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ARTICLE INFO ABSTRACT

Keywords: Introduction: Suicide prevention research is a national priority, and national guidance includes the development

Adolescent of suicide risk management protocols (SRMPs) for the assessment and management of suicidal ideation and
:ufqgal ideation behavior in research trials. Few published studies describe how researchers develop and implement SRMPs or
uiciae

articulate what constitutes an acceptable and effective SRMP.

Methods: The Texas Youth Depression and Suicide Research Network (TX-YDSRN) was developed with the goal of
evaluating screening and measurement-based care in Texas youth with depression or suicidality (i.e., suicidal
ideation and/or suicidal behavior). The SRMP was developed for TX-YDSRN through a collaborative, iterative
process, consistent with a Learning Healthcare System model.

Results: The final SMRP included training, educational resources for research staff, educational resources for
research participants, risk assessment and management strategies, and clinical and research oversight.
Conclusion: The TX-YDSRN SRMP is one methodology for addressing youth participant suicide risk. The devel-
opment and testing of standard methodologies with a focus on participant safety is an important next step to
further the field of suicide prevention research.

Risk assessment
Suicide risk management protocol

management protocols (SRMPs) for the assessment and management of
suicidal ideation and behavior in research [3,4].

1. Introduction

Deaths from suicide in youths aged 10-14 and 15-19 have increased
178% and 76%, respectively, over the past decade in the United States
[1]. Suicide research is a national priority [2], with the Surgeon General
releasing a Call to Action in 2021 (https://www.hhs.gov/surgeongener
al/reports-and-publications/suicide-prevention/index.html). The Na-
tional Institute of Mental Health (NIMH) provided guidance on con-
ducting research with participants at elevated risk for suicide, to support
research conduct that is safe, ethical, and feasible (available at
https://www.nimh.nih.gov/funding/clinical-research/conducting-rese
arch-with-participants-at-elevated-risk-for-suicide-considerations-for-re
searchers). This guidance includes the development of suicide risk

There are few published studies describing how researchers develop
and implement SRMPs, as well as what constitutes an acceptable and
effective SRMP [5]. The Sequenced Treatment Alternatives to Relieve
Depression (STAR*D) study team published one of the earliest proced-
ures for detecting, monitoring, and managing suicidal adult participants
in a multi-site depression trial derived from the NIMH SRMP guidance
[6]. Other SRMP examples include studies of adult participants in ran-
domized trials in the emergency department [7,8], across primary care
and outpatient settings [8], in an under-resourced setting using a
community-partnered participatory research framework [9], and during
phone screening eligibility assessments [10].
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To date, no detailed SRMP example has been published for use with
child and adolescent populations. Instead, studies involving suicidal
youth participants have typically referenced their SRMPs briefly in
outcome papers. The Treatment of Adolescents with Depression Study
(TADS) published procedures and findings related to their adjunct ser-
vices to prevent attrition (ASAP) approach; one ASAP qualifying con-
dition included “sudden and significant clinical deterioration including
suicidality”, which occurred in 17.8% of the sample [11]. ASAP in-
terventions included additional sessions for unstructured clinical
assessment, supportive counseling to provide hope that treatment would
be successful, and referral to treatment outside of the TADS protocol
[11]. The Treatment of Adolescent Suicide Attempters (TASA) study
described steps to provide human subjects protection, including
vigorous pursuit of participants after missed appointments; a safety plan
requirement; 24-h clinical back-up at each site; and study removal of
participants whose clinical status indicated need for non-study treat-
ment as evaluated by a designated ombudsperson independent of the
study team [12]. A large randomized controlled trial comparing dia-
lectical behavior therapy (DBT) to individual and group supportive
therapy utilized the Linehan Suicide-Risk Assessment and Management
Protocol in the DBT condition, with crisis procedures similar to those in
TASA, where participants had a safety plan and access to active crisis
intervention per standards of care [13]. Of note, the assessors in this
study utilized the University of Washington Risk Assessment Protocol
(UWRAP) which details strategies for assessing suicidal and self-injury
risk pre- and post-assessment, strategies to decrease distress and
improve mood, and guidelines for when the assessor should seek su-
pervisor consultation and/or increase the level of clinical response [13].

The above procedures originate from studies testing suicide-
reduction interventions, where youth participants had a study thera-
pist for management of suicide risk; SRMPs for studies that involve
assessment-only or that do not provide suicide-prevention interventions
as part of the study design may require a different approach. For
example, in the Adolescent Brain Cognitive Development (ABCD) study,
a longitudinal study of preadolescent children, those who reported
current suicidality or self-harm received additional assessment by a site-
designated clinician. If safety concerns were identified, this was dis-
closed to the child’s caregiver and the child was referred to the hospital
for evaluation [14].

Unique challenges in SRMPs with youth populations include confi-
dentiality, developmental factors, and parent/family involvement. More
research is needed to understand the impact on youth of disclosure of
suicide risk to parents/guardians [15,16]. Study teams also must be
informed about state laws on emancipated minors, mature minors, mi-
nors’ ability to seek care without parental consent for suicide risk, and
other special circumstances around crisis-related interventions (e.g.,
involuntary commitment to a psychiatric facility). This information
must be in the informed consent/assent document when conducting
research with suicidal youth [17].

One published review noted five core components of SRMPs,
including training, educational resources for research staff, educational
resources for research participants, risk assessment and management
strategies, and clinical and research oversight. This review was
restricted to studies with participants 16 and older [18]. An unpublished
systematic descriptive analysis of SRMPs identified three areas in study
materials where SRMP tasks should be: overview logistics (e.g., where
the SRMP is described, such as in a grant or separate document);
entry/exit specifications (e.g., how risk is identified; which instruments
and cutoffs are used; how to maintain participants in the study); and
process guidelines (e.g., instructions for when risk is identified; docu-
mentation protocols) [19].

The Texas Youth Depression and Suicide Research Network (TX-
YDSRN), an initiative of the state-funded Texas Child Mental Health
Care Consortium, was developed as a Learning Healthcare System to
align stakeholders around the goal of evaluating screening and
measurement-based care in Texas youth with depression or suicidality
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(i.e., suicidal ideation and/or suicidal behavior). This manuscript will
build on prior limited research on SRMPs in youth populations to
describe the SRMP and trainings developed for TX-YDSRN, organized
around the core components defined by Stevens and colleagues [18]:
training, educational resources for research staff, educational resources
for research participants, risk assessment and management strategies,
and clinical and research oversight. We review the measures utilized for
at-risk youth and discuss implications for the SRMP. Additionally, we
review the initiative’s SRMP guidance regarding immediate manage-
ment of suicide risk in research settings.

2. Materials & methods

The development, aims, and procedures of TX-YDSRN were
described previously (Trivedi et al., Under Review). Briefly, the TX-
YDSRN (Fig. 1) is a collaboration among 12 academic medical centers
in Texas serving as Nodes to recruit and oversee study recruitment at
clinic-based Node Sub-Sites, with UT Southwestern Medical Center
serving as the Hub to manage the overall network, provide data man-
agement, rater and coordinator training, quality assurance, protocol and
manual development, training and support in measurement-based care
(MBC), and regulatory aspects for the Network. The protocol called for
Node Sub-Sites to continue to provide clinical care throughout the study
in this longitudinal observational initiative. TX-YDSRN launched its
Network Participant Registry, recruiting youth and young adult partic-
ipants ages 8-20, and began enrollment in August 2020.

The TX-YDSRN SRMP was developed with the Network Participant
Registry study protocol, approved by the Hub’s Institutional Review
Board (IRB). The SRMP noted that the Network Hub had established
methods for assessing suicide risk and protective factors, referring to the
necessary level of care and for developing safety plans. Nodes would be
trained in these protocols, which were based on the American Academy
of Child and Adolescent Psychiatry Practice Parameters on Suicidal
Behavior [20]. It was clear that the SRMP would need to be adjusted to
allow for Nodes to work with their Sub-Site clinic partners to follow any
established procedures of the Sub-Site, given that the site would be
providing care.

TX-YDSRN Hub and Node leadership reviewed the Network Partic-
ipant Registry protocol and associated SRMP during bi-weekly Network-
wide meetings. Leadership discussions included how to best approach
suicide risk and management with youth participants given variability
in the 12 academic medical centers across the state, and affiliated Node
Sub-Sites, which included primary care, pediatric care, specialty care,
and/or community clinics. Some Sub-Sites had well-established
screening, assessment, and management procedures for youth suicide,
while others had less experience with systematic approaches to assessing
and managing youth suicide. To better understand how Nodes might
best engage with participants’ referring providers and systems at affili-
ated Sub-Sites, TX-YDSRN Hub and Node leadership obtained feedback
from Sub-Sites through a survey about existing depression and suicide
screening approaches, management of positive screens, and whether
behavioral health providers were onsite.

Elements of the SRMP were presented at the TX-YDSRN Start-Up
Meeting in July 2020 and trainings held with project assessors in July
and August 2020. Updates were made to the SRMP during the first year
of the project, consistent with a Learning Healthcare System model.
Collaboration among the TX-YDSRN Hub and Nodes facilitated devel-
opment, implementation, and adjustment of procedures based on Node
feedback. The final SRMP includes worksheets (detailed below)
designed to aid Nodes in individualizing the SRMP to their institution,
healthcare system, and Sub-Sites.

3. Results

The final SRMP includes worksheets (Figs. 2-4), designed to aid
Nodes in individualizing the SRMP to their institution, healthcare
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TX-YDSRN Organizational Structure

TX-YDSRN Hub

UT Southwestern Medical Center

* Provides regulatory oversight for all sites and sub-sites.

* Provides research, assessment, and safety training.

« Coordinates and oversees data management, security, and quality.

‘Node Sites

12 Health Related Academic Institutions

i : o\
/e Identifies local sub-sites. Recruits and screens eligible participants. \

(

\
N

|+ Conducts in-person and remote study visits.
\_ e« Collects, documents, and reports all safety events to Hub leadership. /

v

Clinic Sub-Sites
Primary Care, Outpatient & In-Patient Psychiatry

* Refers eligible participants to research staff at Node site.
* Reviews patient research data to inform clinical care.

Fig. 1. TX-YDSRN organizational structure.

system, and Sub-Sites. The Node Plan to Address Safety worksheet
(Fig. 2) details the preparatory steps that Nodes are encouraged to
consider as they operationalize the SRMP. These points were reviewed at
each Node Site Initiation Meeting, which occurred after approval by
each Node IRB. Of note, the UT Southwestern IRB served as a single IRB
of record for all Nodes; Node IRBs also reviewed the study. Node Site
Initiation Meetings were led by Hub leadership and included review of
Node Sub-Sites, development of workflow for participant recruitment at
Sub-Sites, and development of Node-specific SRMP details.

3.1. Training

Study staff across the Network complete required Collaborative
Institutional Training Initiative training that included Human Subjects
Protection and Good Clinical Practice modules, as well as protocol-
specific training provided by members of the Hub Team (Trivedi
et al.,, Under Review). TX-YDSRN Node staff participated in the TX-
YDSRN Start-Up Meeting, and Assessors participated in Assessor
Training in July and August 2020. Recordings of these trainings are
provided to new staff who join TX-YDSRN. SRMP procedures related to
self-reports are reviewed in both trainings. Supplemental SRMP training
is provided annually, and training continues as-needed to reinforce the
SRMP and provide additional consultation. During training, co-
ordinators are encouraged to develop a model for checking participant
self-reports, with particular focus on items related to suicide risk.
Additional SRMP training procedures for assessor training are detailed
elsewhere (Trivedi et al., Under Review).

As part of the assessor certification process, assessors created mock
assessment recordings and received 1:1 feedback with experienced
clinical psychologists from the Hub, (authors JLH and JMT). In these
feedback sessions, trainers reviewed mock assessment responses related
to suicide risk on the assessor-administered measures (see section 3.4.1
below for a description of measures) and discussed assessor responses
and actions based on the SRMP and their Node Plan to Address Safety.
Additionally, assessors participated in consultation calls where suicide
risk evaluation and management were reviewed by Hub trainers.

The TX-YDSRN Sample Risk Assessment Protocol for Assessors
worksheet (Fig. 3) was developed by Hub leadership to aid coordinators
and assessors in individualizing these for their Nodes and Sub-Sites. This
worksheet was designed to be used during assessments as a guide to
cover key safety objectives, including: 1) location and contact infor-
mation of the youth and parent/legally authorized representative at the
time of remote assessments; 2) confidentiality limits for parent/legally
authorized representative and clinical provider involvement; 3) mood
improvement strategies for use during or after an assessment if youth
participant reports distress; and 4) reminders to check suicide risk items
included in the SMRP, and to involve the Node Lead (or a licensed
designee/supervisor), as specified in the Node Plan to Address Safety,
when significant suicide risk is uncovered. This protocol was adapted
from the University of Washington Risk Assessment Protocol (UWRAP)
for Assessors [8].

3.2. Education resources for research staff

The first page of the Node Plan to Address Safety (Fig. 2) includes
educational resources for research staff. Nodes are encouraged to
consider the training needs of their research teams and to utilize these
national and state educational resources accordingly. Nodes also have
access to TX-YDSRN recorded trainings (described above) for onboard-
ing new study staff or for refresher training for existing staff.

Nodes and Sub-Sites are supported in providing evidence-based
depression care for youth, which includes screening for suicide risk,
developing safety plans and referrals to intervention. The specific
approach to treatment remains at the Node and Sub-Site level, and the
Measurement-Based Care (MBC) trainings provided for Nodes and Sub-
Sites included modules on evidence-based safety planning approaches
[21-26], as well as resources about evidence-based strategies for suicide
prevention in youth [27-29]. While these trainings are intended to
support Sub-Sites in providing MBC, they also promote evidence-based
strategies for the assessment and management of suicide risk.
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TX-YDSRN
Guidance for “Node Plan to Address Safety”

Node Team Preparation

¢ Develop “Node Plan for Addressing Safety”
o Have clear “on-call’ plan for when Node Lead (or Licensed Designee) is not
available
o Develop list of Node Team contact numbers (work and cell phone numbers) so
that all team members are able to obtain consultation as needed
o Use “Node Plan for Addressing Safety” template below to specify the suicide risk
assessment and management process for your Node
e Know the following information for your Node Sub-Sites
o Crisis protocols
o Contact information for partnering clinics and/or referring providers (regular
business hours and emergencies)
e Develop a list of referral resources and emergency contact numbers that can be given to
participants and families as needed
e Consider Node team need for additional training in suicide risk assessment and
management strategies:
o Zero Suicide Institute
= Lists options for training, depending on setting, role, and experience.
= Available at: https://zerosuicide.edc.org/resources/resource-
database/suicide-care-training-options
o National Institute of Mental Health (NIMH) ASQ Suicide Risk Screening Toolkit
= https://www.nimh.nih.gov/research/research-conducted-at-nimh/asag-
toolkit-materials/index.shtml
= Youth Suicide Risk Screening Pathway can be helpful:
https://www.nimh.nih.gov/research/research-conducted-at-nimh/asg-
toolkit-materials/inpatient/pdfs/covid-
19 youth suicide risk screening pathway 160183.pdf
o Counseling on Access to Lethal Means (CALM)
= This course is primarily designed for mental health professionals, but
may be helpful for others who work with people at risk for suicide
= Available at no cost: https://www.sprc.org/resources-programs/calm-
counseling-access-lethal-means
o Safety Planning
= https://practiceinnovations.org/I-want-to-learn-about/Suicide-
Prevention/Trainings/Intervene
= https://www.sprc.org/resources-programs/patient-safety-plan-template
= htitps://zerosuicide.edc.org/resources/resource-database/safety-planning-
intervention-suicide-prevention
o Telehealth Considerations
= Developed by the SAMHSA-funded UCLA-Duke Act, Support, and
Protect (ASAP) Center, which specializes in treating and preventing
suicidal behavior, self-harm, depression, and substance abuse with a
trauma-informed approach (in partnership with the National Child
Traumatic Stress Network, NCTSN). Available at:
https://www.asapnctsn.org/wp-content/uploads/2020/05/Trauma-
Informed-Telehealth-Recommendations-for-Suicidal-Patients. pdf
= Developed by the Suicide Prevention Resource Center to aid clinicians in
adapting the Safety Planning Intervention, developed by Barbara Stanley
and Greg Brown, to telehealth. Available at: http://Awww.sprc.org/events-
trainings/treating-suicidal-patients-during-covid-19-best-practices-
telehealth

Fig. 2. TX-YDSRN node plan for address safety.
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TX-YDSRN Suicide Risk Management Processes

e Participant and Parent/LAR are given information about suicide prevention resources in

multiple ways:
o Email with self-report link

o On the “Welcome Screen” before beginning self-reports
o As “Safety Pop-Up” language if endorse suicidal ideation or behavior item
e Remember, participants are in treatment, given they were referred through your Node

Sub-Sites

o Important for primary care providers to take the lead in addressing safety and

suicide risk

o We do not want to be perceived as “taking over care” in this repository study
AND need to be comfortable with assessing suicide risk and safety planning (with
main focus on getting them connected to their provider)

Useful Resources

e Healthcare Provider Resources (may be helpful to circulate to partnering Node Sub-

Sites and/or referring providers)

o Texas Suicide Prevention Collaborative (https://texassuicideprevention.org/)

Suicide Prevention Resources Center (www.sprc.org/)
American Foundation for Suicide Prevention (www.afsp.org/)
American Association of Suicidology (https://suicidology.org/)

SAMHSA (https://www.samhsa.gov/find-help/suicide-prevention)

CDC (https://www.cdc.gov/violenceprevention/suicide/index.html)

O O 0O O O O

American Psychological Association Society for Child and Adolescent

Psychology Effective Child Therapy (https://effectivechildtherapy.org/concerns-
symptoms-disorders/disorders/self-injurious-thoughts-and-behaviors/)

o American Academy of Child and Adolescent Psychiatry Suicide Resource Center
(https://www.aacap.org/AACAP/Families and Youth/Resource Centers/Suicide

Resource Center/Home.aspx)

o The Resource for Advancing Children’s Health (REACH) Institute
(https://www.thereachinstitute.org/services/for-primary-care-practitioners)

o Zero Suicide Institute (https://zerosuicide.edc.org/care-setting-

taxonomy/integrated-primary-care-and-behavioral-health)

e Parent and Participant Resources

o If emergency, 911 or to nearest ED

o National Suicide Prevention Lifeline: 1-800-273-TALK (8255)
o Now Matters Now: https://www.nowmattersnow.org/

o HereForTexas.com: website for mental health resources
(http://www.herefortexas.com/index.html)

= Mental Health Navigation Line: 972-525-8181
= Sponsored by Grant Halliburton Foundation
o American Psychological Association Society for Child and Adolescent
Psychology Effective Child Therapy (https://effectivechildtherapy.org/concerns-
symptoms-disorders/disorders/self-injurious-thoughts-and-behaviors/)

o The Resource for Advancing Children’s Health (REACH) Institute
(https://www.thereachinstitute.org/help-for-families/assessment)

Fig. 2. (continued).

3.3. Educational resources for research participants

TX-YDSRN provides educational resources for research participants
through its web page, which includes a general description of the
Network, including leadership, staff, and participating institutions.
Additionally, this web page is accessible without restriction, providing
educational resources for the public. State and national resources related

to youth suicide prevention and youth depression are listed for youth,
parents, and families, including resources aimed at consumers from the
American Academy of Child and Adolescent Psychiatry (https://www.
aacap.org/AACAP/Families_and_Youth/Resource_Centers/Suicide_Re

source_Center/Home.aspx) and the American Psychological Association
Society of Clinical Child and Adolescent Psychology (https://www.aaca
p-org/AACAP/Families_and_Youth/Resource_Centers/Suicide_Resource
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Node Plan to Address Safety

Template

Node Name:

Date:

Universal Suicide Prevention Strategy

¢ Remind youth participants and parent/LAR that they are encouraged to discuss any
suicide risk or safety concerns with their existing providers

Suicide Risk Management Protocol Assessors

e To be used during every assessment as guide to cover key safety objectives:
o Location/contact information (youth and parent/LAR) for remote assessments
o Confidentiality limits (e.g., parent/LAR and clinical provider involvement)
o Mood improvement strategies for use during assessment
o Includes reminders to check suicide risk items, use Suicide Risk Assessment and
Management Plan (as needed), and to involve Node Lead/Licensed
Designee/Supervisor (as indicated by “Node Plan to Address Safety”

Suicide Risk Assessment and Management Protocol

o If suicide risk reported, talk to Node Lead/Licensed Designee/Supervisor
o At our Node, the following TX-YDSRN Node team members are providing clinical
oversight or can make clinical decisions regarding safety:

e In TX-YDSRN, youth participants are under the care of a referring clinician
o Recommend “warm hand-off” to existing provider
o If not possible, crisis response is to refer to the ED

Documentation in REDCap Progress Note for Study Visit

e Upload all Risk Management Protocols, if utilized
e Upload Suicide Risk Assessment and Management Plans, if utilized

Fig. 2. (continued).

_Center/Home.aspx). It also includes regularly updated summary find-
ings about the TX-YDSRN initiative’s enrollees, such as recruitment,
retention, and demographics (https://tx-ydsrn.swmed.org/).

3.4. Risk assessment and management strategies

Given the Network Participant Registry initiative utilizes an
assessment-only design, the SRMP provides guidance on responding to
positive endorsement of suicide risk, defined as suicidal ideation or

behavior. The Network Participant Registry Protocol called for measures
to be obtained during monthly self-report assessments or periodic
assessor-administered visits (Months 1, 6, 12, 18, and 24). Measures
with suicide risk items from the Network Participant Registry Protocol
are detailed below.

3.4.1. Assessor-administered sources of data related to suicide risk
Concise Health Risk Tracking Scale Behavioral Module (CHRT-Beh;
[30]). The CHRT Behavioral Module is a clinician-rated assessment that
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TX-YDSRN Sample Risk Assessment Protocol for Assessors

(Optional for use by Nodes; adapt as needed)

A. Pre-Assessment Risk Questions

1. If conducting by phone or through telehealth (review prior to beginning assessment with youth
participant and parent/LAR, if applicable):

a. Participant location

b. Participant alternate contact number

c. Parent/LAR location

d. Parent/LAR alternate contact number

2. Review confidentiality, including limits and procedures (review prior to beginning assessment with
youth participant and parent/LAR, if applicable):

a. Check participant consent/assent form for whether current referring provider can access
information (see “opt-out” section); if provider will be able to access research study
reports, review this with participant (and parent/LAR, if applicable).

b. If participant aged 8-17, review how parents will be informed of any suicide/self-harm risk
or risky behaviors.

c. If participant aged 18-20, review how any disclosure of any suicide/self-harm risk or risky
behaviors will be handled (e.g., engage current provider? Engage parent, other family
member, or friend?).

3. Review whether participant has taken any alcohol, drugs, or medications today? (0=No, 1=Yes)'

a. If Yes, list any drugs or medications taken today

i. Drug taken, amount taken, time taken
ii. Does participant feel that drugs or medications taken might affect assessment
today (0=No, 1=Yes)
4. Current (pre-assessment) mood and suicide ratings':

a. Onascale of 1to 7, what is your stress level right now? (1=Low, 7=High)

b. On ascale of 1to 7, what is your urge to harm yourself right now?

c. Onascale of 1to 7, what is your urge to kill yourself right now?

5. Assessor to review the following self-report measures:

a. PHQ-A, item #9

b. PHQ-A, Parent completed, item #9 (if applicable, ages 8-17)

c. IDS-SR, item #18 (if applicable, ages 11-20)

d. CHRT-SR, items #14, 15, 16

B. Develop Mood Improvement Protocol (Discussion with Participant)’

Assessor to Participant: “(As you know,) these assessment interviews can be stressful. We ask a lot of
personal questions, and often these questions remind you of things you would just as well forget.
Hopefully, we are reminding you of positive things too, but we want to be sure the interviews go as easily
as possible. What I'd like to do before we start the interview is to act as if the interview will be stressful,
and figure out how to handle the stress before it happens.”

1. Let’s talk first about what might help during the interview. Is there anything you could do or | could
do that might make it easier if you got upset?

Fig. 3. TX-YDSRN sample risk assessment protocol for assessors.

is completed via clinical interview with the youth and parent. The scale non-suicidal self-injury, preparatory acts, completed suicides,

includes probative questions to obtain clinical information to complete
C-CASA criteria, and assessors may ask as many additional follow-up
questions as needed. All items are rated as Yes or No. The CHRT-Beh
includes items about lifetime and past week occurrence of suicidal
thoughts and behaviors. Based on youth and parent responses, assessors
rate the presence or absence of suicidal ideation, suicide attempt,

self-injurious behavior with unknown intent, death, accidental injuries
(with no deliberate self-harm), and nonfatal injury (with insufficient
information to classify). All items were relevant for the SRMP, with most
focusing on current experiences of suicidal thoughts, behaviors, or
self-injury.

Mini International Neuropsychiatric Interview for Children and
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2. What about after the interview is over? Is there anything you or | could do to make managing
negative emotions later more tolerable? Offer mood induction activity options below (check all
recommended)

__ TVl/online show or video comedy

___ Music

____Chit chat with assessor about upcoming fun event or activity

__ Out for walk with family member

____Scents

____Food treat

____Other:

__ Participant declined discussing mood induction activities

S@ ™0 o0 T

C. Post-Assessment Risk Questions and Mood Improvement Protocol

1. Current (post-assessment) mood and suicide ratings™:
a. Onascale of 1to 7, what is your stress level right now? (1=Low, 7=High)
b. On ascale of 1to 7, what is your urge to harm yourself right now?
c. Onascale of 1to 7, what is your urge to kill yourself right now?
2. Recommend mood induction activity, based on options selected above (check all recommended)
a. ___ TV/online show or video comedy
b. ___ Music
c. ___ Chit chat with assessor about upcoming fun event or activity
d. ___ Out for walk with family member
e. ___ Scents
f. ___ Food treat
g. __ Other
h. __ Participant reported not stressed, and declined discussing mood induction activities
i. __ Participant refused to discuss mood induction activities, insisted on ending
assessment

D. Post-Assessment Risk Management Action Steps

1. If no suicide risk indicated, end assessment
2. If suicide risk indicated based on:
a. Self-report measures
i. PHQ-A, item#9
ii. PHQ-A, Parent completed, item #9 (if applicable, ages 8-17)
ii. IDS-SR, item #18 (if applicable, ages 11-20)
iv. CHRT-SR, items #14, 15, 16
b. Assessor-administered measures
i. MINI-KID Module A and B
ii. CHRT-Behavioral
iii. CAPS-CA-5
c. Post-assessment risk questions (section C, above)

Proceed to TX-YDSRN Risk Assessment and Management Plan

Hughes, Trombello, & Trivedi, 2020

Select portions adapted for use in this project, from the University of Washington Risk Assessment Protocol, UWRAP for
Assessors; Linehan et al., 2012

Fig. 3. (continued).

Adolescents (MINI-Kid; [31]). A structured diagnostic interview con- Clinician-Administered PTSD Scale for DSM-5 Child/Adolescent
ducted with study youth and parent, validated for diagnosing psychi- Version (CAPS-CA-5; [32]). Conducted with study youth, assesses a
atric disorders according to DSM-IV and ICD-10. Module A (Major child’s experience of DSM-5 criteria for PTSD. Item 16, which assesses
Depressive Episode) and Module B (Suicidality) were most relevant for reckless and self-destructive behavior, “In the past month, have you hurt
the SRMP. yourself on purpose?” was relevant for the SRMP.
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TX-YDSRN SAMPLE SUICIDE RISK ASSESSMENT AND MANAGEMENT PLAN TEMPLATE

(Optional for use by Nodes; adapt as needed)

Assessor/Coordinator Completed

Indicate where suicide risk was endorsed through self-reports and/or interview:

Self-Reports:
e PHQ-A: 1 or above on item 9

e PHQ-A, Parent Completed (if applicable): 1 or above on item 9
e |DS-SR (if applicable): 1 or above on item 18
e CHRT-SR: 3 or above on items 14, 15, OR 16

MINI-KID Depression Module (Module A):

YES NO

e Endorsed current suicidal ideation on item #9

o Endorsed suicidal ideation on Item #9 during the worst past episode

MINI-KID Suicidality Module (Module B):

¢ Yes to any of the past month suicide ideation items

¢ Yes to lifetime suicide attempt (Item #18)

CHRT-Behavioral:

e Yes to any past week suicide ideation, attempt, or NSSI item (Items #1-3)

o Yes to any lifetime (or since last visit) suicide ideation, attempt,

or NSSI item (Items 1-3).
CAPS-CA-5:

e Endorsed self-harm on item of reckless or self-destructive behavior (ltem #16)

Record all actions taken and report to Node Lead/Licensed Designee/Supervisor.

1. Provided emergency resources and mental health referral information

YES NO

2. Obtained commitment from participant and/or parent/LAR to discuss with clinical provider

3. Contacted Node Lead/Licensed Designee/Supervisor PRIOR to releasing participant to
determine if hospitalization was necessary (document supervisor response and actions

taken below)

Fig. 4. TX-YDSRN sample suicide risk assessment and management plan template.

3.4.2. Self-report of data-sources related to suicide risk

Concise Health Risk Tracking Scale Self-Report (CHRT-SR; [301).
Evaluates thoughts about suicide and thoughts and feelings associated
with an increased risk for suicide. Its psychometric properties have been
well-established in children and adolescents [33,34]. The last three scale
items, which assess suicidal ideation, suicidal ideation with method, and
suicidal ideation with plan, were most relevant for the SRMP.

Patient Health Questionnaire-A (PHQ-A; [35]). Nine-item inventory,
assesses for symptoms in all nine domains of a major depressive episode.
It is the PHQ-9, modified for adolescents. Parents also complete this
measure about their child’s symptoms (PHQ-A-Parent). Psychometrics
with primary care youth samples have previously been detailed [35].

Item 9, which assesses suicidal ideation, was relevant for the SRMP.
Inventory of Depressive Symptomatology — Self Report (IDS-SR;

[36]). 30-item questionnaire, measuring depressive symptoms [36].

Item 18, which assesses suicidal ideation, was relevant for the SRMP.

3.4.3. Suicide risk assessment strategies

The TX-YDSRN Hub oversees data management activities, with data
being collected through REDCap, a self-managed, HIPAA-compliant
web-based electronic data capture (EDC) system. As self-report mea-
sures are sent to youth participants and parents for monthly completion,
language was developed to clarify the purpose of study measures and to
encourage help-seeking behavior if a youth was found to be in distress or
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Node Lead/Licensed Designee/Supervisor Completed

The following suicide risk assessment and/or management strategies were completed with this

participant (check all that apply):

1. Conducted further suicide risk assessment (e.g., completed CHRT-Behavioral, assessed

risk and protective factors)

2. Referred participant and/or parent/LAR to their existing provider. Assisted participant in

making contact, if necessary.

3. Recommended study staff remain with participant until risk is lowered (in person or by

phone).

Confirmed that parent/LAR was aware of current suicide risk (if applicable)

Confirmed participant (and parent/LAR, if applicable) had emergency numbers;

Developed collaborative safety plan with participant (and parent/LAR, if applicable)

a. Reviewed warning signs of risk

b. Reviewed coping strategies (e.g., distress tolerance skills, mood management skills)

c. Reviewed support persons

d. Included emergency contact numbers

7. Recommended the following lethal means restrictions:

a. Storage of all firearms outside the home

b. Secure storage of firearms within the home (i.e., all firearms locked, unloaded,
separate from ammunition with no patient access to key)

= o o o

(describe below)

Discarding unused/out-of-date medications

Reducing the quantity of remaining medications to non-lethal amounts
Locking up all drugs with abuse potential (e.g., psychotropics, painkillers)
Reducing access to other means identified by the patient/caregiver

8. Recommended participant (and parent/LAR) go to Emergency Room

9. Contacted local emergency services if danger to life is imminent and participant refused help

10. Other:

Fig. 4. (continued).

if a parent was concerned about their child’s safety. During online
assessment sessions that are not immediately monitored by study staff,
an email is automatically sent with the REDCap link for that session’s
online self-report measures, stating “If you are in crisis and need immediate
assistance, talk to your parents, a family member, or a friend to help you
contact your doctor, mental health care provider or therapist, or another
qualified healthcare professional. If you are in inmediate danger, please call
911 or go to your nearest emergency room.” The National Suicide Pre-
vention Lifeline and National Alliance of Mental Illness (NAMI) Helpline
numbers are also provided in the email. The welcome screen for the
online self-report battery also has a reminder on how to seek help from a
therapist or doctor: “As a reminder, these surveys are not to be used to get
help from a doctor or therapist. If you need help keeping safe now, talk to your
parents, a family member, or friend to help you contact your doctor or
therapist — or have your parent make the call for you.” Similar language is
on the parent self-report welcome screen.

Additionally, “safety pop-up” language was developed, where if a
youth participant or parent positively endorse a self-report item on a
measure of suicidal ideation or behavior, a pop-up appears that states,
“Based on your response, you might want help right now. If you need help

10

keeping safe, talk to your parents, a family member, or a friend to help you
contact your doctor or therapist — or have your parent make the call for you.
If you are in immediate danger, please call 911 or go to your nearest emer-
gency room.” The pop-up also includes the National Suicide Prevention
Lifeline number and the statement: “As a reminder, the Youth Depression
and Suicide Research Network team do not have immediate access to your
study survey responses, and these surveys are not to be used to get help from a
doctor or therapist. Please see ideas above for how to get help immediately.”
During assessment sessions involving direct interaction, Node staff
follow their plan for reviewing the self-report responses prior to a
participant leaving the Node or Sub-Site location (if in person visit) or
within 1 business day of measure completion (if remote visit). If a
participant positively endorses any of the suicidal ideation or behavior
items, the Node then implements their Node Plan to Address Safety.

3.4.4. Suicide risk management strategies

Given that TX-YDSRN participants are referred by Node Sub-Site
providers and are in treatment for depression and/or suicidality, it is
important that those providers take the lead in addressing safety and
suicide risk. The TX-YDSRN Hub supports each Node in developing
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strategies for managing suicide risk that involve collaboration with the
participant’s provider to support continuity of care. Youth participants
and parents are informed in the consent/assent forms about a potential
breach of confidentiality for disclosure of suicidal ideation or behavior
and specific procedures for informing the youth’s mental health care or
primary care provider about the suicide risk.

If a participant endorses suicidal ideation or behavior via self-report
or in an assessor-administered session, Node staff are advised to alert the
referring Sub-Site clinician, and to refer the youth and parent to the
referring Sub-Site system. Alternatively, Node staff may conduct further
assessment and employ direct clinical management procedures, such as
supporting disclosure to the parent, safety planning, addressing lethal
means restriction and home safety, or referral to a local emergency
department. The optional TX-YDSRN Sample Suicide Risk Assessment
and Management Plan Template (Fig. 4) was developed to aid Nodes in
reviewing and documenting these steps. If a participant has stopped
receiving services from the referring Node Sub-Site, Nodes have devel-
oped a list of referral resources and emergency contact numbers that can
be given to participants and families to support linkage back into care.
Documentation of all suicide risk management procedures is completed
in a REDCap study visit note. Serious adverse events (SAEs) are expected
in this study and study staff are trained to document and report these
events. The Hub reviews all AEs and SAEs as part of regulatory
oversight.

The most common brief intervention for response to a positive
endorsement of suicide risk is safety planning. As described above,
Nodes received training in evidence-based safety planning, with focus
on the Family Intervention for Suicide Prevention/SAFETY-Acute
[21-23] and the Safety Planning Intervention [24-26]. Additionally,
the first page of the Node Plan to Address Safety (Fig. 2) includes
educational resources, including safety planning and lethal means re-
striction counseling trainings for research staff from national and state
resources.

3.5. Clinical and research oversight

As part of the Node Plan to Address Safety, Nodes determined the
clinical oversight structure for their research team. This varied across
Nodes due to the diverse structures in place across institutions. Each
Node was required to develop a plan and maintain a copy in their reg-
ulatory binder. In some cases, the Node Lead is a licensed clinician who
serves as clinical supervisor for assessors and clinicians; in other cases,
the assessors are licensed clinicians and Node Leads only provide
consultation. As described above, Nodes are encouraged to collaborate
with Sub-Sites to support participants and families in seeking clinical
care from their established providers whenever feasible.

The Hub meets weekly with each Node separately to address con-
cerns or questions, including participant related safety and regulatory
questions. These questions are answered during the meeting, or they are
resourced to faculty members within the Hub and answered within the
day. In addition to the bi-weekly Assessor meetings, a bi-weekly Coor-
dinator meeting is available. Both the larger Coordinator meeting and
the one-on-one individual meetings provide multiple training and sup-
port opportunities to the Nodes.

Events meeting SAE criteria are reviewed and signed off on by each
Node’s Lead or Co-Lead. Hub level quality assurance monitors review
safety documentation regularly and advise sites to report any previously
unreported safety issues and ensure that safety-related events are fol-
lowed to resolution and reported appropriately. Every AE/SAE is
reviewed to confirm if the event is an UPIRSO (Unanticipated Problem
Involving Risks to Human Subjects or Others) and reported to the UTSW
IRB, as required. Staff education, re-training or appropriate corrective
actions are implemented at sites when unreported or unidentified
reportable AEs or serious events are discovered, to help ensure future
identification and timely reporting. Annually, a summary of all SAEs is
provided to the UTSW IRB.
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4. Discussion

Given rates of youth suicide, it is essential to conduct research on
identifying, preventing, and treating suicidal ideation and behavior. The
TX-YDSRN SRMP was developed to support safe practices in response to
serious suicide risk in a state-wide longitudinal registry study of youth
with depression and/or suicidality. While we know that there is no
inherent risk in conducting mental health research and asking about
suicide [37], it is important that research protocols include detailed
strategies for responding to and supporting suicidal participants. A
recent meta-analysis demonstrated that asking about suicide provided
small, yet significant, benefits to participants [38].

The TX-YDSRN SRMP includes the five core components of SRMPs as
identified by Stevens and colleagues [18]: training, educational re-
sources for research staff, educational resources for research partici-
pants, risk assessment and management strategies, and clinical and
research oversight. The iterative refining of the SRMP for use across
twelve Texas institutions resulted in worksheets to aid research teams in
operationalizing suicide risk assessment and management procedures.

There are limitations associated with the process used to develop the
TX-YDSRN SRMP. Most people who report suicidal ideation do not
attempt suicide; the TX-YDSRN SRMP procedures focuses on suicidal
ideation and behavior items, and including other markers of acute risk,
such as those in the CHRT-SR which have demonstrated predictive
validity in youth samples [33], might result in a better approach to
safety. Also, the iatrogenic effects of asking about suicide in pre-teens
has not been evaluated [39]; given this SRMP was used with partici-
pants as young as age 8, there may be a need to develop different pro-
cedures for pre-teens should future research efforts identify a differential
risk of asking about suicide in that age range. Further, the initiative’s
Nodes and Sub-Sites had a wide range of resources and research expe-
rience, resulting in a need to develop flexible and adaptable strategies.
Varied levels of training were required to ensure that sites were oper-
ating at an equivalent level as Nodes and Sub-Sites had differing levels of
experience with youth suicide prevention research procedures and risk
management processes.

5. Conclusions

While there is not a clear consensus on what constitutes an accept-
able and effective SRMP [5], the TX-YDSRN SRMP has been
well-received by Nodes, Sub-Sites, participants, and families. While
TX-YDSRN was not designed to test its SRMP’s effectiveness in reducing
immediate suicide risk for participants, there is no evidence that it is
ineffective or that it causes harm. Developing and testing standard
methodologies for participant safety, particularly in youth populations,
is an important next step to further the field of suicide prevention
research.
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