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1. INTRODUCTION

Research initiated by investigators from multiple disciplines often include questionnaires focused on
mental health, psychological functioning, and mood. Some questionnaires focus directly on suicidal
thoughts and behaviors or include individual questions about suicidality. Suicidal thoughts include any
thoughts, ideas, or preoccupations about ending one’s own life. Suicidal behaviors include any self-
direction actions that a person takes with the intent to end their life; however, this guidance is also
applicable to actions of self-harm (e.g., non-suicidal self-injury or NSSI) that fall short of suicidal ideation
yet require action on the part of the investigator to ensure participant safety. Additionally, interacting with
certain study populations (e.g., people with mood disorders, severe mental disorders, history of self-
mutilation, use of agents associated with increased risk of depression, etc.) may result in the incidental
disclosure of suicidal ideation, even without the administration of specific questionnaires. Research
studies that include measures for suicidality and/or high-risk populations should anticipate that certain
participant responses necessitate intervention.

2. PURPOSE

This guidance document describes investigators’ responsibilities when suicidal ideation and/or behaviors
are identified during the research and what information must be included in the protocol and consent
documents. Finally, this guidance will help investigators determine whether a plan for following up with
participants whose responses raise concerns about intent to self-harm is necessary and how to describe
the planin the IRB application.

Investigators are encouraged to develop study-specific procedures using the guidance as a general
framework.

3. SCOPE

This guidance applies to human subjects research conducted under the regulatory oversight of the Yale
Human Research Protection Program (HRPP) and Yale Institutional Review Board (IRB).

4. DECISION TO INCLUDE SUICIDALITY QUESTIONS
4.1 The decision to include measures that capture information about suicidal ideation and/or

behaviors depends on the research questions and study aims. Investigators must determine
whether such questions are necessary for the research.
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41.1

4.1.2

If suicidality questions are central to the research aims, they should be included and
the guidance below should be used to help investigators and their teams manage
various research scenarios.

If suicidality questions are not central to the research aims, investigators may: 1)
choose not to administer suicidality questionnaire(s); 2) delete specific items from the
guestionnaire(s) and justify the exclusion in the protocol, keeping in mind the
copyright status of the measures and that the elimination of individual items may alter
the validity of the questionnaire(s); or 3) administer a different questionnaire that
does not contain suicidality questions.

5. IDENTIFICATION OF SUICIDAL IDEATION

5.1

Suicidal ideation may be identified intentionally or unintentionally:

51.1

5.1.2

Intentional Identification occurs through questions posed during an interview,
assessment, or administration of a measurement instrument (e.g., Beck Depression
Inventory; Columbia Suicide Severity Rating Scale (C-SSRS); etc.).

Unintentional Identification occurs through disclosure on the part of participants in
studies involving populations or procedures associated with mood disorders or
debilitating mental or physical illnesses. In these instances, a quick review and further
evaluation of the disclosure is necessary.

6. CONSIDERATIONS FOR MONITORING/FOLLOW-UP PLANS

6.1

Studies that may identify suicidal ideation or behavior in participants must include a plan,

either in the research protocol or as a standalone document submitted to the IRB, for

monitoring and following up with participants based on the study design and procedures.

Investigators must formulate monitoring/follow-up plans that fit their specific study; the IRB

will determine the appropriateness of the plan on a protocol-by-protocol basis.

6.1.1

Anonymous Studies: If participants’ responses (e.g., to a survey) will not be
individually identifiable, the protocol should explain why identifiable assessment is
not necessary (based on risk) or feasible. If the study procedures include explicit
questions about suicide, specific local support services and/or resources must be
provided. If a consent form is used, it must inform participants that the study
procedures include questions about suicide, clarify that the investigators cannot
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6.1.2

6.1.3

6.1.4

connect participants’ answers to the respondent, and link to local support
services/resource referrals.

Non-Anonymous Online Survey: If participants’ responses will be individually
identifiable, the protocol must explain how investigators will conduct further
assessment and provide support for those who endorse suicidality. The protocol
should include: 1) the time frame for scoring the measure(s) if greater than 24 hours
after the survey was submitted; 2) the participant response thresholds that will
prompt further intervention; 3) how and when the investigators will assess the level
and immediacy of risk (e.g., by phone, in person, type of questions, and qualifications
of the team members involved in the assessment); and 4) steps that will be taken if
the participant meets criteria for imminent risk of harm. If a consent form is used, it
must inform participants that the study procedures include questions about suicide;
that an assessment will be conducted if there is a risk of self-harm; that confidentiality
may be breached in circumstances where there is a risk of self-harm (e.g., depending
on the study and circumstances, this may be a parent/guardian or non-study clinician);
and it must link to local support services/resource referrals.

Non-Anonymous In-Person Assessment: When measures of suicidality are
administered in person, the scores or responses should be reviewed before the
participant leaves the research setting. The protocol should include 1) the participant
response thresholds that will prompt further intervention; 2) how the investigators
will assess the level and immediacy of risk (e.g., type of questions, and qualifications
of the team members involved in the assessment); and 3) steps that will be taken if
the participant meets criteria for imminent risk of harm. If the risk assessment
indicates an imminent risk is present, a qualified member of the study team should
remain with the participant until support services have been received. Providing a
local support services/resource referral document and instructing the participant to
go to an Emergency Room is not sufficient in cases of imminent risk. If a consent form
is used, it must inform participants that the study procedures include questions about
suicide; that they should not leave the research setting until their responses have
been reviewed; that an assessment will be conducted if there is a risk of self-harm;
that confidentiality may be breached in circumstances where there is a risk of self-
harm; and it must link to local support services/resource referrals.

Non-Anonymous Live (In-Person or Remote) Interview: When participants are asked
explicitly about suicidal thoughts and behaviors in an interview setting, the protocol
must include 1) how the investigators will assess the level and immediacy of risk (e.g.,
type of questions, and qualifications of the team members involved in the
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6.2

6.3

6.1.5

assessment); and 2) steps that will be taken if the participant meets criteria for
imminent risk of harm. If the risk assessment indicates an imminent risk is present, a
qualified member of the study team should remain with the participant until support
services have been received. Providing a local support services/resource referral
document and instructing the participant to go to an Emergency Room is not sufficient
in cases of imminent risk. If a consent form is used, it must inform participants that
the study procedures include questions about suicide; that an assessment will be
conducted if there is a risk of self-harm; that confidentiality may be breached in
circumstances where there is a risk of self-harm; and it must link to local support
services/resource referrals.

Incidental Disclosure in Known High-Risk Populations: Studies that enroll
populations known to be at higher risk for suicide (e.g., major depressive disorder,
trauma survivors, veterans, etc.) should be prepared for incidental disclosure of
suicidal ideation or behavior, even if the study procedures do not explicitly ask such
questions. In such cases, the protocol must include: 1) disclosure of suicidal ideation
or behavior as a risk; 2) how the investigators will assess the level and immediacy of
risk (e.g., type of questions, and qualifications of the team members involved in the
assessment) in the event of an incidental disclosure; and 3) steps that will be taken if
the participant meets criteria for imminent risk of harm. If the risk assessment
indicates an imminent risk is present, a qualified member of the study team should
remain with the participant until support services have been received. Providing a
local support services/resource referral document and instructing the participant to
go to an Emergency Room is not sufficient in cases of imminent risk. If a consent form
is used, it must inform participants that an assessment will be conducted if risk of self-
harm is disclosed or otherwise identified; that confidentiality may be breached in
circumstances where there is a risk of self-harm; and it must link to local support
services/resource referrals.

Investigators must document all assessments and actions taken with each participant,

including the assessment conducted and responses; action taken; referrals made; etc. The

documentation must be filed in the participants’ record or study binder.

The investigator administering the measure should be a qualified, clinically trained graduate

student who is adequately supervised, or a qualified faculty member or other clinician, or be

closely advised by someone with the proper qualifications and training who is available while

participants are being administered the measure(s). If the investigator administering the

measures does not have appropriate clinical training, he or she should immediately contact a
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6.4

designated, qualified clinician to come to the experimental session and administer a thorough
risk assessment for any participants endorsing suicidal ideation.

The IRB must be notified as soon as possible in cases where imminent risk of harm is
determined, or if the rate of depression and/or suicidality is found to be higher than would
reasonably be expected in the studied population.

7. POTENTIAL EXCEPTIONS FOR MONITORING/FOLLOW-UP PLANS

7.1

7.2

There are situations where a monitoring/follow-up plan may not be appropriate. For example:

e The study is conducted anonymously;

e The study team cannot reasonably assess responses in time to provide adequate follow-up;
e The data are sent directly to an external coordinating center that does not review the data;
e The study is conducted in an in-patient unit, and the participant is known to be suicidal.

Investigators who believe that a monitoring/follow-up plan is not appropriate must explain in
the study protocol why no review and monitoring/follow-up plan should be required for the
study. The responsibility for triaging threats lies with the investigator; abrogating the
responsibility to a primary care physician or other health care worker may not be appropriate.
The IRB will determine whether an exception is appropriate. In such cases, local support
services/resource referrals should still be provided.

8. FREQUENTLY USED ASSESSMENTS

8.1

Columbia-Suicide Severity Rating Scale: The Columbia-Suicide Severity Rating Scale (C-SSRS)
is one of several available suicidal ideation and behavior instruments. It has been endorsed,
recommended, or adopted by the FDA and CDC. The C-SSRS involves administering a series of
probing questions to inquire about possible suicidal thinking and behavior. In many cases, its
completion is based entirely on interview(s) with the participant. However, it also allows for
integration of information from other sources, such as family, friends, or significant others;
caregivers or health professionals; hospital or emergency room records; and coroner’s reports
or death certificates. A self-report version of the C-SSRS is also available. The C-SSRS defines
five subtypes of suicidal ideation, five subtypes of suicidal behavior and captures instances of
self-injurious behavior with no suicidal intent. The number and specific questions asked in the
assessment vary based on the individual’s responses. The participant responds with “yes” or
“no” to indicate whether they have thought about suicide, whether they have attempted
suicide or began an attempt, and how recent the thought or behavior occurred. The C-SSRS
does not provide a numerical score; instead, it categorizes risk levels (no/low risk; moderate

Effective Date: 08/17/2026



Yale University

Human Research Protection Program (HRPP)

P.O. Box 20832

7

New Haven, CT 06520-8327

Phone: 203-78

8.2

8.3

5-4688

risk; high risk) based on the participant’s responses. Participants whose responses result in a
“high risk” categorization must be contacted by phone or email the same day that the
participant provides the data.

Beck Depression Inventory: The Beck Depression Inventory (BDI) is a 21-item self -report
rating inventory that measures characteristic attitudes and symptoms of depression. It is
oriented toward the symptoms of depression as described in Diagnostic and Statistical Manual
for Mental Disorders — Fifth Edition/Text Revision (DSM-5-TR). The BDI includes a single item
that directly assesses suicidal ideation. The scale was developed for use with adults but has
also been used with adolescents. A child-friendly version, known as the Child Depression
Inventory (CDI) is used with younger children. Each item of the BDI is scored from 0 to 3, and
scores across all items are totaled for a possible high score of 63. Authors of the BDI have
established cut-offs for moderate depression (scores of 20-28) and severe depression (scores
of 29-63). A BDI score of 25 —the mid-range of moderate depression —has been recommended
as the scoring threshold for personal follow up with student participants; the cut-off for severe
depression (29) could miss participants who might need help; and the cut-off for moderate
depression (20) could prompt communicating study results and assisting a very large
percentage of participants, many of whom are not in need of help. Investigators should
determine the appropriate cutoff score for the study population. If different from the
recommended score of 25, the alternative threshold must be defined in the IRB application
and the rationale for using a different threshold must be provided. Any participant who
endorses a response of "l would like to kill myself" or "I would kill myself if | had the chance"
to the BDI item 9 must contacted by phone or email the same day that the participant provides
the data, regardless of the participant’s total score on the BDI.

Structured Clinical Interview: The Structured Clinical Interview (SCID) comprises multiple
modules, each assessing for different classes of diagnoses, and is generally administered in
person. The SCID may be administered to assess for current depression; questions for the
depression module of the SCID conform to criteria in the DSM-5. Depending on the module
given, the SCID can also yield results that would have confidentiality issues such as drug abuse.
In research studies in which the SCID is administered for depression, any participant who
endorses suicidal ideation during the structured interview must be given a thorough risk
assessment by the experimenter (or their qualified clinically-trained advisor) before leaving
the experimental session. Specifically, a positive response to either of the questions, "In the
past month, were things so bad that you were thinking a lot about death or that you would
be better off dead?” and “What about thinking of hurting yourself?" would prompt further
clinical examination.

9. RESOURCES
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e Yale Health’s Mental Health and Counseling Department
e Yale Psychology Department Clinic

e Crisis Services are available in CT by calling 2-1-1 (and pressing 1) or calling/texting 9-8-8
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