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Assessment in Clinical Trials and Clinical Epidemiology Studies with High Risk Suicidal Individuals
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It is critically important that psychiatry studies, especially clinical trials, include high risk suicidal individuals as participants
as suicide is the primary mortality for many psychiatric conditions. However, it is equally important that the high risk of such
suicidal individuals is managed effectively so they are adequately protected. This presentation will first discuss the
University of Washington Risk Assessment Protocol (UWRAP) which has been used successfully for over 15 years to assess
and manage risk during baseline and outcome assessments. If suicidal behavior is to be used as an inclusion criterion and
outcome, it is important that we have clear and agreed upon terminology and measurement.3 Two measures - one detailed
(Suicide Attempt and Self-Injury Interview? and one brief (Suicide Attempt and Self-Injury Count) are described, which collect
behavioral descriptions of key aspects of self-inflicted injuries that allow for clear and consistent determination of the
number, method, intent, medical severity, and lethality of suicidal behavior. The use of these measures and other
methodological approaches for including high risk suicidal individuals in randomized clinical trials and clinical epidemiology
studies will be discussed.

Learning Objectives:

e Understand key issues and useful assessment tools for defining and operationalizing suicidal behavior as inclusion criteria
and outcome in clinical trials

e Understand the advantages of the University of Washington Risk Assessment Protocol (UWRAP) for assessing and
managing risk in baseline and outcome assessments with high risk suicidal participants

e Understanding the complexity of conceptualizing suicide-related severe adverse events in clinical trials which recruit for a
history of severe suicidal behaviors (attempts, hospitalizations, etc.) and strategies for addressing with institutional review
boards, data safety monitoring boards, and other ethics review processes
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