Suicide Prevention Intervention for At-Risk Individuals in Transition

NCT02759172

Study Protocol Version: 11, Version Date: 01-23-20



CLINICAL STUDY PROTOCOL

SUICIDE RISK REDUCTION IN THE YEAR AFTER JAIL RELEASE

The SPIRIT Trial
(Suicide Prevention Intervention for at-Risk Individuals in Transition)

Version: 11

Version Date: 01-23-20

Principal Investigator (s):
Jennifer Johnson, Ph.D. & Lauren Weinstock, Ph.D.

Supported by:
The National Institute of Mental Health
The National Institute of Justice
NIH’s Office of Behavioral and Social Science Research

U01 MH106660

CTOBB Protocol



Version Number 11
Version Date 01-23-20

Expanded Cover Page Information Sheet

Grant Number: U01 MH106660

Protocol Number 1

Principal Investigators [PIs] & Clinical Sites:

PI Name Site #1 Location Phone E-mail
Tennifer Johnson, PhD | Michigan | I | NN | IR
State
University
PI Name Site #2 Location Phone E-mail
Lauren Weinstock, PED | Brown | I | IR | I
University | i
Study Phase and Target enrollment:
Phase of clinical investigation: Phase 3
Target enrollment: 800 Participants
NIMH Data and Safety Monitoring Board O No Yes

Flesch-Kincaid reading level of consent form:
e NOTE: We ask all participants if they would like us to read the consent form aloud

e Flesch-Kincaid Grade Level = 7.5

SPIRIT CTOBB Protocol

Page 2 of 65




Version Number 11
Version Date 01-23-20

Table of Contents

LiSt Of ADDIEeVIiAtiONS ....cccccerremmrssisssissssmsssssssssssssssssssssnssssssssssssssssssassssssssssnsssnsssasssessssnsssnsssasssanssanssansss

1.

Introduction/Background/Significance.... -
1A. Suicidality among jail detainees is a crltlcal problem of publlc health 51gn1ﬁcance
1B. There is a critical need for targeted suicide prevention interventions for jail detamees
especially after jail release................ SR |
1C. Brief interventions are effectlve at reducmg su1c1de rlsk in other hlgh rlsk
populations. ............... SRR .
1D. Brief suicide 1ntervent10ns have the potentlal for good uptake in ]alls ST
1E. Safety Planning Intervention (SPI) is a brief, adjunctive intervention...........cooeeeeeoneanee. 8
1F. Mechanisms and fit for target population. ... eneeeneenees O
BT 11303 Lo o 10
B0 5 IO L) e 1L 0 L 10
B0 8 10 4ol 1 S & |

5
o (= o4 1Y )
7
.7

2. Study ODJECTIVES ... s s s srsssssssssssssssssssssss 13
3. Subjects ... T U

3A. Descrlptlon of Study Populatlon ....................................................................................................... 14
3B. Inclusion Criteria... U 1
B O 05"l 1S3 1) 4 T 08 1 =) o = SRR 14

. Study Design and Methods (including Consent Process).......ccuummmmmmmmns 15

T WY ) a0 ot T 15
T2 3200 2o o8 1L 4 16
4C. Screening and CONSENTE PrOCESSES ... e erecrmceecresmsnamseessmessassssss s esssessmsteeseessmssesssssmssenss 18
AD. STUAY PTOCEAUIES ... eerieacsssss e s ensmessmseeaseesmssmas e masamsesssosssasssssassmnsasemasemsteaseessmssrmsassmrnss 18
T DD 08 ¢ s W00 5D o () 2= U0 0 20

. Storage of Data and SAMPIES ... ———————————— 21

B5A. SOUICEeS Of MAteTIaAlS ..o s ee e e ems s ess e e m e s as s s nms e e e manemneeas 21
503 200 084 1 0 o 4 T 11T 21
5C. Plan for Rapid Sharing of Trial Data ... ssssessms s enemsnsmneees 21

6. Additional CoNSIHEIratiONS.....ccicicrscrssrsssressrmssrasssasssssssssssssssssssssssssssassssssssnsssnssssssensssnsasasssanass 22

7. RiSKS aNd DiSCOMIOITS ...occciircrsrsssrsmsssnsssssssssssssssssssasssasssssssssssssssssssssssssssasssasassssssnsssnssssnssanssnssans 23

7A. SOUrCeS Of MaAteTIals ...cocceeeciecrirsrssesrss s s sssssesssssssssns s srsssssssrasasssassssnssssssmsasssssmasasssessmsnssseasmnssnans 23
7B. POtential RISKS.....ccccccviciirmississssirsssssssssssssssssssssssssssssssnssasssssssssssssasassssnsssnsssesssssssssssnssasssessssnssseasmassenes 23
7C. Recruitment and Informed CONSENL ... ieccmssssrecrsrssssssssssssssssssssssssssssssssssssessssssssssnssssessenes 20
7D. Protection ABaiNST RISK..... et mnn s 24

. Subject Safety MONITOIING ... s s s s 26

BA. Safety MONItOTING OVeIVIEW ... e e e emee e sec s cscesmssamseessmsssasssssmssms s s messmseeeseessmsems s emsnenss 26
ESI2 D 10D o b Fegl o Ture b o o o 1 ) o O 27
BC. IN the COMMUUIITY .o ese s en e emse s sessmssmas e msemseessoessas s sms s e s s mesemsteaseesmssmmsssmrnss 27
8D. Withdrawal from the STUAY ... e smse s ss e senenes. 2O

SPIRIT CTOBB Protocol

Page 3 of 65



Version Number 11
Version Date 01-23-20

8E. Criteria for UNBINAING ... en e mseem s s s en e smseeese s nms e enes
9. OULCOME MEASUIES ..ovcesreerrressrssssssssssssssssssssssasssasssasssassssnsssssmsssssssissssass sasssasssansssnsssans sansssnsasasassnass

10. Statistical ANAIYSIS.....cinmi s ——————————————
BTN D F U= T B 1
10B. Expected Attrition and Power ANalySis ... emese e

11. Human Subjects Involvement and Characteristics ...
I8 WY 1 ) Tt ot T (=T 00 o
11B. Jail Detainees as Human SubjJects ... e e
11C. Sample Composition and Rationale......... e ese e
11D. Efforts to Achieve Targeted Sample COMPOSITION ...omeereceiceeee e
11E. Safeguards for Vulnerable Populations ... eeeee e
11F. Qualifications of INVeSHIGAtOI'S ...

12. Anticipated Benefit...

12A. Benefits of the Proposed Research to the Sub]ects and Others ...................................

13. Classification of RisK...

13A. Naturalistic Risk of the Populatlon Under Study ...............................................................
13B. Potential Risks Associated with Study Participation ...
13C. Overall Risk and Benefit COnSideration.......cssssssis s sssssssens

14. Consent Documents and ProCeSS........ssmimsssssssssssssssssssssssssasssssssssssssssssasanss
14A. Designation of Those Obtaining CONSENt ... e s ee e emseeas
14B. CONSENE PrrOCEAUIES ......cooeireererrsrsesssrsssssmssssssssssssssssssssssssssssssssassssssssssnsssssssssssssssnasasssessssassseasasssssans
14C. CoONSENT DOCUIMENTES ...t serrsessse s e sssesssssasssessees s sesssssassmsessensansasssssessmsassensansasssssansns

15. Data and Safety Monitoring (Includes Quality Assurance Procedures).............
15A. Data and Safety MONIEOT ... e e se e e e s e s nms e e emeneeneeas
15B. Data MONItOring PIAN ... s ee s mes e s s s e emnn e
15C. Site MONITOTING PLaAN..... e et e s e eeemen s
15D. Safety MONItOring PIaAn ... et se s s e eeemnn e
15E. Interim ANAlYSIS PIAN o et e s ee e

16. Alternative Therapies ... s s s sasasssnss
17. Confidentiality ... ——————————
18. Conflict Of INtEreSt..... e —————
19. Research and Travel COmMpensation ...
P I 3= =3 = o =L
21. AttachmentsS/APPEeNdICeS ... s ———————————

SPIRIT CTOBB Protocol

Page 4 of 65



Version Number 11
Version Date 01-23-20

List of Abbreviations
e AE = adverse event
AUC = area under the curve
AUDIT = Alcohol Use Disorders Identification Test
CD = compact disk
CE = cost-effectiveness
CEO = Chief Executive Officer
CONSORT = CONsolidated Standards of Reporting Trials
C-SSRS = Columbia Suicide Severity Rating Scale
CTOBB = Clinical Trials Operations and Biostatistics Branch
DUDIT Drug Use Disorders Identification Test
DSM-5 = Diagnostic and Statistical Manual of Mental Disorders, 5™ Edition
ED = emergency department
ED-SAFE = Emergency Department Safety and Follow-Up Evaluation

]

GCP = Good Clinical Practices

HLM = Hierarchical Linear Modeling

ICD = International Classification of Diseases
INQ-12 = Interpersonal Needs Questionnaire-12
IRB = Institutional Review Board

K6 = K6

LEC/PCL = Life Events Checklist/PTSD Checklist
LIFE = Longitudinal Interval Follow-up Evaluation

MINI = Mini International Neuropsychiatric Interview

NA = not applicable

NIH = National Institutes of Health

NIJ = National Institute of Justice

NIMH = National Institute of Mental Health
Pl = principal investigator

QALY = quality adjusted life year

RA = research assistant

RCT = randomized controlled trial

SAE = serious adverse event

SAS = Statistical Analysis System

SOC = Standard Care

SPI| = Safety Planning Intervention

SPSS = Statistical Package for the Social Sciences
SRM = Site Review Meeting

THI = Treatment History Interview

UP = unanticipated problem

U.S. = United States

VR-12 = Veterans Rand 12 Item Health Survey

SPIRIT CTOBB Protocol

Page 5 of 65



Version Number 11
Version Date 01-23-20

Précis

Objective: This is a randomized controlled trial (RCT) in 2 jail systems to evaluate the
effectiveness and cost-effectiveness of Stanley and Brown'’s Safety Planning Intervention (SPI)
to reduce suicide events (attempts, suicide behaviors, suicide-related hospitalizations, and
suicide deaths) in the year following jail release.

Study population: The sample will include 800 (male and female) pretrial jail detainees who
are at risk for suicide events (i.e., they endorse suicidal ideation with some intent to act or a
suicide attempt in the past month). The sample will be recruited from two jails | N

Design: This study is a randomized controlled trial to evaluate the effectiveness and cost-
effectiveness of SPI to reduce suicide events (attempts, suicide behaviors, suicide-related
hospitalizations, and suicide deaths) in the year following jail release. We recruit and follow

participants from two jail systems m).
e SPI will consist of safety planning during jail detention coupled with post-release follow-
up phone calls to review the safety plan and problem-solve barriers to use of safety

behaviors after jail release. SPI is provided by clinicians from the community mental
health centers providing standard, existing re-entry services.

e The control condition will be Standard Care (SOC). The current standard strategy for
caring for suicidal jail detainees is assessment and psychiatric stabilization while in jail
with essentially no community follow-up; we will provide post-release monitoring and
emergency referral in keeping with ethical obligations to trial participants.

e Assessments will occur at baseline, and 4, 16, 34, and 52 weeks post-release.

Outcomes include:

1. Number of suicide events (a composite of attempts, behaviors, suicide-related
hospitalizations, and suicide deaths) in the year following jail release (primary)

2. Number of suicide attempts, weeks of active suicidal ideation, severity of suicide
ideation, time to first suicide event, psychiatric symptoms, and_functioning (secondary)

3. We hypothesize that SPI will increase (a) treatment utilization, (b) suicide-related
problem-solving, and (c) sense of belongingness, which will serve as mechanisms of
SPI's effect on suicide events.

4. Cost, cost-offsets, and cost-effectiveness (which drive adoption and sustainability in re-

entry settings)

SPIRIT CTOBB Protocol
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1. Introduction/Background/Significance

1A. Suicidality among jail detainees is a critical problem of public health significance.

There were nearly twelve million admissions to U.S. jails in 2012." In fact, the U.S. has the
highest incarceration rate in the world.* Individuals who become incarcerated face numerous
health disparities. Rates of past-year mental health (56%) and substance use (66%)
disorders,*>13 HIV,”1415 hepatitis,” and tuberculosis’ are dramatically elevated among
incarcerated individuals, 68% of whom are from racial or ethnic minority groups'® and 70% of
whom had less than $2,000 of personal income in the month before arrest.’” Around half (40-
50%) of incarcerated individuals report lifetime suicidal ideation or behavior and 13-20% have
attempted suicide.'82? Incarcerated individuals die by suicide at a rate that is 8 to 14 times
greater than the general population.2'-23

Unlike prison, where individuals have been sentenced and typically stay from months to
years, jail detainees are either pretrial (unsentenced) and may be released on bond, or are
serving very short sentences. The weekly turnover rate in U.S. jails is 65%.2* Most people who
are arrested? are booked into jails (12 million ad-missions in the U.S. in 2012).26 Only a few are
subsequently sentenced to prison (~700,000 admissions per year).Z” The majority of people
passing through jails are charged with misdemeanors, such as public drunken-ness,
trespassing, shoplifting, and public disturbances.?® In prisons, longer stays offer opportunities to
receive treatment and post-release treatment planning. In contrast, most individuals are in jail
only a few days and release times are unpredictable, meaning that intensive, long-term
treatment is usually not possible and post-release treatment planning occurs quickly if at all.28-3
Brief, flexible interventions are needed for jail settings.

1B. There is a critical need for targeted suicide prevention interventions for jail
detainees, especially after jail release.

Arrest and jail detention represents an acute stressor that exacerbates suicide risk in an
already high risk, vulnerable population. In contrast to suicide rates of 12 per 100,000 in the
general population and 10-14 per 100,000 in state and federal prisons, the rate of suicide during
jail detention is roughly 35 per 100,000.3"32 Although not the subject of formal randomized
intervention trials, increased awareness, quality improvement, and implementation of clinical
guidelines for screening and safety during jail detention (e.g., Shield of Care for incarcerated
teens,3® publications by the US Marshals** and others®) have been credited for reducing the in-
jail suicide death rate from over 100 per 100,000 twenty years ago.?'23¢

Less attention has been paid to reducing suicide risk and mortality following release to the
community,374% when individuals have increased access to lethal means (substances, firearms,
vehicles) and are faced with numerous financial, legal, and social stressors.?>41-4> The
resurgence of problems, including substance use,*¢ risky behavior,*"#8 victimization,43484° and
re-arrest™ during this period is typical. At least one study showed suicide to be the leading
cause of mortality following release from jail,*® with evidence that suicide accounted for 20% of
all deaths during this period. Others have revealed suicide to be among the top 3 causes of
post-release mortality, along with accidental drug overdose and homicide.3942.21-53 A recent
meta-analysis found the average rates of death by suicide in the first post-release year to be
128 per 100,000 (range: 41-204 per 100,000), meaning that more people die by suicide in the
year after release from incarceration than during jail detention.®**> Reducing suicide risk in the
year after jail detention could have a noticeable impact on national suicide rates,*® given that
National Violent Death Reporting System general population data indicate that roughly 10% of
all suicides with known circumstances occur in the context of a recent criminal legal stressor
(typically arrest and jail detention). If the effects of brief suicide prevention interventions found in
other at-risk populations (relative risks of 1.6-2.6°7%" for attempts and 11.0 for suicide deaths®?)

SPIRIT CTOBB Protocol
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hold for recently re-leased jail detainees, implementation of this intervention could result in a
5%-9% reduction in all U.S. suicides.

In sum, jail detention is a marker for increased suicide risk: jail detainees are a high-risk,
low-resource population with complex psychiatric, health, housing, and employment
challenges,?? who are facing a major life stressor (i.e., arrest). Release to the community
decreases supervision and increases access to lethal means. Lack of education, poverty,
victimization, homelessness, isolation, and poor employment skills complicate care and
increase morbidity and mortality.5*"! Suicide intervention research for this population is lacking:

this study will be the first RCT of any intervention for suicide risk reduction following release
: ol

1C. Brief interventions are effective at reducing suicide risk in other high-risk
populations.

Although jail detention affords a critical moment of opportunity to deliver suicide prevention
intervention to a vulnerable population, individuals are typically detained for only a few days
(median length of stay = 4 days |jjil)}), requiring rapid, flexible, and implementable intervention.
Fortunately, there is an emerging evidence base supporting the effectiveness of brief suicide
prevention interventions,’? typically consisting of one in-person session and then telephone or
mail follow-up,” in other high risk populations. For example, among large samples of suicidal
emergency department (ED) patients, brief intervention and telephone contact has been shown
to decrease subsequent rates of suicide attempt, especially in the first month following the index
ED visit,” and to decrease subsequent suicide deaths (0.2% vs. 2.2%) and overall mortality by
any cause (1.3% vs. 2.7%) relative to treatment as usual.” Randomized trials have also found
low intensity contact letter interventions (i.e., mailing brief, caring outreach messages) to yield
reduced cumulative number of repeat suicide attempts, suicide events (i.e., attempts,
hospitalizations), and suicide deaths among recently hospitalized patients.’®-""-"® Other brief
interventions, such as the Collaborative Assessment and Management of Suicidality (CAMS)8°
and Applied Suicide Intervention Skills Training (ASIST)?' have also shown promise.

1D. Brief suicide interventions have the potential for good uptake in jails.

Although not meant to replace other more intensive treatment (e.g., Dialectical Behavior
Therapy??), the fact that these brief interventions were developed for delivery in transitory, crisis-
oriented settings such as EDs and inpatient units make them ideal for delivery in jail (another
transitory, crisis-oriented setting). Brief, low intensity interventions that can be delivered by a
broad range of clinicians are also more feasible and potentially scalable within the complex,
resource-challenged criminal justice and affiliated community mental health contexts.2:83-91
Stanley and Brown’s Safety Planning intervention (SPI; see 1E) has excellent potential for
uptake and sustainability in these settings. SPI is brief, flexible, and collaborative, important
characteristics for jail re-entry interventions. SPI is very structured and can be delivered by a
broad range of clinicians. SPI is scalable with existing service structures and the typical

clinicians that work within them (see 11).

1E. Safety Planning Intervention (SPI) is a brief, adjunctive intervention
Stanley and Brown’s Safety Planning Intervention (SPI)°2is a brief, adjunctive
intervention designed to reduce subsequent suicidal behavior in high-risk populations.®>
94

SPI has been identified as a ‘Best Practice’ in the joint Suicide Prevention Resource Center-
American Foundation for Suicide Prevention (SPRC-AFSP) Registry. The core element of SPI
is the collaborative development of the Safety Plan, which is a prioritized written list — in the
patient’s own words — of coping strategies and supports that individuals can use during or
preceding suicidal crises. To address challenges of continuity of care across vulnerable

SPIRIT CTOBB Protocol
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transitions (e.g., from ED to community treatment, from inpatient to outpatient treatment), SPI
often includes telephone follow-up with the same treatment provider to conduct periodic risk
assessment and mood checks, review the Safety Plan, problem-solve obstacles to treatment,
and assist with linkage to services.?29%9 SP| incorporates evidence-based suicide prevention
strategies, including facilitation of suicide-related safety skills,%-%" identification of social
supports and emergency contacts,®-1%" lethal means restriction, %1% service linkage,'°” and
motivational enhancement'®""? to promote community treatment engagement. An emerging
evidence base supports SPI for suicide prevention. Recent data support the acceptability and
effectiveness of SPI for individuals at risk for suicide across a number of acute settings (e.g., VA
and civilian EDs, National Suicide Prevention Lifeline, NY State Office of Mental
Health)®293.111.112 for the reduction of suicidal ideation and behaviors among high-risk patient
groups 3111113115 Ag in these urgent care settings, the goal with SPI in jail settings is not to
solve all of detainees’ challenges with a single brief intervention, but rather to intervene in
targeted ways to reduce suicide risk and to improve linkage to mental health care and other
needed services.

1F. Mechanisms and fit for target population.

We propose that (a) treatment utilization, (b) suicide-related problem solving, and (c)
belongingness will serve as mechanisms for SPI’s effects on suicide events.

Treatment utilization (primary) is strongly linked to suicide risk reduction.'¢-118 SP]
increases treatment engagement (see 1H). SPI helps problem-solve service linkage issues,
which present huge challenges for re-entering individuals given difficulties with transportation,
service availability, stigma, and trust of medical institutions.#44%17%-'2" |n fact, service linkage is
recognized by jails as the primary, top-priority barrier to post-release health outcomes.'9.122-128
SPI also works to increase motivation for service engagement.’?%13! Finally, continuity of at least
one provider across the transition from jail to the community has been described as essential for
post-release care.*849.132.133 gP|'s blended in-person/phone approach delivered by community
mental health center clinicians (see 11) will provide this continuity, responding to
recommendations of the National Confidential Inquiry into Suicide and Homicide®® to reduce
community-level suicide rates through better communication and cooperation between justice
and community mental health agencies.

Suicide-related problem solving (exploratory). There is a robust association between
problem solving deficits, which are prevalent among incarcerated populations,?-*4%¢ and
suicide risk in community'*”-13% and incarcerated?°:134.140 populations. Stressful life events, also
common in our target population,3>414° can also interfere with cognitive processes needed for
deliberation, further priming poor and impulsive decision making.'#-143 SPI facilitates the use of
safety-related coping skills (skills which reduce suicide risk®-9") for managing crises using a
template for rehearsing safety behaviors. The written safety plan, developed when participants
are in controlled setting with time to deliberate (i.e., jail), allows individuals the opportunity to
make decisions that support safety in future situations when their ability to generate and weigh
options might be more limited (e.g., in the context of an acute life stressor, psychiatric symptom
exacerbation, substance use, fatigue, etc.) or when the environment is less controlled (i.e., less
supervision, more access to lethal means). Thus, SPI helps at-risk individuals make and enact
safety decisions so that they do not need to generate, weigh, and execute options for the first
time when faced with an acute crisis and resulting reduced capacity to do so.'#'-143 These
safety habits and structures put into place during incarceration safeguard against future difficult
moments.

Belongingness (exploratory). Emerging from the Interpersonal-Psychological Theory of
Suicide, ' there is evidence that a sense of thwarted belongingness, defined as the belief that
one does not have meaningful relationships with others or that others cannot relate to an
individual's experience, is associated with increased suicide risk.’*® This construct of thwarted
belongingness is especially relevant to criminal justice-involved populations because they are
often socially marginalized. In fact, loneliness, interpersonal conflicts or stress, and having no
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one with whom to discuss bad news are strong predictors of suicide attempts and deaths in
incarcerated samples.®>'461%° SP| harnesses social supports and identifies contacts to reduce
isolation in times of crisis, enhancing belongingness. Moreover, because recent detainees are
often disenfranchised and marginalized,*° receiving outreach in the form of caring telephone
calls may also serve to increase a sense of belongingness.'21%0 Qur previous research has
shown post-release telephone outreach to be meaningful and powerful among re-entering
individuals. 30152 Qverall, SPI is well matched to both the target population and target
systems for ultimate dissemination and implementation. However, there is no previous large-
scale test of this intervention (or any other) for reducing suicidality following release from jail
detention.

1G. Innovation
This study will be the first RCT of any intervention to reduce suicide risk after jail
detention.

This is high-risk period, and a high-risk, large, and virtually unstudied population. NIMH’s
2014 Research Agenda for Suicide Prevention'®? prioritizes intervention research in settings that
are catchment areas for at-risk individuals; it specifically mentions jail as one of these areas.
Given that there are no existing research-supported approaches, this trial addresses the
compelling unmet need for effective interventions to reduce suicide risk after jail release and
addresses an important gap in the literature. If shown effective, SPI has the potential to change
clinical practice (see 1C, 11) and measurably reduce U.S. suicide rates (see 1B).

1H. Interventions

SPI will include one in-person meeting in jail to create a safety plan and then 4 telephone
meetings after release to review the safety plan and address barriers to implementing safety
behaviors (see Appendix A). Post-release telephone contacts maximize feasibility given post-
release transportation challenges, and reflect preferences of re-entering individuals.
Furthermore, our research with previously incarcerated individuals as well as with suicidal
individuals in the community has indicated that telephone follow-up intervention is feasible,
acceptable, and powerful in building trust and reducing risk among these disenfranchised, often
isolated, populations (see 1H). Telephone contacts are a cost-effective procedure’* for
contacting patients and have been found to be effective in a number of disorders,’>72 including
depression.’” We have extensive experience in providing phone interventions.'3-177

The Initial Session During Jail Detention will take place in person at the jail and will include a
comprehensive clinical suicide risk assessment and development of a Safety Plan, a prioritized
list of coping strategies and sources of support that patients can use during or preceding
suicidal crises. The Safety Plan uses a simple, easy-to-follow format meant to enhance
individuals’ sense of self-control over suicidal urges and thoughts. During the risk assessment,
the clinician obtains an accurate account of the events that transpired before, during, and after
the most recent suicidal crisis. This description may include the activating events as well as the
patient’s reactions to them. This discussion helps to facilitate the identification of warning signs
to be included on the Safety Plan, as well as the identification of specific strategies or behaviors
that may have been used to alleviate the crisis. The SPI hierarchically-arranged steps are: (1)
Identification of warning signs; (2) Use of internal coping strategies including distraction; (3)
Social contact with others who may offer support and distraction from the crisis, without
discussing suicidal thoughts; (4) Contacting family members or friends who may help resolve a
crisis and with whom suicidality can be discussed; (5) Professional contacts including crisis
hotline number, nearest ED address, clinicians’ contact; (6) Restriction of access to lethal
means. Patients are instructed to first recognize when they are in or at risk for crisis (Step 1)
and then to follow Steps 2 through 6 as outlined in the plan. If following the instructions outlined
in Step 2 fails to decrease the level of suicide risk, then the next step is followed, and so forth.
SPI conveys a very clear path to follow. Since people cannot think clearly during emergencies,
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a clear predetermined strategy is most effective to mitigate risk.%-97

Post-Release Telephone Sessions. The same clinician who met with the individual in jail will
contact him or her 4 times by phone at key time points (within the first week, 1 month, 3 months,
and 6 months) after jail release, providing the most frequent contact in the highest risk period
just after release. For individuals in crisis, clinicians have the option of scheduling an additional
4 calls. Calls are structured and have an agenda: (1) mood check and suicide risk assessment;
(2) review and revise the safety plan; and (3) review treatment options and problem-solve
obstacles to treatment. Clinicians ask when the person’s next mental health appointment is
scheduled, assess motivational and structural barriers to attendance, and help address these
barriers. Clinicians can help identify treatment and other resources and facilitate appointments
for patients if needed. If patients are assessed to be at acute risk, we will take appropriate
action to maintain their safety, which may include contacting existing providers, ED referral, or
calling the police (see Human Subjects).

Standard Care. As is the case in most jails nationally,?3-34-35.178-180 Standard Care (SOC) for
pretrial jail detainees at the study sites (S ) is screening (by an intake worker) and
assessment of risk (by a social worker). Individuals considered to be at acute risk of suicide are
placed on psychiatric observation in the jail, where they are stabilized to the extent possible
during their jail detention (i.e., they may be high, manic, or floridly psychotic when detained and
may only be in jail for a few days, often coming in on a Friday night and being released from
court Monday). If jail staff determine a detainee’s imminent suicide risk to decrease while they
are in jail, they leave observation, enter the general jail population, and then are released with
no community follow-up. If an individual on observation is released on bail, the jail will ask the
person picking the detainee up to take him or her to the ED for evaluation; no further follow-up is
provided. If an individual on observation goes to court, the jail provides a letter asking the court
to have the person evaluated by a mental health professional before releasing him or her; no
further follow-up is provided. Individuals identified by the jail as having a severe mental iliness
(i.e., schizophrenia, bipolar disorder) are provided with post-release appointments. Thus,
research assessment and emergency referral for trial participants on the basis of suicidality
should be considered “enhanced” care compared to current jail practice, in keeping with ethical
obligations. We will also provide handouts with an overview of local community treatment and
other relevant community resources (e.g., housing, food) to all study participants.

11: Clinicians

We will hire the community clinicians who would eventually deliver this intervention in
regular practice to moonlight as clinicians on this study. They will be recruited from the
agencies contracted to provide mental health services to individuals re-entering their respective
communities from jail and prison. Injj, the is the community mental health
center serving the area to which the largest number of re-entering individuals in %eturns. The
H director of justice-related treatment services, |l is @ Consultant on

IS proposal. nm serves re-

entering individuals; its . 's a/so a Consultant. Because these agencies’
clinicians serve a large number of re-entering individuals, they are experienced in working with
justice-involved clients and with common co-occurring problems, such as substance use and
partner violence. have well-established procedures for
hiring, training, supervising, relalnlng, an! rep|acmg !wl'len they change employment) these
community clinicians in their previous in-person and phone-based and prison mental health and
suicide prevention intervention studies.

We will hire and train an initial cohort of 16 master's-level clinicians (to cover the two jails 7

days per week plus back-ups) from them and to
moonlight on this study. Because of high rates of turnover among communlg men!a| Health
clinicians, we anticipate training 24-28 over the 2.75-year intervention period. N

I V1| lead the training. Training will use the program developed by
I 2 d used successfully to train clinicians to fidelity within their previous study.
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This day-long, in-person initial training consists of reviewing the SPI rationale, materials, and
strategies; audio-taped demonstrations; and live practice sessions with feedback.

will serve as the primary clinical supervisor for this study, with help from [l 2nc 'npu
from :

As in our previous and ongoing studies, in-jail treatment sessions are recorded using credit-
card sized encrypted digital audio recorders that we are able to bring in and out of the jail.
Recording of phone sessions uses an encrypted digital audio recorder connected to a telephone
headset system and transmitter patch. As in previous and ongoing studies, study clinicians
upload the recordings to our secure research audio/video server from their (remote) computers.
Study supervisors, consultants, and fidelity raters can then listen to study intervention sessions
from their (local or remote) computers, and supervision takes place by phone.
currently uses this system to supervise prison research clinicians in 2 states. Supervision will
include weekly review of clinicians’ audio-taped sessions, weekly group supervision and case
discussion by phone, and individual phone consultation on an as-needed basis. With help from

, we will offer at least yearly ‘booster’ in-person training sessions to train
new clinicians and provide review training for continuing study clinicians. Fidelity ratings will
occur throughout the RCT; retraining will take place as necessary.
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2. Study Objectives

This RCT evaluates the effectiveness and cost-effectiveness of SPI for reducing suicide events
(attempts, suicide behaviors, and suicide-related hospitalizations and emergency department
visits) among 800 suicidal pretrial jail detainees from two jails in the year following jail release.
This study will be the first randomized evaluation of a suicide prevention intervention in the
vulnerable year after jail release. Outcomes include:
1. Number of suicide events (a composite of attempts, behaviors, suicide-related
hospitalizations, and suicide deaths) in the year following jail release (primary)
2. Number of suicide attempts, weeks of active suicidal ideation, severity of suicide
ideation, time to first suicide event, psychiatric symptoms, and_functioning (secondary)
3. We hypothesize that SPI will increase (a) treatment utilization, (b) suicide-related
problem-solving, and (c) sense of belongingness, which will serve as mechanisms of
SPI's effect on suicide events.
4. Cost, cost-offsets, and cost-effectiveness (which drive adoption and sustainability in re-

entry settings)
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3. Subjects

3A. Description of Study Population

Our target population is suicidal pretrial jail detainees who are returning to the
community. We will exclude individuals who expect to be sentenced to prison. However, we
expect 6-8% of the pretrial jail detainee participants we consent who do not expect to be
sentenced to prison will be sentenced anyway. Although some of these individuals will not
leave jail for the community (i.e., will go directly to prison, not home), we found that some
individuals receive very short sentences within jail (<30 days) prior to release. This timeframe
for release is similar to that for those who are not sentenced following their court dates because
there is some variability in time spent in jail awaiting trial. Therefore, individuals who are
sentenced for <30 days will remain eligible for the study as they can participate in post-release
study activities within a similar timeframe as those who do not get sentenced. This is a standard
approach taken in other re-entry studies (e.g., R0O1 AA021732; U01DA016191"%) that must
consent participants when their sentencing or release status is still unknown. Sentencing will
occur independent of study condition, so their exclusion from analysis (no “at-risk” community
months) will be unlikely to influence internal validity. We will follow all remaining participants
who are released from jail to the community after the index incarceration through the 52-week
post-release period regardless of reincarceration, continued participation in SPI or SOC, or
subsequent suicide attempts or hospitalizations. Of the 92-94% of participants who are released
from jail to the community after the index incarceration, we conservatively estimate that post-
release follow-up rates will be 82% at 4 weeks, 80% at 16 weeks, 75% at 34 weeks, and 70% at
52 weeks, with 85% of participants providing data for at least one post-release follow-up
interview. Post-release follow-up rates in previous and ongoing studies have
been higher than this. Therefore, we expec! !Ha! !550 !!5% of the 92% who are released from
jail) of the 800 enrolled participants will provide evaluable follow-up data. Count (e.g., suicide
events) data from missed follow-ups will be gathered at later follow-ups when they occur, and
we will collect medical record and death record data on all eligible (i.e., released) participants.
Study dropouts will not be replaced; attrition has been accounted for in power and sample size
estimates.

3B. Inclusion Criteria

Unsentenced male and female pretrial jail detainees will be eligible for the study if they are:
(1) 18+ years of age; (2) at risk for suicide, operationalized as the presence of active suicide
ideation with any intent to act in the past month (as evidenced as response of “yes” on items C4
and/or C5 on the Screening section of the C-SSRS), and/or endorsement of an actual suicide
attempt in the past month (as evidenced by a “yes” response to the actual attempt item in the
Behavior section of the C-SSRS); and (3) speak and understand English well enough to
understand questionnaires when they are read aloud (~98%).

3C. Exclusion Criteria

We will exclude people who: (1) expect to be sentenced to prison (i.e., expect to go directly
to prison, not home, from the jail), (2) cannot provide the name and contact information of at
least two locator persons (~6%), and/or (3) do not have access to any telephone. In our
previous jail studies, most people screened (92%) owned a phone and virtually all had access to
a phone through owning one, a relative/friend, or an agency. We regularly contacted
participants by phone.
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4. Study Design and Methods (including Consent Process)

4A. Study Overview

This study is a randomized controlled trial to evaluate the effectiveness and cost-effectiveness
of Stanley and Brown'’s Safety Planning Intervention (SPI to reduce) suicide events (attempts,

suicide behaviors, suicide-related hospitalizations, and suicide deaths) in the year following jail

release. We will recruit and follow 800 participants from two jails: | N
|

Study assessments take place at baseline, and then 4, 16, 34, and 52 weeks post-release.
Baseline assessments occur at the jail. Post-release assessments take place by telephone,
unless the person has been reincarcerated. If the person is reincarcerated, affected study
assessments will take place in person at the correctional facility. Participants are enrolled in the
study until either:

1. The 52-week post-release assessment has been completed or deemed “missed.”

2. They are determined to be ineligible. For example, some participants may sign consent
before completing assessment for full eligibility. Furthermore, if someone who has
consented is sentenced to jail or prison time without being released to the community for
more than 30 days following pretrial jail detention, they are no longer eligible for the
study and will not be followed (see Section 10 section on Attrition). Participants who are
released to the community following study enroliment and then are subsequently
reincarcerated are eligible and will still be followed.

The participants who are randomized to the SPI condition will also receive SPI contacts. This
consists of an in-person meeting with a study counselor at the jail, and then 2-8 follow-up phone
calls with the counselor in the 6 months after jail release.

Randomization and blinding. Randomization to SPI or SOC in a 1:1 ratio will occur in the jail
after the baseline assessment; therefore, all baseline assessments will be “blind.”
Randomization will be stratified by jail, gender, and history of suicide attempts (yes or no). As in

ongoing jail study, study counselors (who are available every day of recruitment;
see Budget Justification) will meet with those assigned to the intervention condition within 24
hours of randomization. Typically, we recruit participants in the morning to meet with the
interventionist/s scheduled to come to the jail that afternoon or evening. Immediately after
randomization, RAs will also review the study follow-up schedule, means of contacting the
research staff, and participants’ contacts with all participants. A different research assistant,
who is blind to intervention assignment, will perform follow-up assessments. Information about
a participants’ experimental condition will be kept separately from the databases where
research assistants will enter assessment data. Patients will be instructed at each visit that they
are not to make any mention of their treatment condition while they are being interviewed by
their assigned rater. At the beginning of each rating session, the rater will remind the patient
that she/he is not to mention treatment condition during the interview with the rater.

The study statistician, | . ! prepare the randomization schedule before the first
participant is enrolled.
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Role Blind to Tx Condition Access to Study Data
Principal Investigators No Limited to demographics,
randomization, and
blinded outcome data
until the assessment
window officially closes
and data analysis begins
(see page 32 for details)
Project coordinators No Yes
Study clinicians (community clinicians No No
moonlighting for the study)
Clinical supervisors No No
Research assistants (RAs) Depends* Only for data entry

*The RA that does a particular participant’s intake assessment will NOT be blinded for that

participant. The unblinded intake RA will help schedule follow-up assessments, but a different
RA (who is blinded for that participant) will conduct the follow-up assessments. Therefore, each
RA will be blinded to about 83% of participants, and will conduct follow-up assessments for only

those participants.

4B. Recruitment

Participants (pretrial jail detainees) will be recruited from the | 2"

from the

- I
» As part of their routine practices, the jails in each system |l screen each

detainee for the presence of Sl at the time of intake. This screening has two levels; the
first involves screening by non-clinicians: in intake officer in one jail and a police officer
in the other jail. This first level of screening includes prescribed yes/no questions. Those
who screen positive at this level are put on suicide watch until they can be evaluated by
a jail mental health clinician (typically a licensed social worker or psychiatrist).
Depending on what day of the week and what time of day they are admitted (e.g., Friday
night), it may be a couple of days before the clinician can see them. The licensed
clinician then interviews them and has the choice to clear them into the general
population or maintain them on suicide watch. Data from our two jail study sites
indicate that approximately 7-10% of detainees in our systems will be placed on suicide
precautions at some point during their jail detention.

Our recruitment strategy is to begin study screening with those on suicide precaution.
This is easy because these individuals are typically housed in a single wing at each jail.
Given that some individuals with suicidality may have been cleared into general
population already, or (rarely) may not have been identified by the jail's initial screening,
if we still have time on a given day after enrolling eligible individuals on suicide watch,
we will supplement recruitment by approaching detainees within the general population
to assess their interest in study participation. To do so, we will distribute “slips” of paper
briefly describing the study to all detainees on a given wing; detainees can indicate
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interest or lack of interest in meeting with the study RA on the slips, which are discreetly
returned to the RA (see Human Subject section). The RA then approaches each
detainee privately to discuss study participation further, and to begin the informed
consent process if there is an interest in participation. This is an approach we have used
successfully in many of I rrevious jail and prison studies.

Anticipated accrual rate. We will enroll an average of 30 participants (who meet study criteria

and consent to participate) per month for 27 months, resulting in an enrolled sample size of 800
(~500 ingg. ~300 inmD)-

However, if for some unforeseen reason recruitment lags, |l has ongoing
research in | j2's. Which house a population 5-6 times that of

and I has ongoing research in jails in Jiilj- e could expand this
study to those locations if needed.
Enrolling 25%, 50%. 75%. and 100% of the sample (Months 4-30). The study clock
will start on November 1, 2015. Recruitment will begin February 1, 2016 and will end
April 30, 2018. We will enroll an average of 30 participants (who meet study criteria and
consent to participate) per month for 27 months, resulting in an enrolled sample size of
800. At this rate of recruitment, we anticipate enrollment of 25% of the sample (200
participants) 7 months into recruitment, which is Month 11 of the proposed project
period. Accordingly, we anticipate that 50% enrollment (400 participants) will be
achieved by Month 17 of the project period, 75% enroliment (600 participants) will be
achieved by Month 23 of the project period, and 100% enroliment will be achieved by
Month 30 of the project period. A supplement was received to extend recruitment
through November 2018.

Monthly Cumulative
Month Ends Expected Actual Expected Actual
6 4/30/16 20 80
7 5/30/16 30 110
8 6/30/16 33 140
9 7/30/16 33 170
10 8/30/16 33 200
11 9/30/16 33 230
12 10/30/16 33 260
13 11/30/16 33 290
14 12/30/16 33 320
15 1/30/17 33 350
16 2/28/17 33 380
17 3/30/17 33 410
18 4/30/17 33 440
19 5/30/17 33 470
20 6/30/17 33 500
21 7/30/17 33 530
22 8/30/17 33 560
23 9/30/17 33 590
24 10/30/17 33 620
25 11/30/17 33 650
26 12/30/17 33 680
27 1/30/18 33 710
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28 2/28/18 30 740
29 3/30/18 30 770
30 4/30/18 30 800

4C. Screening and Consent Processes

After obtaining consent, trained study research assistants will conduct the screening to
determine eligibility for the intervention study. Research staff will carefully explain all aspects of
the study to potential participants during the informed consent process, including possible
benefits and risks, the schedule of visits, and the expected duration of participation, and will
address any questions or concerns regarding the study. Potential participants will be informed
that: (1) a decision not to participate in the research will have no impact on their status or
expected length of stay at the jail; (2) the study has a National Institute of Justice (NIJ) Privacy
Certificate; (3) confidentiality of study information from jail staff, officers of the court, parole
officers or others in the criminal justice system; and (4) and limits of confidentiality, including the
jail's mandatory reporting procedures for suicide ideation (see below). The consent form will
also state that if an individual is sentenced for more than 30 days and does not return to the
community from jail, , s/he is no longer eligible for the study and will not be followed (see
Section D2.7 of the grant application). Consent forms will also ask for permission to obtain
post-release medical and arrest records even if the participant refuses follow-up interviews. The
consent form also will include date of birth to ensure that the individual is not already enrolled in
the study and middle name and city/municipality of birth to meet guidelines for data sharing
through NIH common data elements (i.e., NDCT). If the participant agrees, s/he will sign an
informed consent document and releases of information to obtain medical and arrest records,
and will complete the baseline assessment. We will ask participants if they would like us to read
the consent forms aloud.

Participants who provide their consent will sign a copy of the document and will be given a
signed copy of the informed consent document. Informed consent procedures have been
developed to comply with the Code of Federal Regulations 45 CFR 46.116, General
Requirements for Informed Consent and 46.117, Documentation of Informed Consent, and
contain all required elements. Freedom to refuse to participate or to discontinue participation at
any time without penalty will be emphasized. Once a participant has agreed to participate in the
research and signed the informed consent, s/he will undergo the baseline screening
assessment.

Attached consent forms include:
o Main study consent form
o Locator forms
o Permission to obtain medical records from the jail
o Permission to obtain medical records from local hospitals
Arrest record releases are not needed because arrest data is self-report data.

4D. Study Procedures
(there are no other study protocols)

Participant safety
procedures
Research procedures | (all participants; required Clinical intervention
(all participants) by ethical obligations to (SPI only)
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study participants)
In jail Screening Mandatory reporting of Study clinician* will visit
Consent severe Sl to the jail participant in jail to conduct

Baseline assessment

the initial SPI session

~4 weeks after
release

Post-release follow-up
assessment (by phone
[unless reincarcerated;
if in residential facility
may be done by phone
or in person)

Emergency referral based
on assessment responses

First ~6 Emergency referral by SPI phone calls (4 planned,
months after SPI clinicians (who are another 4 optional) within the
release licensed) based on clinical | first week, and at 1 mo, 3 mo,

judgment and 6 mo after jail release
~16 weeks Post-release follow-up | Emergency referral based

after release

assessment (by phone
[or in-personifin a
residential treatment
facility] unless
reincarcerated)

on assessment responses

~34 weeks
after release

Post-release follow-up
assessment (by phone
[or in-personifin a
residential treatment
facility] unless
reincarcerated)

Emergency referral based
on assessment responses

~52 weeks
after release

Post-release follow-up
assessment (by phone
[or in-personifin a
residential treatment
facility] unless
reincarcerated)

Emergency referral based
on assessment responses

*Study clinicians will be moonlighting for our study. To the extent possible, they will be drawn from the
community mental health agencies

health and substance use services to re-entering individuals in each community.

In addition, we will also be collecting the following non-self-report data:
e Costs to us of providing the treatment
e Facility and community mental health budget information to allow us to project potential
costs to them, as well as cost-savings
e Participant hospitalization and other medical records from local area hospitals and
emergency rooms
e National death records
e Participant jail medical records (to compare our suicide screening results against the

jail’'s)
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4E. End of Participation

At the last (52 weeks) study assessment, we will:

e Offer to mail all participants information on local suicide, mental health, and substance
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use resources in their area (this can be mailed with the subject payment).
Offer to facilitate referrals to treatment, if desired

Send our assessment results to their current provider in a brief, standardized report, if

desired, and if they send us a release of information

Table C2: Timeline

Year 1

Year 2

Year 3

Year 4

Hire, train RAs, interventionists

Recruit, randomize

Intervene

Follow-up assessments

Data cleaning, analysis, papers
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5. Storage of Data and Samples

5A. Sources of Materials

Research materials collected from participants will include structured clinical interviews and
questionnaires. With a written release of information, we will also obtain permission to conduct a
records review of participants’ medical records at local hospitals. We will also access state and
national death registry data for purposes of data collection in the proposed study. Data will be
collected at intake and at 4-, 16-, 34-, and 52-week follow-up. All data will be identified only by a
study ID number. Names and other identifying information will be kept separate from data
collected. Data and material will be collected specifically for the proposed project. During the
study, all data collected will be entered into an electronic database and stored in locked and
password-protected encrypted files, with only code numbers identifying participants. Any paper
files will be kept in a locked filing cabinet. Audio recordings will be stored on a secure sever or
kept (on CD) in locked filing cabinets.

5B. End of the Study

At the end of the study, de-identified electronic and paper data will be kept using the same
protections as they were kept during the study (i.e., secure research servers, locked filing
cabinets in locked research offices). De-identified study data will also be shared as described
below.

5C. Plan for Rapid Sharing of Trial Data

After data have been collected and study results published, de-identified data will be made
available to other qualified researchers upon request, on a CD or other electronic means
compatible with our systems. The request will be evaluated by the Pls to ensure that it meets
reasonable standards of scientific integrity. We will also place the de-identified dataset, along
with the data dictionary and documentation of data collected, into the NIMH Limited Access
Dataset Repository. We have used standardized assessments of suicide ideation, behavior, and
attempts (e.g., the C-SSRS), hospitalizations (e.g., medical records) and other outcomes,
several of which have been incorporated as common data elements in ongoing NIH common
data element initiatives (e.g., Suicide Collection of the PhenX Toolkit), in order to promote data
sharing and integration into larger databases and allow other researchers to analyze the
data, including conducting meta-analyses.
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6. Additional Considerations

NA: No drugs, devices, or gene therapies are used in this study.
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7. Risks and Discomforts

7TA. Sources of Materials

Research materials collected from participants will include structured clinical interviews
and questionnaires. With a written release of information, we will also obtain permission to
conduct a records review of participants’ medical records at local hospitals. We will also access
state and national death registry data for purposes of data collection in the proposed study.
Data will be collected at intake and at 4-, 16-, 34-, and 52-week follow-up. All data will be
identified only by a study ID number. Names and other identifying information will be kept
separate from data collected. Data and material will be collected specifically for the proposed
project. All data collected will be entered into an electronic database and stored in locked and
password-protected encrypted files, with only code numbers identifying participants. Any paper
files will be kept in a locked filing cabinet. Audio recordings will be stored on a secure sever or
kept (on CD) in locked filing cabinets.

7B. Potential Risks
There are three major sources of low to moderate risk associated with participation in the
proposed study.

1. Potential coercion. It is possible that individuals may feel coerced into participating. This
is a particularly important risk to minimize with incarcerated individuals.

2. Increased distress due to assessment or intervention procedures. It is possible that some
participants will experience increased intrapersonal or interpersonal psychological
distress as a result of participating in assessment or intervention. In the vast majority of
cases, we believe that any increased distress experiences will be mild and transitory in
nature.

3. Confidentiality and loss of privacy. The greatest potential risks to those participating in the
research are legal or social, caused by the inadvertent loss of confidential information
obtained during the data collection process. That is, a participant’s identity may be
inadvertently exposed or questionnaire material may be released or disclosed to
unauthorized persons. In the case of such a breach, serious personal and social
consequences could conceivably occur. However, such risks can be minimized by
instituting the proper procedures to protect confidentiality and by having resources in
place to provide counseling and referrals. We have extensive experience taking
appropriate measures to safeguard confidential information in research with criminal
justice populations. These measures are described below.

7C. Recruitment and Informed Consent

During the second day of incarceration, after medical clearance, jail or research staff will
introduce the study to all inmates and request permission for research staff to approach them.
After obtaining consent, research staff will conduct the screening to determine eligibility for the
intervention study. For those who meet eligibility requirements, the Research Assistant will
proceed with the interview.
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7D. Protection Against Risk

All aspects of the study will be conducted in accordance with HIPAA regulations. Data
and safety monitoring will take place to assure the safety of subjects (see below). All
participants will be reminded that their participation is voluntary and that they can withdraw at
any time without penalty. Additionally, the risks described above will be minimized by the
following procedures:

1. We will minimize the risk of potential coercion by following standard procedures for
obtaining informed consent. We will begin this process during the intake where we will clarify the
nature of the study and possible alternatives upfront. Prior to enrolling participants in the
research, we will fully explain the study procedures, risks, benefits, and alternatives to
participants, emphasizing that participation has no impact on the other services they receive at
the jail, the terms or length of their confinement, or any other community services that they
receive post-release. All reimbursements for participating will be commensurate with
participants’ time required for participating in the research.

2. We will minimize the risk of distress. Incarcerated individuals who serve as
participants in this research face the risk of increased distress during assessment procedures or
study intervention. All participants will be informed that they do not have to answer questions
that they find too distressing and will be reminded that they can discontinue participation at any
time. Moreover, clinical backup will be provided during all assessments and intervention
sessions by a licensed clinician to help facilitate the stabilization and referral process for
participants who decompensate during study procedures. This backup will be provided by

clinicians for assessments or intervention taking place in jail, and by licensed

study clinicians for any post-release assessments or interventions taking place in the
community. The need for additional services will also be monitored during each clinical
(assessment or intervention) contact. Participants will be formally assessed while they are in jail
(intake, pre-release) and after release (4-, 16-, 34-, and 52-week assessments). For participant
contacts that take place within the jail, participants who report significant homicidal ideation or
suicide risk will be referred to appropriate clinical jail staff at baseline for evaluation. If
inappropriate behavior (e.g., sexual harassment toward RAs) is displayed by the detainee
during contact with the study staff, this will be immediately reported to jail staff. Primary clinical
coverage for post-release intervention contacts will be provided

. Primary clinical coverage for all telephone follow-up assessments will be provided
through a partnership with the Boys Town National Suicide Hotline, who will set up a dedicated
telephone line to provide a “warm transfer” between the study assessor and a mental health
crisis counselor, as determined using a detailed implementation protocol (for additional detail
see Safety Monitoring Plan), as has been done successfully in |l previous ED-SAFE
study. The Boys Town mental health crisis counselor will provide clinical back-up with reporting
of dispositions and outcomes back to study staff, using a structured system. For any follow-up
assessments completed in person within residential treatment facilities, clinical coverage will be
provided by clinical staff at the residential facility (if available) or through the Boys Town
procedures as described above. Please see Section 8 (Subject Safety Monitoring) for additional
details

3. We will minimize potential risks due to loss of confidentiality of research data by
having all information collected and handled by research staff, including study interventionists,
trained to deal appropriately with sensitive clinical issues. All participants will be informed about
the limits of confidentiality concerning suicidal intent, homicidal intent, suspected child abuse,
suspected elder abuse, and jail-required mandatory reporting issues (i.e., sexual contact within
the jail, weapons in the jail, jail escape plans). All information will be treated as confidential
material and will be available only to research staff. All information will be kept in locked file
cabinets at I 2O/ I Computer data files will
be kept on I and I sccure research servers, will be available only to authorized
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personnel, and no names or obvious identifying information will be stored in data files. No
participant will be identified in any report of the project. Written consent will be obtained to
contact other persons for the purpose of locating the participant for follow-up and participants
can refuse or revoke such requests. Participants will update their contact information and
contact person for the post-release period at each assessment point to ensure that this
information remains accurate. To further protect participants, a NIJ Privacy Certificate will be
sought after the grant has been funded. Potential subjects will be informed that a Privacy
Certificate has been obtained for this project and that this certificate will protect the investigators
from being forced to release any research data in which participants can be identified, even
under court order or subpoena, although this protection is not absolute. Potential participants
will be informed of the situations in which they may not be protected under the Certificate of
Confidentiality. No information about participants will be released without their permission or
where required by law.

Audio recording of intervention sessions is necessary to rate reliability of interview
assessments and study clinicians’ fidelity to the treatment. As in our past 10 years of research
in jails and prisons, audio recording is accomplished through the use of credit-card size
encrypted digital audio recorders. These digital recordings are regularly transferred to the
universities’ secure computer servers (designed to hold and protect digital audio and video
recordings for clinical trials) via USB connection and secure file transfer to the universities’
secure audio/video server, and the recorders are wiped. This is the same procedure that has
been used in | completed and ongoing intervention studies at the |
recruitment site. Participants will be asked to give informed written consent to audio recording at
the time of study entry. To assure the confidentiality and protection of participants with respect
to audio recording, the following steps will be taken: a) each recording will be labeled with the
participant’s study identification number, the clinician’s/interviewer's name, and the
session/interview date; b) all recordings will be stored on a secured computer server designed
to hold and protect research data; and c) access to the audio recordings will be limited to
research staff who need access to the recordings to perform their duties.
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8. Subject Safety Monitoring

As per the research design, there will be research contacts with study subjects during
incarceration in the jail and also during the post-release period. Protocols for monitoring and
management of subject safety within each context are provided below.

8A. Safety Monitoring Overview

Intervention: Consistent with procedures utilized in our other psychosocial treatment studies for
incarcerated individuals and other high risk psychiatric samples,

will be available by telephone for all study intervention contacts if immediate consultation
is needed for an emergent mental health or other problem.

Assessments: Following from |l €xrerience as one of the Pls of the ED-SAFE study,
which employed a similar protocol, primary clinical coverage for all follow-up telephone
assessments (at weeks 4, 16, 34, and 52) will be provided by mental health crisis counselors
staffed at the Boys Town National Suicide Hotline. Specifically, Boys Town will create a
dedicated telephone line through which assessment calls that surpass a specific threshold of
risk will be transferred, following a “warm transfer” process between study staff and the mental
health crisis counselor at Boys Town. A detailed implementation protocol will be developed such
that the thresholds for “warm transfer” to Boys Town will be incorporated into the programming
of the REDCap data collection interface, so that decisions to transfer a call will be based upon
standardized procedures, thereby reducing the need to solely rely upon human judgment.
Similarly, a detailed protocol will be developed so that critical information (i.e., participant
location and telephone contact information) will be shared with Boys Town at the time of
transfer, and so that Boys Town counselors will have a set of procedures to follow should a call
become disconnected. Boys Town will follow a set of procedures for reporting participant
dispositions and outcomes back to the study in an official Call Record, within 24 hours of each
contact, for purposes of AE and SAE monitoring by the project coordinators and study Pls.
Similar procedures will be implemented for participants who require a "warm transfer” during the
in-person assessments at a residential facility. The one exception is that the transfer may be to
clinical staff at the residential treatment facility OR a Boys Town crisis counselor (depending on
residential treatment staff preference and availability).

When a member of the research staff is notified of an unanticipated problem, including
adverse or serious adverse events, he or she will immediately document the date and details of
the event in the Adverse Event Tracking Log. All reporting procedures described below will also
be implemented as required. Specific categories of unanticipated problems that require
additional action are detailed below. The Pls, | ! be responsible
for overseeing the safety of all participants. i} \vill be available to serve as clinical back-
up for I \/hen required. In all these instances, if the Pls are away,
someone will be designated to be in charge of the study for the Universities in their absence.
Participant safety will be monitored in two ways: (a) during the intake or ongoing assessments
by the research staff, or (b) during intervention sessions. Research assessments will be
conducted at baseline, 4-, 16-, 34-, and 52-week follow-up. We will monitor all participants for
significant suicidal ideation (S1) and homicidal ideation (HI).
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8B. During Incarceration

During incarceration, the standards for mandatory reporting of suicide risk are that we
are required to report anyone who has had active suicide ideation while in jail (a “yes” to C-
SSRS screener item 2) to the jail. This will include many, though not all, of our study participants
(who will report a “yes” to C-SSRS screener item 4, at a minimum, anytime in the past month
[though not necessarily while they were in jail]). Participants meeting the jail's S| mandatory
reporting criteria (active suicide ideation while in jail, as operationalized by C-SSRS screener
item 2) will be referred to a jail mental health clinician for evaluation, who will follow jail
procedures. Standard jail procedures include: (1) checking in the jail's electronic medical record
to see if the person has already been flagged as having Sl; (2) having a licensed mental health
clinician check in with the person and do a suicide risk evaluation; and/or (3) if needed, putting
the person on psychiatric observation within the jail. If jail mental health professionals determine
someone’s risk to go down while s/he is still in jail, that person leaves psychiatric observation
and enters the general jail population. If an individual still on psychiatric observation is released
on bail, the jail will ask the person picking the detainee up to take him or her to the ED for
evaluation. If an individual on suicide psychiatric observation goes to court, the jail provides a
letter asking the court to have the person evaluated by a mental health professional before
releasing him or her. All of these procedures are set and executed by the jail, which follows its
own ethical and legal requirements. We will clearly describe all of this in our consent form.
Homicidal risk will be defined by reporting any desire to hurt another to any member of the study
staff. Standard jail mandatory reporting procedures (e.g., contact jail mental health staff) will be
followed.

8C. In the Community

When participants are in the community, assessment and intervention contacts will be made by
primarily by telephone. However, if the participant is at a residential treatment facility during the
time of the follow-up assessment, an option will be provided to complete the assessment by
phone or in-person at the residential treatment facility. This option is provided because
individuals may have limited access to the telephone during their stay at a residential treatment
facility. At the beginning of each assessment, the rater or clinician will obtain information
regarding the participant’s location. As licensed clinicians drawn from the existing community
mental health care systems, the study clinicians will be responsible for clinical evaluation and
emergency referral, should a study participant report any suicidal or homicidal ideation during
an SPI intervention contact. The licensed clinician will conduct a suicide and homicide risk
assessment to determine whether it is necessary to take immediate action to prevent the
participant from causing harm to self or others. If needed, actions that may be taken include
having a designated family member or friend transport the person to the closest hospital, or
sending local police to escort the person to the nearest hospital to be evaluated for inpatient
psychiatric stabilization. | ! be available by telephone for all
study intervention contacts if imnmediate consultation is needed for an emergent mental health or
other problem.

As in ED-SAFE (a large, multisite study of suicide prevention after an emergency department
visit), if a study participant reports any suicidal or homicidal ideation during a phone assessment
contact, study staff will follow standardized procedures to initiate a “warm transfer” to the Boys
Town mental health crisis counselor through a dedicated phone line for this study, as described
above. If the participant is completing an in-person assessment at a residential treatment
facility, the crisis counseling may be completed by clinical staff at the residential treatment
facility or Boys Town (depending on residential staff preference and availability). These trained
counselors will further assess safety risk to determine further actions, to enlist senior staff for
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more difficult calls, to provide support and information to participants, and to access local
service referrals as appropriate. If needed, actions that may be taken include having a
designated family member or friend transport the person to the closest hospital, or sending local
police to escort the person to the nearest hospital to be evaluated for inpatient psychiatric
stabilization. If a call is disconnected during this “warm transfer,” the Boys Town mental health
crisis counselor will use the contact information provided in an attempt to re-contact the
participant, up to 3 separate times. If, after 3 attempts, the mental health crisis counselor is
unable to contact the participant, local police will be contacted and dispatched to perform a
wellness check. Based upon I €xrerience in the ED-SAFE study using a similar
protocol in collaboration with Boys Town, we anticipate that this latter scenario will occur very
infrequently. Within 24 hours of each Boys Town contact, a pdf Call Record will be provided via
encrypted email with information regarding the disposition and outcome of each call, for
purposes of AE/SAE event monitoring and reporting, and for purposes of data collection (e.g., if
a participant was transferred to the Emergency Department) and participant tracking.

It is likely that most suicidal behavior detected during the follow-up assessment will be historical,
and therefore will not require a transfer of the call between the blind evaluator and Boys Town.
However, for any emergent suicidal ideation or behavior (i.e., any suicide behavior in the past
week; C-SSRS = yes to suicide attempt, aborted attempt, interrupted attempt, or preparatory
behavior), the blind evaluator will follow the specific protocol for mandatory transfer of calls to
Boys Town, as described above. For any non-emergent. but recent (i.e., since the last
assessment, but not including the past week) suicidal behavior, the blind evaluator will offer to
transfer the participant to the Boys Town mental health crisis counselor for additional
consultation and referral; this transfer will be voluntary for such participants. In addition to
evaluator training on all related protocols, the REDCap database will be programmed to
generate prompts, driven by entered assessment data, to further guide the decision making
process of blind evaluators with respect to transfer of calls to Boys Town.

8D. Withdrawal from the Study

Subjects will be withdrawn from the study if they request it. If a subject request
withdrawal from the study, we will attempt to clarify which part or parts of the study the subject
would like to withdraw from (e.g., assessments, intervention, medical record review). If we
cannot clarify the subject’s intent regarding withdrawal, we will consider the subjects as having
withdrawn from the entire study. Whenever possible, their withdrawal will be confirmed in
writing. All withdrawal decisions, whether partial withdrawal from procedures or full withdrawal
from procedures, will be documented within the REDCap database. There are no other clinical
events that would warrant withdrawal. Subjects that are simply lost to follow-up because we
were unable to reach them would not be considered “withdrawals.” All withdrawals and those
lost to follow-up will be included in the analyses, per intention to treat principles.

8E. Criteria for Unblinding

Given that the investigation under study is a psychosocial intervention (i.e., there is no
placebo control), and given that community treatment as usual is completely unrestricted in both
conditions, there are no a priori study criteria for unblinding.
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9. Outcome Measures

Assessments will take place at baseline, and at 4, 16, 34, and 52 weeks post-release.

Baseline assessments (including informed consent, locator, and release of information

paperwork) will take place in person at the jail; RAs will offer to read each study assessment

aloud. Follow-up assessments will take place by telephone (the most feasible way to do follow-

ups with this population), unless a participant is reincarcerated, in which case the follow-up

assessment will take place in person at the jail/prison. If a participant is in a residential
treatment facility, the follow-up assessment may take place by phone or in person at the

residential treatment facility.

Time 4,16, 34, and
Table C1: Assessments Type " Baseline 52 week
(min) Follow-up

Suicidal Ideation and Behavior

Columbia Suicide Severity Rating Scale (C-SSRS) 181 Interview 20 X X

L.|.F.E."82 — suicidal ideation and behavior Interview 10 X

Suicide deaths: record review (state/national death registry) Objective 0 X

Hospitalizations: Tx History Interview, record review (local hospitals) | Objective 0 X X
Psychiatric Symptoms:

DSM-5 Cross-Cutting Measure Self-Report 7 X X

K6 Self-Report | 1 X X

LEC/PCL Self-Report 7 X X

AUDIT and DUDIT Self-report 7 X X
Overdose Self-report 10 X X
Functioning: VR-12"%3 from RAND Medical Outcomes Study Self-Report 3 X X
Hypothesized Mechanisms

Treatment utilization: Treatment History Interview!8* Interview 8 X X

Belongingness: Interpersonal Needs Questionnaire-121>1% Self-Report 5 X 16,34, 52 only

Suicide-related problem-solving: Suicide Related Coping Measure Self-Report 5 X 16, 34, 52 only
Diagnosis: Mini International Neuropsychiatric Interview (MINI) 187: . 10

gIifeljme psychosis, maniajhypon'?ars:ia, major depressi(ve ep)isode Interview 4 week only
Safety Plan use in the context of Substance Abuse Interview 10 52 only

Total patient time for interview (min) Consent+58 65-70

Primary outcome. Suicide Events is a composite score consisting of the total number of
occurrences of any of the following in the year after jail release: (a) attempted suicide (includes
suicide deaths), (b) suicide behaviors (preparatory acts, aborted or interrupted suicide attempts),
as defined using the Columbia criteria,'®"'88 and (c) suicide-related hospitalizations. We will use
the Treatment History Interview (THI'8) as well as hospital records to track the number of
subsequent hospitalizations and reasons for these admissions. Suicide event data will be
assessed using data collected from all possible sources, including follow-up assessments (C-
SSRS, THI), (b) hospital chart reviews, and (c) state/national registries. Data from all sources will
be reviewed by 2 research team members for congruence. Disagreements will be reviewed and
adjudicated by * All reports will be classified using C-SSRS criteria. The
C-SSRS is the recommended measure of suicidal ideation and behaviors in the NIH PhenX
Toolkit as a core data element in all clinical trials for suicide prevention. Although it will not be
included in our suicide event composite, we will also track implementation of rescue procedures
(e.g. calling Emergency Services/police, breaking confidentiality to inform clinician of high suicide
risk) during SPI phone calls or study assessments and compare conditions on this variable.

Secondary outcomes. Suicide Attempts. We will separately assess and evaluate total
number of subsequent attempts using the procedures described above. Weeks of active suicidal
ideation during the follow-up period will be operationalized using the Longitudinal Interval Follow-
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Up Evaluation (LIFE;'?). At each assessment point, we will ask participants to rate their level of
suicidal ideation in the weeks since the last assessment on a 6-point psychiatric status rating
scale. This LIFE method yields weekly scores and allows us to examine both the occurrence and
chronicity of suicidal ideation over the follow-up period. The LIFE calendar will also be used to
assess time to first suicide event. As in this study, the LIFE is often administered by phone
(i.e.191192) " Severity of suicide ideation. We will also assess severity of suicidal ideation using the
Suicidal Intensity subscale from the C-SSRS. Psychiatric symptoms will be assessed using the
DSM-5 Level 1 Cross-Cutting Symptom Measure. This measure was chosen because it is the
recommended measure of broad psychopathology in the Tier 1 Core for Mental Health research
in the NIH PhenX Toolkit, performed well psychometrically in the DSM-5 Field Trials, and is
comprehensive yet brief. Substance use will be measured using the Alcohol Use Disorders
Identification Test (AUDIT) and the Drug Use Disorders Identification Test (DUDIT). These
measures were chosen as they are well validated, brief measures that have been used in several
countries and clinical settings, and are cross-referenced as relevant common data elements in
the Suicide Specialty Collection of the NIH PhenX Toolkit. As part of the supplement, we also will
assess Overdose through a series of questions asked during baseline and follow-up
assessments. Overall functioning will be measured using the VR-12,"® a brief, widely used
measure of physical and mental health functioning that also provides our secondary cost-
effectiveness measure (see below).

Hypothesized mechanisms of SPI effects. We define treatment utilization (primary) as the
number of outpatient mental health and substance use visits attended in the community in the 3
months prior to baseline or since the last assessment, as indexed by the THI. Belongingness
(exploratory) will be assessed using the Interpersonal Needs Questionnaire (INQ-12).18>193
Suicide-related problem-solving (exploratory) will be assessed using a standard checklist of
suicide safety behaviors and asking whether each was utilized during the most suicidal period
since the last interview (identified on the C-SSRS). The checklist includes two subscales to
minimize assessment reactivity: the sum of the number of recommended (e.g., call a friend) and
the sum of the number of not recommended (e.g., use drugs) responses to suicidal thoughts or
urges. These are the most direct, objective measures possible given the time-pressed, chaotic
jail setting for baseline assessments and telephone follow-up.

Additional outcomes. Suicide deaths. Given the low incidence of suicide deaths, even in
this high risk sample, we do not expect to have sufficient numbers of suicide deaths (separate
from the suicide event composite) for meaningful analyses. However, we will track number of
suicide deaths using all possible data sources, including hospital records and reviews of state
and national death registries. Although our intervention does not target re-arrest directly, it is
possible that by increasing service linkage, SPI could reduce re-arrest; therefore, we will assess
number of re-arrests and compare conditions on this variable. We will also track days
incarcerated in the year after the index release to weight participants by time in the community
for other analyses. In addition, a brief questionnaire was added to the end of the study to collect
open-ended participant feedback about his/her experience in the study.

Sample descriptors will include baseline demographics. Study inclusion criteria are based
on suicide risk rather than diagnosis, but we will gather some basic diagnostic information
(lifetime psychosis, mania’/hypomania, and major depression) using MINI modules (see Table).'8”
We chose the MINI to keep assessment interviews to 1 hour: keeping participant burden minimal
(and hence, study procedures feasible and enroliment and follow-up rates high) was our primary
consideration. We will administer the MINI modules at 4 week post-release because: (1) we are
assessing lifetime diagnosis, and (2) giving it at the 4 week follow-up best balances the length of
all assessments.

Hospital and death records. Most of jis covered by 2 large health systems. N
*ls covered by 3 systems. As in ED-SAFE (a 7-state, 8-site trial || N <<
C3)™*, we will obtain releases of information from participants at study intake to conduct chart
reviews at all of the hospital systems in each region. As in ED-SAFE, RAs will review charts
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following a structured protocol, utilizing discharge codes, discharge summaries, medications,
laboratory results, operation records, nursing notes, physician progress notes and other notes or
comments to determine whether a suicide event occurred. ED-SAFE data showed that this
approach is feasible and that it enhanced detection of suicide events over and above telephone
follow-up assessment, uniquely identifying 43% of the 1871 detected suicide-related events'®.
Thus, a combination of records review with phone assessment is a feasible and robust approach
to detecting suicide-related events. We will also search the National Death Index'® for ICD-
coded suicide deaths in our sample.

Cost-effectiveness measures. Our grant accounting will capture the costs of the SPI
providers. We will also track treatment received as part of SOC for the SPI plus SOC and SOC
conditions. SOC (including outpatient, inpatient, and ED mental health and suicide-related
medical care visits) will be tracked using the THI, and costs of SOC will be estimated using costs
for similar visits to SPI providers and charge data from state hospital and ED data systems
adjusted to costs with facility-specific cost-to-charge ratios obtained from Federal cost reports.
We will include training costs but exclude other research costs that would not be incurred if SPI
were standard care. The primary cost-effectiveness (CE) measure will be the sum of suicide-
related hospitalizations and medically treated and fatal suicide acts'’. Our secondary CE
measure will be the SF-12. Our prior work found that Sengupta’s HUI3 scoring'®® was the best of
50 scorings of the SF-12. That scoring measures functional status in quality-adjusted life years
(QALYSs). Costs (and savings) in future years will be discounted to present value in the year of
treatment initiation using the 3% discount rate recommended by the Panel on Cost-Effectiveness
in Health and Medicine.'®® Costs, benefits will be converted to same-year dollars.
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10. Statistical Analysis

10A. Data Analysis

Primary analyses will be intent-to-treat; we will examine dose-response effects in secondary
analyses. Primary tests will be 2-sided with a=0.05. Site differences will be modeled with fixed
effects. Descriptive statistics will include effect sizes and measures of clinical significance (i.e.,
area under the curve?®®; number needed to treat) for all major comparisons. We will separate
primary hypothesis (Aim 1) from remaining hypotheses (Aims 2-4). Standard post hoc
procedures will be used to adjust for multiple comparisons when testing secondary hypotheses.
There is no planned interim analysis. Analyses will adjust for baseline levels of dependent
variables, gender, and yes/no history of suicide attempts. Consistent with CONSORT?""
guidelines, we will pre-specify covariates and will not adjust for imbalance observed post hoc.

The original grant application stated that: “We will finalize and total data from each study
phase that has been completed as they are completed (i.e., intake and 1-month follow-up will be
complete by Month 32, 4-month follow-up will be complete by Month 35, 8-month follow-up will
be complete by Month 39, and 12-month will be complete by Month 43). Given the timelines for
data cleaning and recoding described above, intake and 1-month follow-up data will be available
for analysis by Month 32, 4-month follow-up will be available for analysis by Month 35, 8-month
follow-up data will be available for analysis by Month 39, and 12-month data will be available for
analysis by the end of Month 43.” Our timeline slid a little from this proposal due to recruiting
another 3 months and waiting to see if anyone else would get out of jail. At this point, per the
original analysis plan, we will close the assessment windows and begin data analysis for each
wave as follows:

e Baseline: 4/12/19

o 4-week: 4/12/19 (all participants will be at least 4-weeks from their release date at

this point)

o 16-week: 5/12/19 (all participants will be at least 16-weeks from their release date by

this date)

o 34-week: 9/12/19 (all participants will be at least 34-weeks from their release date by

this date)

o 52-week: 1/20/20 (all participants will be 52-weeks from their release date by this

date)

Missing Data. We will collect medical record and death record data on all participants. Self-
reported count (e.g., suicide events) and historical (e.g., weekly LIFE ratings) data from missed
assessments will be gathered at later follow-up assessments. We will use multiple imputation to
deal with missing data?°22%_ We will compare treatment conditions on rates of missingness and
time to missingness and will test whether baseline characteristics are associated with
missingness. Finally, we will perform a sensitivity analysis in which we impute extreme values
for missing data to determine the sensitivity of analysis results to missing data.

Outcomes. Primary. We will test the hypothesis that, relative to SOC alone, SPI + SOC will
result in fewer suicide events over the 52 week follow-up period, using ordinal logistic
regression with lifetime suicide attempts events at baseline as a covariate. The analysis
framework will be multivariate ordinal dependent variable regression. We begin with ordinal
models because our simulations suggest the count outcome will not likely exceed 3. We will
explore using different models such as zero-inflated Poisson or zero-inflated negative binomial
with an offset defined by the length of follow-up and time in the community (as opposed to
reincarcerated), and other reasonable approaches. Determination of the appropriate modeling
will be determined using model selection (information) criteria and the determination will be
made blind to the effect of the SIP intervention. Secondary. We will separately test the
hypotheses that, relative to SOC alone, SPI + SOC will result in fewer suicide attempts, fewer
weeks of active suicide ideation (per the LIFE calendar), lower severity of suicide ideation (C-
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SSRS scores), longer time to first suicide event, fewer psychiatric symptoms (DSM-5 Cross
Cutting Measure scores), and better psychosocial functioning (SF-12 scores). For normally
distributed variables (i.e., C-SSRS, DSM-5 Cross Cutting, SF-12, AUDIT, DAST-10), analyses
will use a generalized linear mixed model framework for multilevel data (e.g., SAS/proc mixed,
HLM) with baseline scores as covariates. For count data (i.e., number of suicide attempts,
weeks of active suicide ideation), analyses will use Poisson-class regression methods?204-205
(e.g., negative binomial regression) and will include appropriate tests for zero-inflation and over-
dispersion and offset defined by length of time of follow-up and time in the community. Time to
suicide event will be analyzed using time-to-event models, beginning with semi-parametric Cox
regression models assuming proportionality assumptions are met, otherwise discrete time or
parametric continuous time survival models will be used. Model choice will be informed by
information criteria and decisions made blind to intervention assignment. Exploratory. Although
not part of formal hypotheses, we will also compare conditions on (1) rates of death by suicide,
(2) number of re-arrests, and (3) number of emergency referrals generated as part of study
assessment safety procedures. Supplement. We will examine whether SPI+SOC has a
differential effect on overdose rates and on overdose versus non-overdose suicide attempts.
Qualitative data also will be collected at the end of the 12-month follow-up interview to better
understand how individuals used or did not use their Safety Plan in the context of substance
abuse.

Mechanisms of intervention effects. \We will separately test the hypotheses that, relative
to SOC alone, SPI + SOC will result in more treatment utilization (number of outpatient mental
health and substance use visits as assessed by the THI), more sense of belongingness (INQ-12
Belongingness Scale score), and better suicide-related problem solving (as assessed by the
safety behavior checklist), our proposed primary and exploratory mechanisms, using Mplus,
which can accommodate both standard and Poisson-class regression methods. We will then
test the hypothesis that treatment utilization, suicide-related problem-solving skills, and
belongingness (1) predict suicide events, and (2) mediate the effects of SPI on suicide events in
a structural equation model framework to decompose total effects into direct and specific
indirect effects. As recommended by MacKinnon et al,?% the statistical significance of the
indirect effect will be assessed using bias-corrected bootstrapped standard errors; 95% CI
estimates will be provided.

Predictors/Personalization. We will explore gender, race/ethnicity, lifetime suicide
attempts, lifetime highest C-SSRS Sl intensity score, severe mental illness (schizophrenia,
bipolar disorder), substance use, and # of lifetime arrests as moderators. We expect that SPI is
appropriate for a full range of at-risk jail detainees.

Cost-effectiveness analyses. We propose a comparative cost effectiveness (CE) analysis
of SPI + SOC relative to SOC. The primary effectiveness measure is the sum of suicide-related
hospitalizations and medically treated and fatal suicide acts, with a secondary measure of
QALYs (see D2.12). Following widely accepted CE analysis guidelines'*®2%" analyses will
adopt a societal perspective, considering all economic costs regardless of source. If direct cost
savings exceed the program costs, the program is said to offer net cost savings. We describe
our statistical plan for determining mean change in and standard deviations of these measures
above. The CE ratio equals AC/AE, where AC is the difference in costs between SPI + SOC
and SOC alone and AE is the difference in the outcome measure. Using the Crystal Ball add-in
to Excel, we will bootstrap 95% confidence intervals around the CE ratio and calculate a cost-
effectiveness acceptability curve?®®. Sensitivity analysis will examine CE ratios at 0%, 1% and
5% discount rates.

10B. Expected Attrition and Power Analysis

Attrition. Our target population is pretrial detainees who are returning to the community.
We will exclude individuals who expect to be sentenced to prison. However, we expect 6-8% of
the pretrial jail detainee participants we consent who do not expect to be sentenced to prison
will be sentenced anyway. These individuals will not leave jail for the community (i.e., will go
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directly to prison, not home), meaning that they are not actually eligible for the study, which is a
study of suicide prevention in the year after release from pretrial jail detention. Therefore,
individuals who go to prison directly from jail rather than back to the community will not be
followed, and have been included in our study attrition estimates. This is a standard approach
taken in other re-entry studies (e.g., R0O1 AA021732; U01 DA016191'3) that must consent
participants when their sentencing or release status is still unknown. Sentencing will occur
independent of study condition, so their exclusion from analysis (no “at-risk” community months)
will be unlikely to influence internal validity. We will follow all remaining participants who are
released from jail to the community after the index incarceration through the 52-week post-
release period regardless of reincarceration, continued participation in SPI or SOC, or
subsequent suicide attempts or hospitalizations. For randomized participants who are not
released from jail by the assessment window closing date (see Section 10A), the study Pls can
decide to terminate the participants, citing release from jail as a study requirement. If study
termination was required, the affected individuals would be notified by study staff. Of the 92-
94% of participants who are released from jail to the community after the index incarceration,
we conservatively estimate that post-release follow-up rates will be 82% at 4 weeks, 80% at 16
weeks, 75% at 34 weeks and 70% at 52 weeks, with 85% of participants providing data for at
least one post-release follow-up interview. Post-release follow-up rates inm
previous and ongoing studies have been higher than this. Therefore, we expec (85%
of the 92% who are released from jail) of the 800 enrolled participants will provide evaluable
follow-up data. Count (e.g., suicide events) data from missed follow-ups will be gathered at later
follow-ups when they occur, and we will collect medical record and death record data on all
eligible (i.e., released) participants.

Power. Our primary outcome (suicide events) is a composite of the number of suicide
attempts (including suicide deaths), suicide behaviors (per the Columbia criteria), and suicide-
related hospitalizations. Previous trials of brief suicide risk reduction interventions in other at-risk
populations have yielded relative risks of 1.6, 1.8,°” 1.8,%8 2.1,°% and 2.6°%¢" for suicide attempts
(11.0 for suicide deaths®?), 2.0506" and 3.12% for suicide behaviors, and 1.8%%¢" for
hospitalization. This study is powered to detect an effect size at the lower end of the range of
y/n effect sizes of successful similar studies, relative risk of 1.8 for any attempts, 2.0 for any
behaviors, and 1.7 for any hospitalization (see below). In reality, our power will be better
because we are measuring total number of each event, not just any event occurrence. Base
rates. The literature provides information about base rates of suicide deaths among general
populations of jail detainees, but not suicide events among jail detainees with suicide ideation.
Therefore, we estimated control condition (base rate) event estimates among suicidal jail
detainees conservatively as half the rates we observe in ED and inpatient studies.>”-*°¢' This
conservative estimate given our inclusion criteria of “yes” to C-SSRS item C4 or item C5 (some
suicidal intent) or a suicide attempt in the month prior to enroliment is supported by rates of
psychiatric observation (similar to inpatient hospitalization) “for suicidality at jail entry (see D2.5).
We express clinical significance using the area under the curve (AUC) statistic, following
Kraemer?®®. The AUC is flexible and has a direct and clinically relevant interpretation: the
proportion of pairs, sampling one person exposed to the active treatment and another to the
control, where the member of the pair exposed to SPI has a more favorable outcome profile.
Our expected main effects translate into an AUC of 0.58, indicating that there is a 58% chance
that a randomly selected participant from the SOC condition will have more suicide events than
a randomly selected person from the SPI condition.?'® This corresponds to a d=.28%%°, meaning
that our study is powered to detect small effects. This is the median effect size for suicide
attempts reported in the literature, and we have super-adequate power to detect this effect
(96.5%: see below). Estimation. We estimated power using Monte Carlo methods and 1001
replications per condition. Assuming: (1) the outcome is a total count of three outcomes [suicide
attempts (including deaths), suicide behavior, and suicide related hospitalization] analyzed with
ordinal logistic regression, (2) outcomes are correlated at 0.50 and have base rates of 10%,
18% and 12% in the control group and 5.5%, 9%, and 7% in the SPI group (where these
percentages reflect cumulative annual incidence), and (3) a baseline sample of 800 released
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persons of whom 78% are expected to provide evaluable data; using a type-l error risk of 5%,
we will have 96.5% power to detect hypothesized main effects. Power is good but the study is
not over-powered given the sensitivity of power to estimated effect sizes: assuming the control
condition rates are as estimated, the minimum differences we can detect with 80% power would
be SPI condition rates about 6.5% risk of attempts, 10.2% risk of behaviors, and 8% risk of
hospitalization. The detectable effect size for mediation effects range from 0.11 to 0.13 as the
correlation of the intervention and the potential mediator ranges from 0.2 to 0.5.2" Thus, we
have power to detect any mediation effect that is clinically significant.

Non-Completers and Non-Responders. Given the unpredictable lives of our target group,
flexibility is important in order to make the intervention accessible to them. Participants will not
be discontinued from the intervention protocol for noncompliance because it has been our
experience that recently incarcerated individuals can reengage with providers, even after a
period of absenteeism. Participants who report significant suicide or homicidal risk, increased
psychiatric symptoms or substance use will be referred to appropriate additional care, but will
remain in the research protocol. All participants who are released from jail will be invited to
continue all follow-up assessments, and research staff will attempt to maintain regular contact
with all participants to collect data at each assessment interval.
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11. Human Subjects Involvement and Characteristics

11A. Subject Selection
Participants will be men and women who are 18 years or older who are jailed at the
or at the
. Please see Section 3 for a review of the study eligibility criteria and
Section 4c for screening and consent procedures.

11B. Jail Detainees as Human Subjects

Because the purpose of this study is to evaluate the effectiveness of SPI for the
reduction of suicide risk in the vulnerable months following jail release, it is necessary to sample
a jailed population. Jail detainees are an understudied population with complex treatment
needs; hence the urgency for more research attending to the mental health and other needs of
this population. The project will come under the review of the
and I 'nstitutional Review Boards (IRBs), which will ensure compliance with the
OHRP Guidance on the Involvement of Prisoners in Research and the requirements of the
DHHS regulations 945 CFR, subpart C, and which will apply to OHRP for project certification.
We will also obtain a NIJ Privacy Certificate.

11C. Sample Composition and Rationale

Extant data from jailed inmates at the |Jjjjil] and il have been used to estimate the
racial and ethnic distribution of the 800 participants in this study. At both jails and nationally,
pretrial detainees are 86% male and 14% female; we expect to enroll af least 14% women in
this study. The overall racial and ethnic distribution for the 500 jjjjiilij rarticipants will be
approximately 24% African American (including individuals who are more than one race,
including African American), 18% Hispanic, and 55% non-Hispanic White. The overall racial and
ethnic distribution for the 300 ] participants will be approximately 55% African American, 5%
Hispanic, and 40% non-Hispanic White. If we recruit 500 participants from jjjjjij 2and 300 from

as planned, 36% of all participants will be African American, 13% will be Hispanic, and
about 50% will be non-Hispanic White. We recognize that NIH separates race and ethnicity and
we have done so in the Targeted/Planned Enroliment Table; we are reporting race/ethnicity
here as the |} and Jlireport them.

Incarcerated children 18-21 will be eligible. Individuals younger than 18 will be excluded
because adolescent detainees are managed through the Juvenile Corrections Divisions and are
not placed in adult jail custody. Further, those who are 18 or younger are likely to present with
issues and concerns that are different than those who are over the age of 18 (e.g., the type of
social support needed, role of parents and guardians, developmental issues). Individuals who
are excluded from the study will be treated according to the current il andiiiiilistrategies
for jailed individuals, which consists of assessment and psychiatric stabilization as needed.

11D. Efforts to Achieve Targeted Sample Composition

If the minority distribution of our participants falls below the targeted distribution (i.e., if
halfway through the study, the proportions of African American or Hispanic participants recruited
are less than two-thirds of that minority distribution at the two participating jails), then we will
conduct additional outreach to the group that fell below their targeted enroliment numbers. We
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will also attempt to obtain feedback regarding why individuals for that group may refuse to
participate in the study. Based on the feedback, we will take corrective action. We will follow
similar procedures for recruitment and enrollment of women. All subjects will be asked to
identify their race and ethnicity separately by self-report, at the time of study entry, when
demographic information is collected. We plan to conduct analysis to determine whether
minority status is associated with any of the primary or secondary outcome data collected as
part of this investigation.

11E. Safeguards for Vulnerable Populations

Safeguards for vulnerable populations have been delimited in Sections 7, 8, and 15. As
they are not relevant to the current study, there will be no safeguards specific to durable power
of attorney, pregnancy testing, contraception use, and no Human Subjects Protection Unit
involvement.

11F. Qualifications of Investigators

Investigator Role Qualifications
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12. Anticipated Benefit

12A. Benefits of the Proposed Research to the Subjects and Others

The potential risks associated with participation in this study appear to be mild to
moderate. Although there is a risk for distress, the procedures proposed for monitoring distress
should ensure that participants who require a higher level of care receive it. Participants
assigned to SPI may benefit from reduction in suicide risk and improvement in post-release
engagement with community treatment and overall functioning. The study provides additional
screening, assessment, and referral to emergency services, as needed, for all study
participants, and in no way restricts or limits the treatment subjects would have received had
they not participated in the study. Moreover, this study is likely to yield generalizable knowledge
that will be used to improve suicide prevention intervention and services for other incarcerated
individuals. Thus, the potential benefits outweigh the potential risks of this study.
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13. Classification of Risk
(for the study as a whole)

There are two sets of human subjects issues to consider when undertaking a study with the goal
of evaluating an intervention aimed at reducing suicidal behavior around the time of jail
detention. The first set of issues relates to the overall risk of the population under study,
regardless of the decision to consent to participate in a study. The second set of issues relates
to possible additional risk assumed by participation in research.

13A. Naturalistic Risk of the Population Under Study
As a function of the study aims and inclusion criteria, the population under study is

expected to be at risk for suicide attempt or reattempt, both fatal and nonfatal. Second,
individuals at risk for suicide often have several comorbid conditions, including severe mental
illness and substance use behaviors, which can place them at risk for psychiatric hospitalization
and rehospitalization, substance use overdose, inpatient detoxification, and residential
substance use treatment. It is also anticipated that a substantial proportion of study participants
will have been exposed to interpersonal violence in the community, placing them at future risk
for IPV. Finally, as we will be recruiting from the jail setting, there is also risk of rearrest and
reincarceration. In general jail populations (not even those judged to be at risk for suicide),
prevalence rates are:

e Mental health problems: 56%

e Substance use problems: 66%

e Violent victimization: ~50%

e Rearrest within 12 months: ~30%
We anticipate that naturally occurring rates of these conditions will only be higher in a jail
sample selected to be at high suicide risk. These risks exist regardless of whether individuals
choose to consent to be research participants, and exist regardless of randomization to SPI or
SOC.

13B. Potential Risks Associated with Study Participation

As reviewed in Section 7, there are three major sources of low to moderate risk
associated with participation in the proposed study: 1) Potential coercion, 2) distressing
assessment, and 3) loss of privacy. There are several protocols in place to minimize these
potential risks, also reviewed in Section 7. Individuals without consent capacity will not be
enrolled in this study.

13C. Overall Risk and Benefit Consideration

The potential benefits of identifying effective treatments for suicidal patients appear to
outweigh the potential risks of this study. Improvements in assessment and treatment of jail
detainees at risk for suicide are urgently needed. Further, evaluation of suicide prevention
interventions in any high-risk population may yield important benefits for multiple at-risk groups.
This, study results will have important implications for a variety of stakeholders, including
affected individuals, family members, healthcare providers, managed care organizations, health
insurers, administrators, and policy makers.
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The maijor risk that of adverse events, should not be increased by study participation and
in fact should be reduced by the enhanced monitoring and risk reduction procedures delineated
in this protocol.
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14. Consent Documents and Process

14A. Designation of Those Obtaining Consent

Trained research assistants designated as able to obtain consent (see Section 4) will
obtain informed consent. As this study does not enroll participants younger than age 18 years,
there is no procedure to obtain assent from minors.

14B. Consent Procedures
Consent procedures are outlined in Section 4C.

14C. Consent Documents
The consent form contains all required elements (consent document attached). There is
only one consent document for participant enroliment into this study.
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15. Data and Safety Monitoring (Includes Quality Assurance Procedures)

15A. Data and Safety Monitor

The Principal Investigators, together with the Co-Investigators, Site Monitor, and Safety
Officer, will be responsible for monitoring the safety of this trial, executing the Data and Safety
Monitoring Plan, and complying with external reporting requirements. External data and safety
monitoring will be conducted by:

I _|nstitutional Review Board: Through an Institutional Authorization Agreement with
(effective 08/20/2015), the I
Institutional Review Board (IRB) will be the IRB of record for this study. Subject
recruitment will not begin until approval is obtained from the Jjjjij |RB. IRB approval is
required for the study protocols plus any amendments, informed consent forms, and
subject information sheets.

NIMH Data Safety and Monitoring Board: A DSMB created by NIMH will monitor and
evaluate the safety of the participants through the course of the research study. The
DSMB will receive a report 3 times per year, unless requested otherwise. NIMH will
provide a DSMB report template. This report will include a Study Overview, Consort
Chart, Enrolilment Table, a Treatment Discontinuation Table, Demographics, a Table of
Suicide Attempts — by subject site, method, a brief narrative for each suicide attempt —
and a Summary Table of all adverse events (AEs), serious adverse events (SAEs)
(including those non-suicide related SAEs), and unanticipated problems (UPs). Tables
reporting on protocol and data integrity will also be provided (e.g., protocol deviations
and violations, and tracking rates of missing forms and resolved data queries).
Dedicated personnel will be hired for the purpose of preparing DSMB reports (DSMB
Reporter) and for review of DSMB reports (Safety Officer). These personnel will be
based out of the | s'tc so as to not directly interface with Jjjjij-based
follow-up evaluators, in an effort to preserve the evaluator blind.

15B. Data Monitoring Plan

Data Safety and Storage: Data management and data entry will be conducted by an
experienced team, led by Il (Co-1). that will establish a participant tracking and data
monitoring system within REDCap (Research Electronic Data Capture; hosted through il
secure servers). REDCap is a secure web application designed to support data capture for
research studies, providing user-friendly web-based case report forms, real-time data entry
validation (e.g., for types of data and range checks), audit trails, and a de-identified data export
mechanism to common statistical packages (SPSS, SAS, Stata, R/S-Plus). The system was
developed by a multi-institutional consortium and was initiated at VVanderbilt University. A local
REDCap server is hosted by the |  \'<v/ork
transmissions (data entry, web browsing, etc.) in REDCap are protected via Secure Sockets
Layer (SSL) encryption. REDCap data collection projects rely on a thorough study-specific data
dictionary defined in an iterative self-documenting process by appropriate members of the
research team, with planning assistance from the Jlll- REDcap provides a secure, web-
based application that is flexible enough to be used for a variety of types of research, provide an
intuitive interface for users to enter data and have real time validation rules at the time of entry.
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Access to data stored on REDCap can be restricted at different levels, as needed (e.g.,
research assistant, Pl, Co-Is). Exported data from REDCap will be stored on the Jjjjjij secure
password-protected server. The study-specific REDCap database will be backed-up
automatically on a daily basis to the FileServer hard disk. Backup files will be both compressed
and encrypted during this transmission. The File Server network drives will be backed-up
to tapemedia daily (incremental) and weekly (full backups). Locally stored tapes will be moved
off site on a weekly basis. All backup tapes will be stored in a locked, secure environment.
Data from any paper records (i.e., those collected within the jails) will be entered into
REDCap, and paper records will be stored in locked file cabinets within locked offices at ]
and I "o ensure reliability and validity of interview assessments and
intervention sessions, all interviews, assessments, and sessions will be — with participant
consent — audio recorded. Audio files will identify each participant by ID number only, and will
be stored on the ] secure password-protected server. Neither data nor reports will contain
any identifying information.

Data Integrity: Data quality will be reviewed continuously, and monitored by random
inspection of completed forms and databases by one of the research assistants, with any
problems detected discussed with the Pls. Standard data checking procedures will include
checking forms for missing data, double entry with discrepancy resolution, daily backups of
computer files, and examination of key variables for skewness, variability, missing data, and
outliers. Monthly reports on the status of recruitment, completeness of records, and
completeness of data fields will be generated and reviewed at the monthly Scientific Advisory
Team meetings with all study investigators. Summaries will also be shared with the Site Monitor
prior to each Site Review Meeting. Adjustments to the data collection schedule and monitoring
of staff may be indicated following these reviews. In addition, major study variables will be
operationalized and distributions will be displayed in figures and tables to ensure completeness
and usability of collected information, and identify corrections for out-of-range values, missing
data, or other procedural issues.

Data Access: Only study staff will have access to data. No confidential information may
be released outside the study team without the express written consent of the study
participants, unless mandatory for child and elder abuse and in situations in which the risk of
suicide or homicide is imminent.

Educational Training: All study staff will have undergone mandatory education in human
subjects’ research protections. As detailed previously, all study staff will undergo specific
training relevant to their study roles and responsibilities.

15C. Site Monitoring Plan

In accordance with NIH policies, one independent monitor will be assigned to conduct
routine site monitoring for this study. The Site Monitor, who will not be a member of the study
team, will visit the [Jjjil] and Il research offices, alternating sites every six months, and will
meet with the study Pls following these site visits either in person or via routine conference call
to review adherence to the principles of good clinical practices (GCP). Regulatory documents
will be maintained in the study Regulatory Binder, which will be reviewed by the Site Monitor
prior to each Site Review Meeting (SRM). In addition, the Site Monitor will review compliance
with the IRB protocol and informed consent requirements and data integrity prior to each SRM.
Periodic visits also will be made by ] |RB to the i rroject site throughout the study.
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Monitoring for compliance with the IRB protocol and informed consent documents

Every six months, the respective project coordinators at Jjjij and || ill randomly
select a subset of cases (10% of newly enrolled participants since the last audit) for an internal
study audit, in order to assess degree of compliance with essential IRB requirements, including
randomization procedures (e.g., allocation concealment), and with established informed consent
procedures. This audit will also include a review of all adverse event reports since the prior
audit. Should significant problems with compliance be detected through the audit process, then
corrective actions will be immediately taken, including more intensive training and supervision of
relevant study staff members and/or establishing a new process of routine monitoring of specific
areas of compliance. Information gathered from ongoing internal audits will be summarized in a
written report, which the Site Monitor will review prior to the SRM. During this meeting, the Site
Monitor will also review any problems with compliance that were detected at the last audit, as
well as corrective action taken and results of that action. The Site Monitor will determine
whether actions have been sufficient or if any further change is necessary. Any significant
issues regarding problems with compliance will be included in the Site Monitor's meeting report,
which will be shared with the IRB and NIMH CTOBB.

15D. Safety Monitoring Plan

The protocol for monitoring subject safety is delineated in Section 8 (Subject Safety Monitoring).
The Principal Investigators and the Co-Investigators will be responsible for monitoring and
reporting adverse events, reviewed by the study Safety Officer and submitted to the Jjjjjj |RB
and NIMH DSMB within the appropriate timeframes. As specified in Section 13, there are
several naturalistic outcomes (e.g., violent victimization, rearrest) that can be expected as a
function of the population under study, yet are not direct targets of the intervention under study.
As this trial is focused on suicide prevention, the definitions provided below are specific to
suicide prevention outcomes and proximal related risks (e.g., psychiatric and substance use
hospitalizations).

Adverse Events Definitions:

Adverse Event — any unfavorable and unintended sign, symptom or disease temporally
associated with the use of a medical or behavioral treatment or intervention
regardless of whether it is considered related to the treatment or intervention.

Expected Adverse Event — an event that may be reasonably anticipated to occur as a
result of the study procedure or the natural progression of the subject’s
underlying disease, disorder, or condition.

Unexpected Adverse Event — any adverse event which is not anticipated to occur as a
result of the study procedure or one that is not part of the natural progression of
the subject’s underlying disease, disorder, or condition.

Serious Adverse Event — (21 CFR 312) includes any untoward medical occurrence that
at any dose results in death or the immediate risk of death, hospitalization or
prolonging of an existing hospitalization, persistent or significant
disability/incapacity or a congenital anomaly/birth defect (NIH guide-6/11/99).

Study Definitions
Specifically, we will consider the following events Serious Adverse Events (SAE):
a. Death for any reason;
b. A suicide attempt, defined as any action taken with intent to die, as stated by the
patient or noted in the medical record;
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c. Inpatient hospitalization, suicide- or potentially suicide-related (e.g., all mental
health or substance use-related hospitalizations);
Additionally, we will consider the following events non-serious Adverse Event (AE):
a. Evidence of coercion to participate;
b. Distress during the assessments;
c. Access of confidential information by a non-authorized person; and
d. Non-suicidal self-harm

Severity
Each adverse event will be graded in terms of severity:

a. Non-severe adverse event

b. Severe adverse event resulting in hospitalization or prolongation of existing
hospitalization, a persistent or significant disability/incapacity.

c. Life-threatening adverse event

d. Fatal adverse event

Change in Status
For SAEs, change in status will be documented:

No change in status: if SAE occurs in an individual with a lifetime history of
respective event at time of study enroliment (e.g., suicide attempt in an individual
with lifetime history of suicide attempt prior to participation)

Change in status: SAE represents first onset in an individual without lifetime
history of respective event at time of study enroliment (e.g., first onset suicide
attempt in an individual without lifetime history of suicide attempt prior to

participation)
Attribution
For each adverse event, one of the following attributions is assigned:
Definite: Adverse event is clearly related to intervention
Probable: Adverse event is likely related to intervention
Possible: Adverse event may be related to intervention
Unlikely: Adverse event is doubtfully related to intervention
Unrelated: Adverse event is clearly not related to intervention
Reporting

Considering the nature of the study, we expect serious adverse events to occur,
including suicide attempts. However, given the nature of the study, most of these events will be
considered unrelated to the study procedures. The other adverse events that are possible,
including inadvertent disclosure of protected health information, have been described in Risks
and Discomforts. If any of these adverse events occur, or any other unanticipated events that
are identified, the following procedure will be activated:

The research staff member who observes or is notified of an adverse event (e.g.,
distress during the baseline assessment) will notify the Principal Investigators on the same
business day. The Pls or their designee will complete an Adverse Event Form for each event,
and will determine if the event is an SAE. SAEs will be forwarded within 24 hours to the Safety
Officer for review and final sign-off. A copy of the report(s) will be sent to the NIMH
representative for review by the DSMB at one of the scheduled Board meetings. Only deaths
and reports that meet the criteria of being unexpected and related to study procedures need to
be reported to the NIMH/DSMB within 72 hours after Iearnlnq of the event. Only unanticipated
AEs/SAEs will be sent by email to the jjij IRB. which is their usual procedure. Summary
reports of adverse events will be provided to the- IRB and NIMH DSMB 3 times per year,
unless requested otherwise.
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The Principal Investigators will have regular meetings with staff and personnel to discuss
the impact of participation upon patients. If concerns are reported, the Pl and Co-Investigators
will discuss the issues with the IRB and DSMB and will decide if changes are warranted.

15E. Interim Analysis Plan
Because the study is not powered for interim analyses, no interim analyses are planned.
This study was powered accordingly.
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16. Alternative Therapies

The consent form states: “During your participation in this research, you are free to receive
other treatments or services. There are many other forms of treatment available in jail and
especially in the community after release.”
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17. Confidentiality

We will minimize potential risks due to loss of confidentiality of research data by having all
information collected and handled by research staff, including study interventionists, trained to
deal appropriately with sensitive clinical issues. All participants will be informed about the limits
of confidentiality concerning suicidal intent, homicidal intent, suspected child abuse, suspected
elder abuse, and jail-required mandatory reporting issues (i.e., sexual contact within the jail,
weapons in the jail, jail escape plans). All information will be treated as confidential material and
will be available only to research staff. All information will be kept in locked file cabinets at
I /o' B Computer data files will be kept on
I 2nd I sccure research servers, will be available only to authorized personnel, and
no names or obvious identifying information will be stored in data files. No participant will be
identified in any report of the project. Written consent will be obtained to contact other persons
for the purpose of locating the participant for follow-up and participants can refuse or revoke
such requests. Participants will update their contact information and contact person for the post-
release period at each assessment point to ensure that this information remains accurate.

To further protect participants, a federal Certificate of Confidentiality will be sought after the
grant has been funded. Potential subjects will be informed that a Certificate of Confidentiality
has been obtained for this project and that this certificate will protect the investigators from
being forced to release any research data in which participants can be identified, even under
court order or subpoena, although this protection is not absolute. Potential participants will be
informed of the situations in which they may not be protected under the Certificate of
Confidentiality. No information about participants will be released without their permission or
where required by law.

Audio recording of intervention sessions is necessary to rate reliability of interview assessments
and study clinicians’ fidelity to the treatment. As in our past 10 years of research in jails and
prisons, audio recording is accomplished through the use of credit-card size encrypted digital
audio recorders. These digital recordings are regularly transferred to the universities’ secure
computer servers (designed to hold and protect digital audio and video recordings for clinical
trials) via USB connection and secure file transfer to the universities’ secure audio/video server,
and the recorders are wiped. This is the same procedure that has been used in

completed and ongoing intervention studies at the i recruitment site. Participants will be
asked to give informed written consent to audio recording at the time of study entry. To assure
the confidentiality and protection of participants with respect to audio recording, the following
steps will be taken: a) each recording will be labeled with the participant’s study identification
number, the clinician’s/interviewer's name, and the session/interview date; b) all recordings will
be stored on a secured computer server designed to hold and protect research data; and c)
access to the audio recordings will be limited to research staff who need access to the
recordings to perform their duties.

After data have been collected and study results published, de-identified data will be made
available to other qualified researchers upon request, on a CD or other electronic means
compatible with our systems. The request will be evaluated by the Pls to ensure that it meets
reasonable standards of scientific integrity. We will also place the de-identified dataset, along
with the data dictionary and documentation of data collected, into the NIMH Limited Access
Dataset Repository, and if relevant, other appropriate federal research data repositories.
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18. Conflict of Interest
NIH guidelines on conflict of interest have been distributed to all investigators.

There are no conflicts of interest to report. Non-NIH investigators will abide by the conflict of
interest policies of their own institutions.
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19. Research and Travel Compensation

Travel compensation is not provided because participants do not travel. Interviews during
incarceration occur at the jail/prison facility. Interviews after release take place by phone.

Research compensation. To ensure compliance with assessments, each participant will be paid
a fee for his or her time at each follow-up (post-jail release) assessments. Because we do not
want participants to volunteer for the intake assessment for financial reasons, we will not
reimburse participants for the intake assessment. Follow-up (post-jail release) assessments will
take place by phone. For participation on each follow-up assessment, participants will receive
$60 gift card or money order, which will be mailed to them after each follow-up assessment. If
a participant is reincarcerated in | . that person can: (1) let us know when they get
out and have us mail it to them then, or (2) have us mail it to a friend or family member. If that
person is incarcerated in |l they are ineligible for compensation per N

I 'coulations until s/he is released.
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21. Attachments/Appendices

(1) Informed consent document with locator form and release of information for medical records
review (local hospital and jail records)

(2) Safety Planning Intervention manual and fidelity rating scale

(3) Overview of participant flow through study (Figure)
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