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Objectives

* Inclusion of people with suicidal ideation and behavior in
most clinical trials is a plus for clinical trials

* No longer automatically excluding people with SIB from
Clinical Trials

 Demonstrate ways to safely include people with SIB
« Showcase new questions that can be addressed
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A bit about suicide and SIB

Risk for suicide is not static

It's not a continuum from ideation to suicide
|deation doesn’t necessarily mean risk

No ideation doesn’'t mean no risk

Mitigation of risk is possible in clinical trials
Risk is minimal



Interacting Risk & Protective Factors
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Is this person “at risk”



With Risk
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"At Risk”
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Talk

Killing themselves

Having no reason to live

Being a burden to
others

Feeling trapped

Unbearable pain

Hopelessness

Soon it won't be a
problem

https://afsp.org/

Behavior

Alcohol or drugs

Looking for a way to Kill
themselves

Acting recklessly

Withdrawing from
activities

Isolating from family and
friends

Sleep changes

Saying goodbye

Giving away prized
possessions

Aggression or agltatlon
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Mood

Depression
Loss of interest
Rage

Irritability
Humiliation
Anxiety
Hopelessness
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Effects of Exclusion
Eliminating people with SIB in depression studies reflect

only a subtype of people

Excluding people with SIB does not ensure that no one in
the trial will be at risk

Discrimination against people with a mental health
conditions from trials

Praticipation in clinical trial often feel like it's the last resort
for patients and they want to participate



Is it ethical to exclude people who may benefit from
treatment?

Risk of suicide is high without treatment
There are scientific and clinical costs to excluding people

with SIB



Impact and Benefits of Inclusion

Broader representation of who can receive the treatment
Opportunity to learn about real world efficacy
Death by suicide is a rare event

Cancer trials do not exclude people who may die
by cancer and now lives can be saved

We can save lives



Today’s Presentations
Voice of person with LE

Meeting the goals of a clinical trial with inclusion
Considerations for assessment and inclusions
Inclusion elevates and this is how it is done
FDA Perspective

Real-time methods

Psychometric considerations

Systemic monitoring is not a risk

S



Thank You!

American
Foundation
for Suicide
afsp.org

Prevention
©2021 AFSP. All rights reserved



v JCNK..

@afspnational

American
@ Foundation
for Suicide
afsp.org Prevention

©2021 AFSP. All rights reserved



	Slide 1: The Power of Inclusion in Clinical Trials: It’s Time to Study All People,  Even If They Have Thought About Suicide  
	Slide 2: Disclosures
	Slide 3: Elizabeth Ballard, PhD Evan Kleiman, PhD John McCarthy, PhD, MPH Kari Nations, PhD Steven Szabo, MD, PhD Zimri Yaseen, MD Jill Harkavy-Friedman, PhD Manish Jha, MBBS
	Slide 4: Introduction: Goal of the Session and Key Issues to be Addressed
	Slide 5: Disclosures and Conflicts
	Slide 6: Objectives
	Slide 7: A bit about suicide and SIB
	Slide 8: Interacting Risk & Protective Factors
	Slide 9: Is this person “at risk”
	Slide 10: With Risk
	Slide 11: “At Risk”
	Slide 12:  
	Slide 13:   Talk    Behavior    Mood
	Slide 14: Effects of Exclusion
	Slide 15
	Slide 16: Impact and Benefits of Inclusion
	Slide 17: Today’s Presentations
	Slide 18
	Slide 19

