information obtained is the most 
relevant for judging a subject’s 
suicide risk 

2.9% 15.5% 33.0% 42.2% 6.3% 

10. Raters at this site do not feel 
comfortable asking about SIB 

32.2% 43.9% 13.0% 9.6% 1.3% 

11. Has provided clinical value  2.3% 7.4% 25.1% 51.2% 14.1% 
12. Staff feel prepared to handle SIB 

reports 
1.2% 3.4% 12.5% 56.2% 26.7% 

Attitude Items 
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“Other” Response Categories  
 

Number of 
responses 

Category 

25 Comment on specific scale 

10 Problems with cognitive impaired populations 

14 General comments – unable to categorize 

9 
Difficulty with subject information (unreliable/difficult to obtain or 
verify) 

6 Predictive validity of these scales in not known 

4 MDs must do these scales 

3 
Routine issues (e.g., problems entering into electronic data capture 
program 

2  SIB is assessed by another scale 

2 PI availability 

14 



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.  The makes visits less efficient and takes time from the 
MD. 
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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 
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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 problems 

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

Open-Ended Response Categories 
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Respondent information 
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Clinical Trial Experience 
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Each item was rated as 
Disagree strongly, 

Disagree, Neither agree 
nor disagree, 

Agree, or Strongly 
Agree 

Attitudes 
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Benefits & Challenges 

Instructions were to 
mark all that apply for 

each question 
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Final Survey Questions 
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