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Key Points for Discussion: 
• REB/IRB Concerns
• Barriers to Research
• Stories from the trenches
• Recommendations for REB/IRB’s and 

Researchers



• 2015: 9th leading cause of death in Canada*

• 2nd leading cause of death in men aged 15-44

• US: 3rd leading cause of death 15-24 years

• US HS students, 17% seriously considered suicide, 2.7% report suicide 

attempt requiring medical intervention** 

• > 90% had mental or addictive disorder

• Rates have increased 60% in the last 45 years***

• NIH and NIMH:  suicide prevention research is a priority

Suicide

*statcan.gc.ca; **Kahn et al., 2014; ***WHO 



• NSSI:  deliberate destruction of body tissue 
without suicidal intent 
• e.g., cutting, burning, scraping skin, hitting/biting 
oneself

• Rates highest in adolescence
• 35.6% all adolescents (56.2% females) report at 
least one episode in past year*

• Clinical/inpatient samples-61.2%

Non-Suicidal Self Injury

* Zetterqvist et al., 2013



• Study of members of 125 ethics committees on 
views/concerns regarding research on suicidal 
behaviors*

• 22% raised concerns regarding justification of research 
with potentially suicidal populations
• “these people need treatment first and foremost, not study”

Common REB/IRB Concerns

*Lakeman & FitzGerald, 2009



• Clinical research commonly excluded 
participants with hx of suicide attempt/suicidal 
ideation
• Led to unrepresentative samples

• “…suicide prevention efforts have yet to reduce the 
rates of suicide and suicide attempt…” (NIMH, 2016)

Suicide Prevention Research



• 65% raised concerns that suicidality might be 
exacerbated by bringing up suicidal thoughts and 
feelings, or revisiting stressful material
• Suicide Contagion?
• Stigma

Common REB/IRB Concerns

*Lakeman & Fitzgerald, 2009



• There is NO evidence that asking about suicidal 
thoughts and behaviors increases risk for suicide.

• On the contrary, such questions have been 
associated with a decrease in suicidality*
• No increase in distress

• Also no evidence of increased risk for NSSI**

Is Asking about Suicide Dangerous? 

*Dazzi et al. ,2014; Gould et al., 2005; Reynolds et al., 2006; Smith et al., 2010.
** Muelenkamp et al., 2015 



• 47% proposed that determining competency of suicidal 
participants was ethically problematic
• Being suicidal = incompetence
• Major Depression may impact comprehension, may be 

susceptible to coercion

Common REB/IRB Concerns

*Lakeman & Fitzgerald, 2009



• Majority with major mental illness (e.g., 
Schizophrenia)* are able to understand consent 
procedures 

• Major Depression > 90% demonstrated full 
comprehension**

• Comprehension may wax and wane with 
symptom severity
• Managed with ongoing consent***

Can Suicidal Persons Consent?

*Dunn, 2006; **Applebaum et al., 1999; ***Yanos et al., 2009



Stories from the trenches: #1
• “We’ve had problems with the REB wanting us to contact 

participants based on certain triggers (e.g., scoring 
beyond a certain level on the BDI-II for the suicide item, 
report of suicidal or self-harming behaviour or urges, etc.). 
We’ve had to explain why this is inappropriate, how it 
would compromise our research, and so forth”.



Stories from the trenches: #2
• “I’ve had trouble working with IRB’s around issues related 

to what constitutes an adverse or serious adverse event 
when the focus of the research is on the assessment or 
treatment of people already recruited based on high 
suicide risk or past suicidal behaviour. I argue that one 
can’t assume that ongoing suicidal behaviour is related to 
the study in that case, but there seems to be considerable 
confusion about that”. 



Stories from the trenches: #3
• ”My colleagues and I submitted a psychotherapy project 

using a therapy effective in depression to determine if it 
was useful in treating adolescents engaged in NSSI.  I 
was informed by the IRB that no participants with suicidal 
ideation could be enrolled in the study. Since cutting 
behavior and suicidal ideation track so closely, this 
doomed the study.”  



Stories from the trenches: #3

• ”My colleagues and I submitted a psychotherapy project 

using a therapy effective in depression to determine if it 

was useful in treating adolescents engaged in NSSI.  I 

was informed by the IRB that no participants with suicidal 

ideation could be enrolled in the study. Since cutting 

behavior and suicidal ideation track so closely, this 

doomed the study.”  

• “Imagine applying this logic to oncology trials; not 

allowing anyone with a life-threatening illness to 

enrol.  Why is the standard for psychiatric 
illnesses different?” 



Stories from the trenches: #4
• “I’m very frustrated by the fact that every study that I 

submit is automatically considered ‘above minimal risk’ 
and has to go to Full Board Review, merely because I’m 
working with participants who are at elevated suicide risk.  
This can result in long delays and multiple go-arounds as 
Board members rotate. I have to keep pointing out that 
these participants are at elevated risk in their daily 
lives and our interventions are aiming to reduce it, but 
they still don’t buy it.  



• Are studies with suicidal participants always above 
minimal risk? 

• One Canadian university REB guidelines states:  

• “Types of studies that would NOT qualify for minimal risk review 
include but are not limited to: Research that involves BOTH 
vulnerable populations AND highly personal, sensitive or 
incriminating topics or questions; e.g. studying people engaged 
in illegal activities (e.g. heroin use or euthanasia) about these 
activities… talking to people who are currently suicidal about 
their experiences of depression.” 



• Anonymous data
• Confidentiality
• Right to withdraw/end of study
• Suicidal behaviors as an outcome in RCT 

• Pragmatic trials
• Protocols in case of patient death (researchers, family 

members etc.)
• New Technologies 

• “Big Data”
• Paternalism

• Principle of Justice

Additional hurdles



Implications for REB/IRB
• How to manage risk without placing undue burden on 
researchers? 
• need appropriate mental health professionals involved but 

avoid dual roles

• Implications for randomized clinical trials?
• Industry tends to exclude suicidal participants 
• What if there is no established “standard of care” due to lack 

of research with suicidal participants?  

• What should we look for in a comprehensive risk 
assessment/management protocol?



Risk Assessment Protocols
• UWRAP

• “Structured wrap-around method for assessment and managing 
suicide risk with individuals who are not currently in treatment or 
not in treatment with person conducting the assessment”*

* Linehan et al., 2012
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Recommendations for Researchers
• include list of available resources so all participants leave 

with more knowledge and therefore better off than when 
they arrived
• For both identifiable and anonymous participants

• include coping questionnaire that lists potential coping 
methods, have the participant check the ones they use
• If distressed later they are primed of their favorite coping methods.

• Provide clear detail in protocol re: what will be considered 
an AE/SAE
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