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Application and Request for Approval of Study Proposal 
 

1.0 PROTOCOL TITLE: Military Continuity Project (MCP) 
 
2.0 STUDY PERSONNEL: See Core Document 376024-34 

 
2.3 ROLES AND RESPONSIBILITIES: See Core Document 376024-34  
 
3.0 RESPONSIBILITIES OF THE PRINCIPAL/ASSOCIATE INVESTIGATOR IN 
HUMAN SUBJECTS RESEARCH: See Core Document 376024-34 
 
4.0 LOCATION OF STUDY: See Core Document 376024-34 
 
5.0 DURATION OF STUDY: See Core Document 376024-34 
 
6.0 BACKGROUND AND LITERATURE REVIEW: 
 

Date of Search: February 2011 
Period Searched: Inconclusive 
Sources Searched: PUB MED 
Keywords Searched: caring letters, caring contacts, suicide intervention, suicide prevention, 
military suicide, text message, SMS, ETC. Additional relevant publications were identified 
from cited references in the articles reviewed. 
 

Overview of Problem 

Suicide prevention is an important mission.  Suicide is a major leading cause of death in 
the United States (U.S.), costing approximately 30,000 lives per year 1. Death by suicide is only 
part of the overall problem. Millions of Americans have suicidal thoughts and hundreds of 
thousands make suicide attempts 2. Apparent increases in suicidal behaviors and death by suicide 
among active duty service members have gained considerable attention from the media, 
members of Congress, and the DoD.  Indeed, data suggest that active duty males now carry—for 
the first time in history—a risk of dying by suicide that is greater than comparable male cohorts 
in the general population 3, 4. This is striking because combat has been historically correlated 
with decreases in suicide risk among Service Members (refer to 4, 5). These developments are 
particularly noteworthy considering that the military entrance process typically screens out 
individuals with serious mental illness prior to entry onto active duty.  Moreover, rates of 
veterans’ suicide attempts and completed suicides have also been a significant source of recent 
concern 6. Data available prior to the most recent military conflicts (Operation Enduring 
Freedom [OEF] & Operation Iraqi Freedom [OIF]) indicated heightened suicide risk among the 
general veteran population, with estimates indicating that veterans are twice as likely to die by 
suicide, regardless of whether or not they were affiliated with the U.S. Department of Veterans 
Affairs 7.   
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Factors that contribute to increased risk in service members. There are many factors 
associated with suicide risk among service members and veterans. Military personnel serving in 
OEF/OIF are predominately young males; in the U.S. general population, young people aged 15–
24 make the largest number of suicide attempts each year 8.  In addition, combat-related 
experiences have been shown to be associated with increased risk of suicide 9. 

Mental and physical health problems following combat deployment that are associated with 
suicide are also more prevalent in military, relative to civilian populations.  Preliminary evidence 
suggests that the mental health needs of those who have served or are serving in Iraq and 
Afghanistan are significant10-12. Recent studies of OIF/OEF veterans suggest that 5 to 17% of 
U.S. military personnel returning from deployments have symptoms of posttraumatic stress 
disorder (PTSD), and as many as 25% report some psychological problem. Almost 2 million 
U.S. military personnel have deployed in support of OIF/OEF. Estimates of the rate of PTSD and 
depression in this population indicate that approximately 100,000-300,000 OIF/OEF veterans are 
at significant risk for chronic mental health illness.  Findings from the RAND study 13 have 
proposed that these numbers might actually be an underestimate of the true prevalence of PTSD 
and depression due to strict measurement criteria used in most studies, which suggests that the 
scope of the problem of mental health conditions and suicidality might not be fully recognized.  
This high rate of mental health problems observed among returning veterans is of grave concern, 
since mental health conditions are one of the most important risk factors for suicide, with almost 
every mental health diagnosis being associated with elevated mortality rates due to suicide 14 . 
Furthermore, approximately 90% of individuals who die by suicide have a diagnosable mental 
health disorder 15.  

Physical injuries secondary to combat also likely contribute to increased risk of suicidality in 
service members.  Recent work by Terrio et al. 16 suggested that 22.8% of Soldiers in one 
Brigade Combat Team (BCT) may have a history of clinician-confirmed traumatic brain injury 
(TBI), with 7.5% of these individuals continuing to endorse sequelae at post-deployment. Those 
with TBI are 3-4 times more likely than the general population to die by suicide 17.  Eight 
percent attempt suicide, while 23% report significant rates of suicidal ideation (23%) at some 
time during their lives 18. At this point, the relationship between brain injury and suicidality is 
not well understood, partly due to the absence of a sound basis for estimating the prevalence of 
TBI, and differentiating it from PTSD. A recent qualitative study by Brenner and colleagues 19 of 
13 veterans with a history of TBI and of clinically significant suicidal ideation or behavior noted 
shared precipitating factors including loss-of-self post-TBI, cognitive sequelae, and psychiatric 
and emotional disturbances. Other possible explanations for the increased risk of suicidal 
behavior in persons with TBI might include disruptions in executive functioning such as impulse 
control and attention regulation. 

Suicidal ideation is also relatively common, as recent findings from Hoge et al. 20 indicated 
that an estimated 222,620 Soldiers and Marines (1.1%) reported “some” suicidal ideation and 
.2% reported “a lot.” Furthermore, Service Members are at increased risk for suicide due to their 
access to lethal means21.  In 2009, 59% of military suicides were by firearm, the highest rate of 
any method reported 4.   Research has also suggested that military service may increase the 
acquired capability for suicide 22, 23, which Joiner 24 posited is a prerequisite for a serious suicide 
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attempt and suicide due to reduced fear of death from repeated exposure to self-injury, risk, and 
other traumatic events. Finally, service members may be at particularly high risk of suicide 
without a previous history of suicidal behavior because the majority of service members are 
young men (a group at high risk to die by suicide 8 but lower risk of multiple suicide attempts 25). 
Therefore, identifying and intervening with individuals thinking of suicide (as well as those 
engaging in suicidal behavior) is key to preventing suicide in service members.     

Rates of aftercare for suicide in military populations are low. In 2006, 395,320 people 
were treated in emergency departments for self-inflicted injuries 26 and 165,997 people were 
hospitalized due to self-inflicted injury 27 (primarily suicide attempts). The lifetime cost of self-
inflicted injuries in the US in 2000 was $33 billion, including $1 billion for medical treatment 
and $32 billion in lost productivity 28.  Recent studies have found that patients admitted to 
emergency departments following deliberate self-harm are at substantially increased risk of 
dying from suicide—ranging from 30 to 66 times the risk in the general population 29. Suicidal 
service members frequently do not attend behavioral health outpatient care 20.  Evaluations in 
civilian populations 30-32 have documented this as well as demonstrating that those who do 
present for outpatient psychiatric treatment have a remarkable propensity to drop out of care 
shortly thereafter. Researchers have demonstrated early patient dropout rates of approximately 
40-70% of cases seen in a variety of outpatient psychiatric settings over many years33-35.  
 
Caring Contact Interventions: A Simple, Low-Cost Treatment for Suicide An innovative 
intervention – caring contacts (e.g., letters, phone calls) - have efficacy showing they may be an 
important adjunct or alternative to outpatient care 36. Only two inpatient or outpatient 
interventions have been found to be effective in preventing death by suicide in a randomized 
controlled trial – both were caring contact interventions.   

Caring contact by letter. One of these interventions was the “caring letters” intervention 
developed by Motto 37, 38.  In this study, patients hospitalized because of a depressive or suicidal 
state and determined to be at high risk for subsequent suicide were contacted 30 days after 
discharge about their follow-up treatment.  Patients who either refused follow-up care or had 
discontinued it were randomized to a contact vs. no contact condition (N=843).  Those in the 
“caring letters” (i.e., contact) condition received brief, non-demanding caring letters every month 
for 4 months, every 2 months for 8 months, and every 3 months for 4 years.  The cumulative 
number of suicides in the no contact group was more than twice that of the contact group in the 
first 2 years.  Although the suicide curves were not significantly different when evaluated over 
the full 5 years, the significant differences during the first 2 years occurred both when the letters 
were most frequent and during the period when the highest suicide rates would be expected.     

The caring letters intervention was replicated in a shortened form by Carter who sent 
postcards (in envelopes) to individuals who had been admitted to a toxicology unit for self-
poisoning 39, 40.  In this design, the caring cards intervention group received 8 cards over the 12 
months following the index admission and the control condition was usual care alone. A total of 
777 participants were recruited and randomized to the caring cards intervention (n=379) or usual 
care alone (n=398) at the time of index hospitalization and regardless of subsequent treatment 
received. The primary outcome was number of episodes of deliberate self-poisoning in the 12 
months following the index admission judged by a utilization database of all self-poisoning 
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admissions. Although there were no differences in proportion of each group who were 
hospitalized for self-poisoning, there were 195 episodes of repetition of deliberate self-poisoning 
in the control group – significantly more than the 101 events in the intervention group 39.  These 
differences in the incidence risk ratio have persisted over 5 years since the index self-poisoning 
41.  During this time, 323 medical/surgical and 2557 psychiatric bed days were saved for the 
sample of 777 participants 41.  While the numbers are very small, there were 6 suicides in the 
initial 12 months of the study while letters were received (2 in caring letters and 4 in control 
condition) with an additional suicide in the control group in the follow-up year for a total of 2 in 
the caring letters and 5 in the control condition in 24 months (G. L. Carter, personal 
communication 3-1-2010).  

Beautrais et al., 42 published a study of Carter’s version of the caring letters intervention 
among individuals presenting with suicide attempt to an emergency room in Christchurch, New 
Zealand. The findings are challenging to interpret because of major methodological flaws: (a) 
recruitment was stopped well short of the estimated sample size of 700 participants (N = 327) 
due to clear evidence of caring letters effectiveness (using an interim stopping rule), but (b) 
simple randomization was used, and post hoc, notable group differences at baseline on prior 
hospital visits due to self-harm were discovered.  The authors covaried these baseline 
differences, which then reduced or eliminated the treatment effect that led to the stoppage of the 
trial.  Fundamentally (and unfortunately), this is a failed trial in which the trial was stopped with 
less than half of the pre-specified sample and serious treatment imbalance.  

Recently Hassanian-Moghaddam and colleagues 43 replicated the Carter and colleagues 
postcard intervention (with minor modifications) in Iran with a sample of 2300 self-poisoners.  
Similar to the previous study they observed a significantly lower number of suicide attempts in 
the intervention group relative to a control group receiving treatment as usual (TAU) as well as 
the proportion of subjects who made a suicide attempt.  In addition, this was the first study to 
evaluate subsequent suicidal ideation.  Results indicated fewer individuals in the caring letters 
condition reported suicidal ideation relative to treatment as usual, suggesting that caring contacts 
reduce suicidal thinking as well as behavior.   

Caring contact by phone or visit: A 5- site, multi-national World Health Organization RCT 
found a brief intervention following admission to emergency services reduced suicide in the 
subsequent 18 months44.  The intervention included a 1-hour individual patient education session 
as close to the time of discharge as possible and, after discharge, 9 follow-up contacts (phone 
calls or visits, as appropriate) conducted by a person with clinical experience according to a 
specific time-line up to 18 months. At the 18-months follow-up, significantly fewer subjects had 
died from suicide in the brief intervention group compared to a usual care comparison group. 
The results did not show an effect for suicide attempts 45.  Vaiva and colleagues 46 in France 
examined a phone intervention using a single telephone contact at either 1 or 3 months vs. usual 
care for 605 participants discharged from an emergency department after attempted suicide by 
self-poisoning. In intent-to-treat analysis, the three groups did not differ significantly, but 
completer analysis showed there were fewer suicide attempts for those who received the 1-month 
contact than for those in usual care alone.  
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Caring letters and e-mails for suicidal service members: Based on these studies, Luxton 
and colleagues recently adapted the caring contacts intervention for military personnel who 
received inpatient psychiatric care at a large military medical treatment facility 47.  In this pilot 
study, the researchers utilized both letters and emails to deliver brief caring messages to 
participants.  Data from the study indicated that most service members preferred to receive the 
follow-up contacts via email as compared to postal mail. The overall results of the pilot study 
support the feasibility of technology-based caring contact interventions. Based on these 
promising pilot data, Luxton and his group are beginning a large scale RCT (N = 4700) to 
determine if this caring email intervention might result in reductions in suicide deaths and 
suicidal behavior in service members and veterans who are receiving inpatient psychiatric care.   

Thus, the caring contacts intervention is an innovative approach with distinct 
strengths: 1) it is one of only a handful of interventions to prevent suicide attempts and 
deaths as well as suicidal ideation, 2) it targets patients with non-demanding support 
regardless of whether they are lost to follow-up care, 3) the intervention specifically targets 
“thwarted belongingness,” an important interpersonal risk factor for suicide, 4) this 
intervention has been piloted successfully with military populations, and 5) due to its low 
cost and simplicity, it can be delivered at a public health level (e.g., throughout entire 
organizations or systems of care, such as the U.S. Military).  

Caring Text Messages:  Expanding the Reach of Caring Contacts into the 21st Century 

Text messaging or short messaging service (SMS) is a low-cost means of sending brief 
messages (160 characters) to any owner of a mobile phone.  There are approximately 262 million 
mobile phone subscribers in the US 48. Further, adolescents, young adults, disadvantaged 
populations, and those who frequently move are more likely than others to own a mobile phone 
49. According to the Pew Internet and American Life Project 50 in 2010, 72% of adults who 
owned a mobile phone had sent a text message.  Of the adults surveyed who used text 
messaging, 90% reported sending at least one text message per day. Amongst 18-29 year olds 
(the age of the majority of service members) with cell phones, 88% reported sending a text 
message at least once and 54% reported sending a text message daily.  Two-thirds of teens 
reported that they used their mobile phones to text rather than talk and half of teens reported 
sending at least 50 text messages each day 51. 

Text messages can be sent and received by any mobile phone─ that is typically carried at all 
times by the user ─ without delay anywhere in the world where mobile phone coverage is 
available.  Given the highly transitory nature of service members, text messaging has advantages 
over mail because individuals can maintain their mobile phone number despite changing their 
mailing address.  Texting offers advantages over email, as one does not need to own a computer 
or have internet access to receive a message, and text messages can be sent to mobile phones that 
do not support email access.  The brevity of text messaging (160 characters) also allows for 
simple and clear communication with the recipient.     

Text messages have been investigated as interventions for improving attendance to medical 
appointments and adherence to treatment in medical populations.  In psychiatric populations,  
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texts have been used to conduct brief and frequent assessments (e.g., experience sampling 
method, ecological momentary assessment; 52) and to deliver or support brief interventions 53, 54. 
 Brief interventions delivered, in part, by text message have correlated with reductions in 
difficult-to-change behaviors, such as smoking 55.  Across medicine, studies consistently support 
the feasibility, acceptability, and effectiveness of text messaging as a means for modifying 
behavior56, 57.  Our group, Stoner and colleagues, have developed a text messaging intervention 
to increase medication adherence in the context of antiretroviral treatment of HIV among adults 
with alcohol use disorders 58.  The text messaging intervention is being adapted to enhance 
adherence to naltrexone, an alcohol addiction medication for heavy drinking, and an RCT 
evaluating the effectiveness of the text messaging intervention was scheduled to begin in July 
2011. 

Initial Pilot Data Support the Feasibility of Caring Texts with Suicidal Individuals: 
Chen and colleagues 59 recently completed a pilot study of caring messages sent via text 
messages.  Participants were 15 adults who attempted suicide and were being treated in an 
emergency department in China.  After a research assessment and discharge from the hospital 
participants were sent one caring text message weekly for four weeks.  Eighty percent of 
participants reported that these messages were helpful and would like to receive more messages 
in the future.  Results of this study provide initial evidence that text messaging is a feasible 
means for delivering caring contacts, even in a cultural context where aftercare for suicidal 
behavior is rare.   

Caring Contacts: Possible Mechanisms for Change 

Social isolation, lack of social network, lack of social support, and low social integration 
are strong and consistent risk factors for suicide.  Social isolation and related constructs have 
been seen as risk factors for suicide for over 30 years 60 and are “arguably the strongest and most 
reliable predictor of suicidal ideation, attempts, and suicides among samples varying in age, 
nationality, and clinical severity” 61. Many theories of suicide have included these constructs 62-

64, most recently the interpersonal theory of suicide proposed by Joiner and colleagues 24, 61, 65.  
The interpersonal theory proposes the highest suicide risk occurs with the simultaneous presence 
of three factors: a) thwarted belongingness, b) perceived burdensomeness, and c) an acquired 
capability to engage in suicidal behavior. The former is most important here.  Joiner and 
colleagues 24 propose that social isolation, lack of social network, lack of social support, and low 
social integration are associated with suicidal behavior because these are observable indicators 
that a fundamental human need is unmet – the need to belong.  When this need is unmet (i.e., 
thwarted belongingness) then the desire for death develops.  Over 40 studies with a wide range 
of populations confirm the importance of such indicators of thwarted belongingness in predicting 
lethal and non-lethal suicidal behavior above and beyond demographic and diagnostic 
covariates44, 63, 66-88.   

Caring contacts may improve a sense of belonging and through this the desire to live.  
Joiner and colleagues 61, 65, 89 have proposed that caring contacts are a means of meeting the need 
to belong through repeated social contacts over a long term, and thus reducing the desire for 
death.  The caring contacts intervention may work because it communicates integration (i.e., 
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belonging, being part of, embedded in social structure of some kind) and support without 
requiring effort on the part of the individual.  Indeed, the original intervention by Motto is based 
on his hypotheses that “forces that bind us willingly to life are mostly those exerted by our 
relationships with other people, whether they be intimately involved in our lives or influence us 
by other psychological processes”38. Thus, the caring contacts intervention may convey a 
message of integration and belonging that the individual does not receive in any other way.  

Competing mechanisms of increased outpatient behavioral health services.  Although 
this has not been specifically evaluated in previous trials, it has been hypothesized that caring 
contacts work because they lead to a more positive attitude toward outpatient behavioral health 
services, which lead the suicidal individual to access more care, which in turn reduces 
subsequent suicidal behavior 36. This mechanism is also the basis for many public health and 
screening suicide prevention activities.  We propose to evaluate both of these possible 
mechanisms in this study.  

Summarized Results 

In summary, caring contact interventions have been shown in previous studies to decrease 
suicidal ideation and behavior and initial pilot data have shown positive results in military 
populations. As our current military population is a young, mobile, and increasingly 
technologically savvy population, and with the growing support behind text messaging as a 
feasible and effective mode of behavioral intervention, the pairing of text messaging and caring 
contact interventions warrants further research. 

 
7.0 PURPOSE:   
 

We propose to utilize text messaging to create and investigate the efficacy of a Continuing 
Contacts via Text (CCVT) intervention that extends the continuity of care for service members 
who have engaged in suicidal behavior and/or reported suicidal ideation by sending them regular 
caring text messages over a 12-month period.  This study is a fully experimental design.  
Random assignment of participating service members to one of the two treatment conditions 
(i.e., CCVT + TAU or to TAU alone) rules out other explanations for the results. We will 
include those who report suicidal ideation, in addition to those who have engaged in suicidal 
behavior, as service members are at an increased risk of dying by suicide without a history of 
attempts (i.e., predominately young males, access to lethal means) and the fact that suicidal 
ideation even without behavior is likely to result in significant impairment to the individual and 
his/her fellow service members (e.g., the individual may not be able to be deployed, resulting in 
reduced readiness). Measured endpoints will include death, suicide risk incident requiring 
medical evacuation or hospitalization, suicidal ideation as identified by the follow-up assessment 
battery, “thwarted belongingness” as identified by The Interpersonal Needs Questionnaire, and 
outpatient behavioral health care utilization.  

 
7.1 HYPOTHESES/RESEARCH QUESTIONS:  
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Aim 1: To determine if the addition of 12 months of CCVT+TAU results in lower rates of 
suicidal ideation and behavior relative to TAU alone. 

Hypothesis 1a: Participants assigned to CCVT + TAU compared to TAU alone will experience 
reduced suicidal ideation at 12 month follow-up.  

Hypothesis 1b: Over the 12 months post-study enrollment, a smaller proportion of participants 
assigned to CCVT+TAU vs. TAU alone will have suicide risk incidents (i.e., those requiring 
medical evacuation or hospital admission). 

Hypothesis 1c: Over the 12 months post-study enrollment, CCVT+TAU vs. TAU alone will 
have fewer total number of suicide risk incidents requiring medical evacuation or hospital 
admission. 

Aim 2: To test two proposed mechanisms of action of CCVT outcome: 1) reduced “thwarted 
belongingness” and 2) increased engagement in behavioral health services. 

Hypothesis 2a: The effect of CCVT compared to treatment as usual alone will be mediated by 
reductions in “thwarted belongingness” from pre to post-study.  

Hypothesis 2b: The effect of CCVT compared to treatment as usual alone will be mediated by 
increased use of outpatient behavioral health services in the CCVT condition.  

 
7.2 SPECIFIC AIMS/SIGNIFICANCE:   
 
 Suicide is a major leading cause of death in the United States (U.S.), costing approximately 
30,000 lives per year 1. Millions of Americans have suicidal thoughts and hundreds of thousands 
make suicide attempts 2. Data suggest that active duty males now carry—for the first time in 
history—a risk of dying by suicide that is greater than comparable male cohorts in the general 
population 3, 4. Suicidal ideation is also relatively common, as recent findings from Hoge et al. 20 
indicated that an estimated 222,620 Soldiers and Marines (1.1%) reported “some” suicidal 
ideation and .2% reported “a lot.” Furthermore, service members are at increased risk for suicide 
due to their access to lethal means 21. Research has also suggested that military service may 
increase the acquired capability for suicide 22, 23, which Joiner 24 posited is a prerequisite for a 
serious suicide attempt and suicide due to reduced fear of death from repeated exposure to self-
injury, risk, and other traumatic events. Finally, service members may be at particularly high risk 
of suicide without a previous history of suicidal behavior because the majority of service 
members are young men (a group at high risk to die by suicide 8, but at lower risk of multiple 
suicide attempts 25). Therefore, identifying and intervening with individuals thinking of suicide 
(as well as those engaging in suicidal behavior) is key to preventing suicide in service members. 
These factors combined make a compelling argument for the necessity of identifying an effective 
intervention that can prevent suicidal ideation and behavior in suicidal service members and that 
could be easily disseminated. By investigating the effectiveness of this evidence-based 
intervention in a military population, using updated technology, and investigating the potential 
mechanisms of action of the intervention, we aim to identify such an intervention.  
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7.3 DESIGN:   
 
Design type:  Randomized controlled (i.e. fully experimental) trial of the efficacy of a 
Continuity Contacts via Text (CCVT) intervention with Treatment as Usual (TAU) compared to 
TAU alone.  
 

 Sample 
- Description of the population 

 Active duty Service Members receiving services at a military clinic, 
hospital, or community-based service who present with suicidal behavior 
(thoughts or actions). 

- Sample Size 
 Based on power analyses, we seek to recruit 800 suicidal service 

members.  
- Power Analysis   

 Power analyses focused on H1c (i.e., number of suicide risk incidents 
requiring medical evacuation or hospital admission) and used effect sizes 
from Carter et al.39. Because these are end-point analyses (i.e., involving a 
single time point) and the proposed GLMM will use multiple assessments, 
the following estimates should be somewhat conservative.  We are 
unaware of readily available sample size software for over-dispersed count 
regression, and thus, a simulation-based approach to power and sample 
size estimation was used (see Atkins90 for discussion).  Specifically, we 
used the counts of self-poisoning re-admission data from Carter91 to 
simulate outcomes from an over-dispersed Poisson (technically, a negative 
binomial distribution) separately by treatment and gender as presented in 
Carter91).  One thousand new datasets were simulated for each 
combination of sample sizes (from 600 to 1200) and treatment rate ratios 
(0.50 as reported by Carter, and 0.60 to use a more conservative estimate). 
 Over-dispersed Poisson regressions were fit to each simulated dataset.  
The number of significant treatment effects represents a simulation-based 
estimate of power.  The figure below shows that if the treatment effect 
size replicates that found by Carter (i.e., RR = 0.50), the study will be 
powered at 0.80 even at a total sample size of 600 (300 per arm).  Power 
still for the current study of N=800 is sufficient with a somewhat smaller 
effect size (RR = 0.60, or a 40% reduction in treatment condition relative 
to control). Given this sample size and GLMM as the primary model, we 
are confident that the current design will be well powered for the suicide 
incident outcome.  (Note that we did not attempt to directly estimate 
power using GLMM as the number of assumptions required to extrapolate 
the results presented by Carter using end-point analyses would be 
prohibitive.) 
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 Power was also calculated for the primary outcome of suicidal ideation. 

- Inclusion Criteria 
 Active duty, Reserve, National Guard  

 18 or more years of age 

 Identification to a behavioral health, counseling or medical service 
(inpatient, outpatient, or emergency) due to suicidal behavior - either 
suicidal ideation or a suicide attempt 

 Has current suicidal ideation as defined by the Scale for Suicidal Ideation-
Current (SSI-C) 

 Has mobile phone or pager where he or she can receive 11 text messages 
in a year free of cost or at a fee they do not consider burdensome  

 Consents to participate in admission and follow-up interviews, possible 
further contact over the following year, and grants permission to review 
records for the previous and subsequent years. 

 Consents to randomization, participation, and the possibility of receiving 
texts for 12 months 

- Exclusion Criteria 
 Does not speak and read English well enough to consent and to understand 

texts in English 

 Too cognitively impaired at best mental status during treatment to consent 
to participate (i.e., brain damage, psychosis, dementia, or other cause) 

 Treating clinician evaluates the intervention as contra-indicated (e.g., 
paranoia exacerbated by being contacted) 

 Prisoner or otherwise under judicial order where study participation could 
not be considered to be truly voluntary 

 Number of Participants:  800 active duty Service Members receiving services at a 
military clinic, hospital, or community-based service who present with suicidal behavior 
(thoughts or actions). 

 



IRBNet Number:  
     

Protocol Title: Military Continuity Project (MCP): A Suicide Prevention Study 
Initial Date Submitted: 4/19/2012 
Revision Date: 24 Aug 2017 

 Protocol Template Revised 4 January 2012  Page 11 of 36 

 

 Explanation of the process from consenting to data collection. 
 

 Identification of Potential Participants and Approach 
 
At each of the 2 main bases involved in the study (   and  ), a Continuity 
Clinician (CC) employed by the study will be hired to work on-site to facilitate the study (the CC 
based at   will also serve   and   bases, which are nearby). 
The CC will be based in the behavioral health outpatient clinic serving the largest number of 
service members at each base (or where otherwise decided with base staff). At , this will 
be the  clinic. The CC will be in contact with the providers for that clinic throughout the day 
about newly identified service members with suicidal ideation or behavior. On a regular basis 
throughout the week, the CC will also be in contact with clinicians at all behavioral medicine 
services (including inpatient, emergency department, and other outpatient services) as well as 
primary care and chaplains to assure they are identifying appropriate suicidal service members to 
the study and to problem-solve recruitment issues. 
 
Recruitment to the study will be based on two steps being completed before the CC meets with 
the Service Member to discuss the study and conduct informed consent (these steps are captured 
in the MCP Clinician Approach Protocol).    

(1) A base clinician treating the Service Member approves the Service Member as clinically 
appropriate to participate in the study and   

(2) The Service Member’s interest in talking with research staff about the study is confirmed. 
 
Recruitment based on these two steps will occur in one of five ways that reflect the needs of a 
large number of clinics spread over the three bases hosting this study.  The choice of procedures 
used by clinicians in each clinic will be made by that clinic’s leadership: 

(a) A base clinician will introduce the idea of the study to the suicidal Service Member he or 
she believes is appropriate and determine his or her interest in participating using the 
script in the MCP clinician approach protocol. 

(b) A base clinician will introduce the idea of the study to the suicidal Service Member he or 
she believes is appropriate and determine his or her interest in participating using the 
Service Member Interest Form 

(c) A base chaplain will introduce the idea of the study to the suicidal service member and 
determine his or her interest using the Service Member Interest Form. Service Members 
who indicate “yes” on Interest Forms will be reviewed with their treating clinicians for 
appropriateness using the MCP clinician approach protocol replacing #2 with the interest 
form completed with the chaplain.  This will occur prior to the CC meeting with the 
Service Member to discuss the study and conduct informed consent..   

(d) As the Service Member is enrolled in the base clinic, the Service Member Interest Form 
will be included with the other intake assessments.  Service Members who indicate “yes” 
on Interest Forms will be reviewed with their treating clinicians for appropriateness using 
the MCP clinician approach protocol replacing #2 with the interest form completed at 
intake.  This will occur prior to the CC meeting with the Service Member to discuss the 
study and conduct informed consent.  

(e) Directly advertising to Service Members via a link on the website for the bases’ clinics 
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and/or via posters/postcards/business cards.  The posters/postcards/business cards about 
the study would be made available in common areas easily accessible to Service 
Members such as hallways, clinic lobbies, or restrooms. These locations are already used 
to advertise clinical services provide by the base as well as other research studies 
available to Service Members.  When a Service Members contacts the CC based on the 
advertisement, the CC will follow three steps. 

(1) The CC will provide the Service Member with a brief introduction to the study 
and explain that the study requires approval from their treating behavioral health 
or other service clinician to assure the study’s appropriateness for the Service 
Member.  

(2) The CC will ask the Service Member for their clinician’s name and let the Service 
Member know that the CC will call back to follow-up based on the clinician’s 
determination. If the Service Member does not want the CC to contact their 
clinician, then the SM will not be eligible to participate in the study. 

a. If the Service Member does not have a treating clinician who is clinically 
responsible for that Service Member and able to determine clinical 
appropriateness for the study, then the CC will connect the Service Member 
with an intake clinician for the behavioral health clinic who can determine 
whether the Service Member is appropriate to the study as well as provide 
clinical care as appropriate. 
b. If the Service Member does not have a treating clinician who is clinically 
responsible for that Service Member and able to determine clinical 
appropriateness for the study and refuses to interact with a behavioral health 
clinician at the installation, then the CC will explain that the Service Member 
will not be able to participate in the study. CC will also explain to the Service 
Member that they need to connect the Service Member with the Military 
Crisis line in order to ensure the safety and care of the Service Member. The 
CC will then use the 3-way calling feature to complete a warm hand-off.   

(3) If the clinician approves, the CC will call the Service Member back to schedule a 
meeting to review the study and conduct informed consent.  If the clinician does 
not approve, the CC will call the Service Member back to let them know this 
study is not the best fit. 

a. If the study is not a good fit, the CC will assure that the Service Member 
knows which base clinician is the right fit and arrange for that contact, as 
directed by a base clinician or that base clinic’s procedures. 

(4) If the CC is contacted by someone other than the Service Member, e.g., a spouse, 
parent, or friend, the CC will answer questions about the study, but will not take 
the name or other identifying information about the Service Member.  The caller 
will be directed to have the Service Member contact the CC or his/her clinician if 
he or she is interested in the study. 

 
When both steps are completed (a base clinician treating the Service Member approves the 
Service Member as clinically appropriate to participate in the study, and the Service Member’s 
interest in talking with research staff about the study is confirmed), the CC will meet with the 
Service Member, to explain the study, and if the service member remains interested, conduct 
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informed consent.   
 
 Admission 

 
At the time a participant completes the consent forms, the participant will be asked to provide 
contact information including his or her mobile phone number and email address (see Main 
Consent, Participant Tracking Consent, and Participant Information Form, Appendices B-D).  To 
confirm that the participant is able to receive text messages, the CC will then send a test text 
message to the service member’s phone.  If at this point it becomes clear that the service member 
does not have a cell phone that is able to receive text messages and thus does not meet all 
eligibility criteria, the service member will not continue in the study.  If the person does not have 
immediate access to his/her phone, the text will be sent and the admission process will continue. 
A single secure web-based CC Interface through  Corp, Inc will be used to input the 
data necessary to the texting intervention. (Data security further described in 12.0 HIPAA 
AUTHORIZATION section below.)  Identifying information including name, date of birth, 
contact information, social security number (see section 12.0, HIPAA Authorization) will be 
direct-entered and stored electronically in a secure, password-protected database, separate from 
any study data. A third separately secured “bridge” database will house the link between the 
study and identifying data. Thus, the identifying information, study data, and link will be stored 
in three separate databases to maximize data security.   
 

 Baseline Interview 
 
At the beginning and end of the baseline interview, the CC will conduct the University of 
Washington Risk Assessment Protocol (UWRAP) protocol to assess and manage suicide risk during 
the course of the interview.  The service member will be asked to complete the baseline interview, 
which includes a set of questionnaires. The interview and questionnaires assess psychiatric 
symptoms, suicidal ideation and behavior, psychiatric treatment utilization, and psychological 
constructs related to suicidal ideation and behavior (such as “thwarted belongingness”).  (Please see 
“Participant Assessment Instruments” below for a list and description of instruments, and Appendix 
E for full-text instruments.) As stated in the Main Consent form, service members are free to choose 
not to answer any question or set of questions in the interview. The questionnaire portion of the 
interview will be self-administered and direct-entered into a secure participant interface by the 
participant. The participant interface does not allow the participant to view or edit any information 
except his/her own baseline assessment responses. The CC will be present during the self-
assessment to proctor. Once the participant is finished, he or she will indicate so to the CC, who will 
log the service member out of the participant interface and complete the interviewer-administered 
instruments using paper forms.  
 
 
Once the baseline interview is complete, the CC will use data about quality of life and life events 
collected during the interview to offer resources that may be beneficial to the participant, use the 
UWRAP to carry out any suicide risk management steps to assure the suicidal participant’s risk 
is managed, and end the interview. The CC will then use a computerized randomization program 
to randomize the participant to either Continuity Contacts via Text Message + Treatment as 
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Usual (CCVT+TAU) or TAU only. Due to military regulation, participants will not be paid as 
compensation for baseline interviews.  
 

 Intervention period 
 
Participants in the CCVT+TAU condition will receive caring texts at 1 day, 1 week, 1, 2, 3, 4, 6, 
8, 10, & 12 months, and on their birthday. Participants in both conditions will continue to receive 
usual behavioral health care according to standard operating procedures. Text messages will 
indicate a general concern for the individual and a link to a website with general resources 
including behavioral health and crisis services. Texts will be sent earlier in the day to allow 
maximum time for any responses while the CC is at the workplace and clinics are open.   

 has leased a shortcode which allows it to send and receive short message service 
(SMS; i.e., text messages) directly to participant’s personal cell phone. 
 
If the participant replies to the text, the direct SMS system will route that response to the CC's 
study cell phone. The  system allows input of additional cell phone numbers to route 
replies such that when the CC is not available, others on the clinical coverage team also receive 
and monitor responses from participants. For nights, weekends, and to cover vacations or illness, 
the CCs, Research Coordinator, and UW PIs will have a coverage system to assure someone is 
available at all times so that the response will be immediate in high-risk situations.  Text 
message responses from participants will always be monitored, 24 hours a day. If a participant 
responds to a text with anything more descriptive in content than “I’m fine, thanks” , a response 
to that content will be incorporated into the next scheduled out-going text message.  If a response 
is needed, but there is no indication of risk (e.g. request for resources or referral), a response will 
be crafted in coordination with Ms. Kerbrat or Dr. Comtois and as appropriate with base 
clinician(s).  
 
CCs who receive replies indicating distress or suicidality will coordinate a response with the 
clinic when it is open and the base's after-hours service when not.  Each base clinic will 
prescribe who the CC should contact during and after-hours.  Drs. Comtois and Ries will provide 
supervision to the CCs in high-risk situations but clinical decision making for that Service 
Member will be as decided by their clinician or the after-hours service.  Responses to texts from 
study participants who have separated from the military will be coordinated with warm hand-offs 
with the SAMHSA-run national suicide Lifeline, which routes to the crisis clinic in that 
participant’s location, who can triage the case with the CC, intervene immediately if needed and 
provide resources for care, if not. 
 
During the final intervention year following the close of recruitment on 20 Sept 2016, the 
clinicians will have concluded their work on-site and will shift to part-time work providing 
consultation (primarily regarding text responses from their participants and the replies to be sent 
back to them). Dr. Comtois and Ms. Kerbrat will take on 24/7 primary coverage of text replies 
during the final intervention year. Mr.  and Ms.  transitioned to this part-time 
role as of 20 Sept 2016. 
 
In the course of collaborating with our behavioral and operations contacts in the Army and 
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Marine Corps, we have become aware that some deployment locations do not have text 
messaging available to the Service Member's personal cell phone. Therefore, we need an 
alternative contact method.  Email is currently specified in the consent form as an alternative 
contact method.  However, we have learned that email is not a reliable way to contact Service 
Members at some deployment locations.  Therefore, we will replace text messages with either 
email or a brief greeting card, depending on what our base contacts consider the most effective 
method of contacting Service Members at that location.  (To clarify, method of communication 
will be decided by deployment location and will be the same for all Service Members deployed 
to that location.) The content of the message will be the same as the scheduled text message but 
will be formatted to match standard email or greeting card formats. 
 

 Text Message Content. 
 
See Appendix F for an inclusive list of text messages. 
 

 Follow-up Assessment 
 
After the 12-month intervention period, participants receive an automated REDCap invitation to 
complete the self-administered follow-up survey items online. The self-administered survey 
portion will be the same as the one completed at baseline except for the omission of the 
demographic questionnaire. Once the self-administered portion is complete, the research 
assistant will call again to schedule the phone interview portion of the assessment. The interview 
will be the same as the interview conducted at admission except for (1) the addition of a short 
questionnaire regarding whether or not the participant received text messages from the study 
staff, and what his/her attitudes about the text messages were, to be answered if applicable, and 
(2) the omission of instruments assessing “lifetime” suicidal ideation and behavior (see 
Participant Assessment Instruments below).  
 
To address suicide risk at follow-up interviews, the UWRAP protocol will also be used.  Given 
that there might be risk during the self-administered portion at follow-up, the UWRAP risk 
ratings will be made at the beginning and end of this portion and, if the participant answers items 
showing risk is high, a “tripwire” in the data system will send a text noting the risk to the clinical 
coverage team as soon as the questionnaires are completed (this “tripwire” is active in the 
REDCap system).  The clinical coverage team will then use the UWRAP protocol to manage risk 
and any needed interventions. More details managing risk can be found in the Managing Study 
Risks section below. 
 
Participants who have separated from the military by this time will be paid $50 for participating 
in the 12-month follow-up assessment. These participants will be eligible to receive an extra $10 
if they complete the assessment when originally scheduled, to encourage timely assessment.  
 
To be sure contact information remains up to date, at 3 and 9 months, research staff will verify 
current contact information in military service records (permission to do this will be obtained 
from the service member during informed consent). At 6 months, research staff will call the 
participant’s phone number to verify accuracy.    
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 Record review  

 
Administrative medical records for military, VA, and Tricare for the year prior to study 
participation and year following recruitment will be reviewed for key outcomes such as 
admissions to inpatient medical and/or psychiatric care, utilization of emergency room or other 
crisis services, utilization of outpatient primary care or mental health treatment, and frequency of 
medical evacuations. Permission to review these records is included in the study consent process 
and form.  Such analyses will provide validation of results by service member self-report. 
Electronic administrative medical records across Military Treatment Facilities, VA, and Tricare 
will be compiled by the Armed Forces Health Surveillance Branch (AFHSB) and shared with 
UW via  Site PI  . Specifics regarding security and file transfer are 
described in sections 12.0, vi-vii.  
 
The UW research team will collaborate with the PI and Marines Corps collaborators to 
determine the most appropriate and effective means of providing additional data not included in 
AFHSB datasets, e.g., Marine Intercept Program data, to the UW research team for integration 
with participant interview data. (The Marine Intercept Program uses commanders to identify 
Marines at risk for suicide, who then receive ongoing outreach via telephone or face-to-face 
visits from a Marine Corps clinician; this intervention is captured by records maintained by 
Headquarters Marine Corps rather than by the electronic medical record.) 
 

 Data Collection Instrument  
 
All instruments were attached as Appendix E to the initial application and are described in detail 
below. All instruments are administered via direct entry using the REDCap (Research Electronic 
Data Capture; www.project-redcap.org) online interface except those noted below as 
“administered using a paper form.” 

 

Participant Assessment Instruments: 

Primary Outcomes and Mechanisms of Action. 

The Scale for Suicide Ideation-Current (SSI-C)92 is an interviewer-administered scale that 
measures a service member’s suicidal ideation at its worst point in the past 2 weeks. This 
measure has been found to be a valid and reliable measure of 19 characteristics associated 
with suicidal ideation and intent93, 94. The Scale for Suicide Ideation-Worst (SSI-W)95 will 
also be administered at baseline, focused on the worst two weeks of the service member’s 
life, and at follow-up, focused on the worst period of time since enrollment. The SSI-W has 
shown better predictive validity for future death by suicide and may moderate the study 
effects. This scale is administered using a paper form. 

The Suicide Attempt Self-Injury Count (SASI-Count)96 is a brief two-page instrument 
determining the first, most recent, and most severe suicide attempt or non-suicidal self-injury 
(SASI) according to the definitions of Linehan et al97 (i.e., using definitions of self-inflicted 
injuries which include situations of actual tissue damage and situations where tissue damage 
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would have occurred except for outside intervention or sheer luck [e.g., firearm jammed]). It 
assesses the date, method used, and intent to die (i.e., clear intent to die, ambivalent intent, 
no intent to die), highest level of medical treatment received (i.e., none, doctor/clinic visit, 
emergency room, and admission to a medical unit), and lethality of each of these.  Following 
this, the number of SASIs for each of 11 methods of SASI is determined specifying the 
number with and without the intent to die, the number resulting in medical treatment, highest 
lethality, and the level of treatment received.  A “Lifetime” version of the instrument 
administered at the baseline assessment assesses all SASIs during the service member’s 
lifetime. A “Recent” version of the instrument assesses only those SASIs that occurred in the 
past year, both at baseline and follow-up assessments. This instrument is administered using 
a paper form. 

The Suicide Attempt Self-Injury Interview- Short Form (SASII-SF) is a shortened version of the 
Suicide Attempt Self-Injury Interview (SASII) 97. The SASII-SF will be used to gather more 
detailed data on suicide attempts identified on the SASI-C above.  This measure includes 
more detail on attempt method and intent to assure a valid operationalization of suicide 
attempt. This instrument is administered using a paper form. 

The Interpersonal Needs Questionnaire (INQ) was developed by Joiner and colleagues to 
measure beliefs about the extent to which individuals feel connected to others (i.e., 
belongingness) and the extent to which they feel like a burden on the people in their lives 
(i.e., perceived burdensomeness).  Psychometric results indicated that the latent variable 
thwarted belongingness significantly predicted suicidal ideation scores providing support for 
the construct validity of the thwarted belongingness latent variable.  Strong evidence for 
convergent and discriminant validity was also found for the thwarted belongingness98, 99.   

The Treatment History Interview (THI) uses a time-line follow-back method of assessment and 
will capture the subject’s treatment history. This measure was designed for suicidal 
participants. We have modified a version to more appropriately capture the services service 
members are likely to receive, the Treatment History Interview – Military (THI-M). Part 1 
describes the participant’s involvement with professional psychotherapy, comprehensive 
treatment programs (e.g., substance abuse programs), case management, and other non-
professional forms of treatment including number of sessions. Part 2 documents crisis and 
medical services, including the number of emergency room visits, number of psychiatric and 
medical hospital days, physician and clinic visits, paramedics or other emergency transport 
(i.e., medical evaluations), and wellness checks. Part 3 describes medications prescribed. 
Reliabilities for the THI are high. For participants who reported hospitalization in the past 
year, analyses revealed 90% agreement between participant report and hospital records for 
number of admissions per participant, r= .99, and 80% agreement for number of days per 
participant, r= .99. There were no false positives for participation in individual 
psychotherapy (verified by calling psychotherapists for interviews). Analyses of false 
negatives were not possible. There were no significant differences between therapists' 
records and THI self-reports of number of therapy hours in pilot studies100. This instrument is 
administered using a paper form. 

Reasons for Termination- Client (RT-C) is a brief interview to determine the primary reasons for 
ending outpatient treatment and the relevant importance if more than one reason.  This will 
help determine if the caring texts improve treatment acceptability. This instrument is 
administered using a paper form. 
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The Client Satisfaction Questionnaire (CSQ), a brief eight-item questionnaire, is used frequently 
for evaluating standard community mental health care 101-104. The CSQ will help determine if 
the caring texts improve treatment satisfaction.  

 
Additional measures. 
In addition to measures of primary outcomes and proposed mediators, several additional 
measures will be used to collect important information characterizing the sample. These may 
also be used for exploratory analyses. 
 
The Demographic Data Schedule (DDS) obtains a wide range of demographic data. High  

concurrent validity was established by comparing DDS responses to chart data for a sample 
of psychiatric inpatients105. 

The Mobile Phone Use Questionnaire A series of questions characterizing the service member’s 
mobile and texting capacity and history will be included to determine that they are likely to 
receive the study texts and contextualize the receipt of these texts in terms of their frequency 
of text, phone, and other technology use. 

The Acquired Capability for Suicide Scale (ACSS) is a 20-item measure designed to assess one’s 
fearlessness about suicide. The ACSS has shown good to adequate internal consistency 
(α = -67-.83) as well as convergent and discriminant validity and it does not correlate with 
measures of depression or suicidal ideation106, 107. 

The Connor-Davidson Resilience Scale (CD-RISC) is a 25-item questionnaire that will be 
administered that asks about attitudes toward coping with adversity108. Conner and 
Davidson108 reported a Cronbach’s alpha of .89 for 577 general population subjects, and a 
test-retest reliability of .87 among 24 patients with either PTSD or generalized anxiety 
disorder who failed to respond favorably in a psychopharmacology clinical trial. Evidence 
for convergent and divergent validity include a positive correlation with a hardiness scale (r 
= 0.83) and a negative correlation with a perceived scale (r = 0.76). 

The PHQ-9 is the 9-item depression scale of the Patient Health Questionnaire which is based 
directly on the diagnostic criteria for major depressive disorder in the Diagnostic and 
Statistical Manual Fourth Edition (DSM-IV)109. In addition to making criteria-based 
diagnoses of depressive disorders, the PHQ-9 is a reliable and valid measure of depression 
severity110. 

The Alcohol Use Disorder Identification Test (AUDIT) will be administered to assess for 
alcohol use severity111, as substance misuse is strongly associated with suicidal behavior.  

The PTSD Checklist-Military (PCL-M) is a 17-item measure that will be used to measure PTSD 
symptoms. The PCL-M is widely used in the DoD and the VA and has excellent reliability 
and validity113, 114 . Each item on the PCL-M corresponds to the DSM-IV diagnostic criteria 
for PTSD115. The PCL-M is scored on a 1 (not at all) to 5 (extremely) scale, and scores 
greater than 50 are considered clinically significant116. There are also three subscales (B, C, 
and D) that correspond to the criteria clusters in the DSM-IV. Previous research on the PCL-
M indicated mean scores of 64.2 (SD=9.1) for PTSD and 29.4 (SD= 11.5) for non-PTSD 
participants113. 

The Bullying Survey was created from items in the Center for Disease Control (CDC)’s recent 
compendium of bullying assessment tools117. The survey assesses experiences with bullying 
during school-age years and in the workplace including items regarding frequency of 
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bullying, types of bullying behaviors experienced, perceived causes of bullying, and 
responses to bullying.  

The Military Suicide Research Consortium Common Data Elements (MRSC CDE) includes 
items regarding suicidal behavior, behavioral health and TBI symptoms, substance use, and 
hopelessness that are to be included in all MRSC-funded studies. Many of these items are 
reflected in scales listed above. (The CDE items not already included in other measures are 
included in a separate form.)  

The Life Events Questionnaire (LEQ) assesses stressful life events over the past year and 
whether those events are perceived to have contributed to participants’ recent suicidality. The 
instrument also includes ratings of the extent to which each life event was a positive or 
negative event118, 119.  

The Exposure to Suicide Questionnaire assesses for possible contagion effects via a brief 
measure of each participant’s exposure to suicide. The participants will be asked about 
family members or friends/co-workers who have died by suicide or made a suicide attempt 
and survived. Thus, we will be able to examine post-hoc any impact of exposure to suicide 
and suicide clusters on the intervention effects. This instrument is administered using a paper 
form.  

The Text Message Reception Survey is a short questionnaire regarding whether or not the 
participant received text messages from the study staff, and what his/her attitudes about the 
text messages were, to be answered if applicable. This scale is administered using a paper 
form. 

The University of Washington Risk Assessment Protocol. To manage suicide risk during 
assessments, the University of Washington Risk Assessment Protocol (UWRAP), developed 
by Marsha Linehan, Ph.D. and Co-PI, Comtois, will be utilized. This protocol has been 
recommended by NIMH and has been used successfully in 20 years of research by the Co-
PI120, 121. This instrument is administered using paper forms. A summary of the UWRAP 
follows: 
1. The protocol starts at the beginning of each session with (1) the location and contact 

information for the service member (unless interview is in person) and (2) four ratings of 
stress, intent to commit suicide, urges to self-injure, and urges to use drugs or alcohol (0 
= Low to 7 = High).  

Because the questionnaire portion of the follow-up interviews will be 
completed by participants on their own, the questionnaires will also be 
bookended with the 0-7 ratings described above. The assessment team is 
automatically sent a text page if the service member indicates high risk for 
suicide (greater than 3 on the 0-7 scale). In this case, a team member will 
contact the service member and follow the protocol as described below and in 
Appendix E. 

2. Following the 0-7 ratings described above, the interviewer conducts a Mood 
Improvement Protocol (MIP). This MIP helps the service member to identify strategies 
that could be used by the participant or the assessor during and after the assessment to 
manage any distress associated with the assessment. We have found it helpful to identify 
these strategies before the assessment starts (rather than at the end when the participant is 
focused on leaving).   
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care, utilization of emergency 
room or other crisis services, 
utilization of outpatient 
primary care or mental health 
treatment, and frequency of 
medical evacuations 

Tricare Medical Record  

Death Records Social Security Administration Records & 
National Death Index Records 

 
 
8.0 DATA ANALYSIS:  
 

Prior to inferential statistics, thorough univariate and bivariate descriptive statistics will 
be conducted to examine distributions of key variables and explore basic relationships.  In 
addition, baseline differences across groups will be examined to ensure that randomization 
yielded approximately equal groups.  Should there be any concerns about treatment group 
comparability, a propensity score approach will be used to adjust for imbalanced covariates122. 
 

All analyses will use an intent-to-treat approach, analyzing data as randomized regardless 
of actual treatment received.  As noted earlier, attempts will be made to retain accurate contact 
information for all participants to ensure intervention texts are received.  Moreover, primary 
outcomes will be assessed from military records.  Thus, missing data (i.e., drop-outs) would only 
occur in the event that a participant is discharged from the military (i.e., there are no records for 
that individual post-discharge) and we are not able to contact them for the follow-up assessment. 
To prevent this, multiple strategies to prevent attrition described above, which have been used 
successfully by Dr. Comtois in other studies of suicidal participants, will be employed to assure 
complete follow-up.  
 
Aim 1.  Key outcomes include continuous (i.e., suicidal ideation), binary (i.e., whether there 
were any suicidal incidents), and count outcomes (i.e., number of suicide incidents).  For H1a, a 
linear regression will examine treatment differences in 12-month suicidal ideation, controlling 
for baseline ideation, following Carter’s reports from the previous caring letters intervention39, 91. 
For H1b and H1c, assessment data and military records will provide the number of suicide risk 
incidents  (i.e., requiring medical evacuation or hospital admission), which will be summed over 
3-month intervals during the year of the study, yielding 4 repeated measures of the proportion of 
individuals with any suicide risk incidents and the total number of suicide risk incidents per 
person, which will be modeled using generalized linear mixed models (GLMM)123.  GLMM 
allows for non-normally distributed outcomes (e.g., binary and count outcomes) and models 
correlated data (e.g., repeated measures) via random effects.  The basic GLMM for H1b and H1c 
will be: 
Outcometi = �0 + �1(Tx)i + �2(Time)ti + �3(Tx)(Time)ti + r0i + r1i(Time) (1)  
where t indexes time and i indexes individuals.  The regression coefficients, predictors, and 
random effects are connected to the dependent variable through a link function: logit for binary 
outcomes and log for count outcomes.  These link functions guarantee that predictions are within 
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Equipment    

Travel    

Other Direct Costs    

Total Direct Costs    
 
A Cooperative Agreement letter is attached in Appendix I. 
 
12.0 HIPAA AUTHORIZATION:  See Core Document 376024-34 
 
12.1 BENEFITS:   

 General benefits of this study to the military and society are noted in 
Specific Aims/Significance and Military Relevance above. 

 The specific benefit to participants is that care in a research study is 
enhanced by the attention to treatment by the monitoring of study 
procedures. 

 Enrollment into this clinical trial will also afford more extensive 
assessment and follow-up for all study participants by trained study 
personnel alert to the risks in this patient population regardless of group 
assignment. 

 Those in the experimental condition will receive standard treatment plus 
CCVT which we hope, but do not know, will be more effective than usual 
care alone. 

 However, there is no guarantee that participants will receive any benefit 
from taking part in the study. It is hoped that information gained from this 
study will improve treatment for other suicidal service members.  

 If treatment is not found effective, it can either be modified with further 
evaluation or there will be evidence for its abandonment rather than 
continued use. 

 
12.2 RISKS:   
 

Likely Risks, but Not Serious  
 Research study assessments may produce some discomfort or emotional 

upset as the participant describes his/her experiences, thoughts, images 
and feelings.  

 There is a possibility that participants will report sensitive information 
that could require a report to state, local, or military authorities. This risk 
is inherent in all mental health care for military patients, and will be 
handled in a manner consistent with standard practices in  
Department of Behavioral Medicine. Such situations will be discussed 
with participants upon enrollment as a routine part of the informed consent 
process that is standard for all mental health treatment with military 
personnel. 
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 A possible risk would be someone saw the text message other than the 
patient.  However the texts are brief messages of general support that do 
not include information about the individual nor PHI.   The texts refer to a 
website for more access to resources as well as the CC’s first name.  If 
someone other than the service member investigates the website, they will 
see a simple website titled Military Continuity Project with buttons for “If 
you are Army”, “If you are Marines”, “If you would like Veteran’s 
resources” and “If you would like civilian resources”.  These buttons link 
to Military One Source or the VA resource page, or the SAMSHA 
resource page – all of which have clear buttons to link to suicide crisis 
resources but also many other types of non-mental health resources so the 
service member’s privacy can be maintained.  The CC’s names, contact 
info, and bases will be listed in an administrative way on the main page so 
it can be seen they are simply staff on a military continuity project 
affiliated with resources.  As this is the focus of the baseline interview as 
well, it fits with anything the service member would have described.  

 
Rare, but Serious Risks:  

 Both treatment conditions will require participants to talk about some 
things that might be painful or uncomfortable for them, which could cause 
increased emotional distress and the possibility of increased suicidal risk. 
Estimates indicate that as many as 40-47% of those receiving treatment 
(psychotherapy and medications) make an average of 2.5 suicide attempts 
during the first year of treatment following an index suicide attempt. One 
of the risks both in and out of treatment is therefore attempted suicide, 
which can result in death. The specific suicide attempt and death rate for 
PTSD, depression, and anxiety while in treatment is not yet known. 

 With the handling of medical and research records, there is always the 
possibility of a breach of confidentiality.  

 Finally, knowing that this intervention has been successful in two previous 
studies, a possible risk could be not sending letters to control group 
participants.  However, this replication is being designed because these 
studies were in different health systems from those currently available in 
the US military and we feel there is still a need for further study before 
widespread implementation is appropriate.   

 
Managing Study Risks. 

All CCs as well as follow-up assessment interviewers at UW will be trained in research 
interviewing, Human Subjects procedures, HIPAA, and the UWRAP by Dr. Comtois as well as 
on the specific assessments. CCs and assessment interviewers will be closely supervised in the 
management of high-risk situations by Dr. Comtois and the clinical supervisor on site. The CCs 
(as well as the PI as needed) will work closely with the clinical supervisor on site and Dr. 
Comtois to assure all suicide risk situations during assessments are handled as agreed with Dr. 
Comtois and consistently with base protocol. Dr. Comtois has been conducting assessment and 
clinical trial research with suicidal individuals for more than 15 years and has taught over 25 
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research assistants to conduct these interviews and assess and manage risk during suicide risk 
assessments. She has been a member of the NIMH Data Safety Monitoring Board (DSMB) since 
2001 as well as serving on two other DSMBs for clinical trials with high-risk participants.   

 
The UWRAP,121 used in this study to protect service members during assessment, has 

been used by UW suicide researchers, including Dr. Comtois, for over 20 years for both phone 
and in-person assessments. This protocol includes an assessment of suicide risk at the beginning 
and end of each assessment session in which the participant rates his/her stress, intent to kill 
him/herself, and intent to harm him/herself. For anyone with high ratings, there is an explicit 
series of steps starting with a suicide risk/protective factors assessment that is carried out by the 
assessor. Then strategies are used to reduce risk in the moment as well as to secure the individual 
in the longer term that start with putting the individual in contact with an existing clinician, 
coordinating contact with appropriate crisis response, up to having emergency personnel come to 
the participant’s location for on-site evaluation, depending on the level of risk. This protocol has 
been used successfully at the University of Washington for over 20 years, including randomized 
clinical trials as well as in clinical epidemiology studies with no treatment provided. The 
protocol has been used with children and adults, men and women. A review of outcomes from 
the suicide risk assessment protocol121 showed that this model is successful. It is also a 
recommended Risk Management Protocol by NIMH in their “Issues to Consider in Intervention 
Research with Persons at High Risk for Suicidality.”  

 
During follow-up assessments, to assure adequate contact information for participants in 

case an emergent response is needed, participants are asked to confirm (or update) their contact 
information at the beginning of each assessment including their current location if not at their 
home address.  

 
Given that the participants in the study will live outside of the UW area, two strategies 

will be used if a participant is discovered to be a suicide risk during a follow-up assessment. The 
study assessment includes details about their current treatment providers. If they have a 
behavioral health provider and they are at suicide risk, we will follow our standard protocol and 
contact that provider to alert them of the participant’s risk. If they are active duty but not in 
treatment at the time of the follow-up assessment, we will connect them to the appropriate 
behavioral medicine provider for screening. This method assures that the clinically responsible 
provider can decide the best course of action and actions are not taken that conflict with that 
provider’s treatment plan. However, if the individual does not have a current behavioral health 
provider and are no longer active duty, they will be given the appropriate VA or civilian suicide 
crisis hotline number. These hotline systems routinely bridge at-risk callers to crisis centers in 
the closest geographic location to the caller, which are able to respond at multiple levels to 
acutely suicidal individuals. Decisions about handling such situations will be made by the 
assessor (and/or supervisor) and participant together whenever possible via three-way calling to 
coordinate an effective and appropriate response commensurate to the risk. If the participant 
refuses but the assessor and/or supervisor feel the inherent risk is high, they will contact the 
appropriate behavioral medicine clinician or hotline independently to take action. 

 
There are several other steps we will take to reduce risks associated with this study. First, 
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in response to the risk that the interviews we conduct might be stressful or upsetting to the 
participants, we are limiting our assessments to questions regarding suicidal ideation and 
behaviors, related issues of belongingness and hopelessness, treatment services, behavioral 
health symptoms and quality of life which are similar to the evaluations they will already be 
receiving as part of the mental health care for which they have presented. The UWRAP includes 
ending ratings of suicide risk (with a “tripwire” in the self-administered section to alert the 
clinical coverage team that risk was identified there).  Also, the UWRAP includes interventions 
to make assessments easier, including breaks and strategies after the assessment to improve the 
participant’s mood.  

 
Second, there is the possibility that the text messages may not help the participant. 

However, all participants, regardless of treatment condition, will be receiving treatment as usual 
per their command’s standard operating procedures, and study procedures will not interfere in 
any way with their standard care. 

 
Third, as in all trials of this nature, there is the possibility of unauthorized disclosure of 

confidential information. To minimize this risk, all staff will be trained to be sensitive to issues 
surrounding confidentiality and other forms of participant risk. We will emphasize the 
confidential nature of all data collected in this study to potential participants. We will also 
thoroughly explain our safe-guarding procedures. 

 

Data Safety Monitoring Board (DSMB). 

A Research/Medical Monitor (RM) and a DSMB, which includes the RM, will oversee 
and monitor the safety of study participants and the validity and integrity of the research 
endeavor. The RM’s written acceptance of this role specifies that the RM will agree to make 
every effort to provide as much notice as possible if he/she is no longer able to fulfill the role 
(see “Research Monitor Acceptance Memo (  ).pdf” submitted with ). For the 
remainder of the study, DSMB Chair Dr.   will also serve as the Research Monitor, in 
accordance with the specifications in section 3.0 of this protocol.  

 
Upon establishing the DSMB, the relevant Institutional Review Boards (IRBs) will be 

informed of the operating protocol with regard to data and safety monitoring. The IRBs will 
evaluate the monitoring procedures and recommend modifications if necessary. An initial 
meeting of the DSMB and investigators will be scheduled prior to the start of the trial, thereafter 
members of the DSMB will meet at least once a year and more often as needed both with and 
without the investigators present. At least once a year, Dr. Comtois will send information to the 
DSMB on recruitment progress, participant retention, collaborative efforts and problems, and 
progress of data management and analyses. DSMB members will receive these data 2 weeks in 
advance of scheduled meetings.  

 
The University of Washington IRB classifies suicide attempts and inpatient admissions in 

trials of highly suicidal participants as expected events and requires immediate reporting only on 
those which are unexpected in terms of severity and related to study participation and represent 
unanticipated risk to subjects or others, i.e., are indicative of an unexpected problem involving 
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risk to subjects or others (UPIRSO). More generally, UPIRSOs are defined adverse events that 
meet all of the following criteria: (1) the event is severe, e.g., is life-threatening, results in 
hospitalization; (2) the event was unexpected, altogether by nature, or in terms of frequency or 
severity; (3) the event appears to be related to study participation; (4) the event is indicative of 
increased risk to subjects or others. All adverse events reported after randomization to treatment 
condition are tracked and documented by the study team. Suicide attempts and inpatient 
admissions are reported in the annual IRB status reports and DSMB reports. In the event that a 
serious adverse event (SAE) (e.g., suicide, homicide, physical attack on staff) or a UPIRSO 
occurs, Drs. Comtois and  will notify the DSMB, including the RM, and IRB within 24 
hours of learning of the event. The RM will promptly provide an unbiased written report of the 
event, commenting on the outcome of the event or problem, and in the case of a serious adverse 
event or death, commenting on the relationship to participation in the study, and whether the RM 
concurs with the details of the report provided by the study investigators.  

 
Prior to each DSMB meeting, a DSMB report will be prepared and distributed that includes: 

(1) a review of recruitment, (2) the number, nature, and outcome of any adverse events which 
occurred during the review period and actions taken to mitigate them, (3) protocol violations and 
actions taken to mitigate them. Following each meeting of the DSMB, the DSMB Chair will 
prepare and send a brief summary report to Dr. Comtois including the date the review took place, 
the board’s conclusions with respect to study progress, any need for modification of the study 
protocol or operating procedures, and approval/disapproval for the study to continue. Upon 
receipt of the report, Dr. Comtois will be responsible for transmitting a copy of the report to the 
IRBs and Consortium. We will, of course, accommodate any policy or procedures preferred by 
the Consortium or IRBs with respect to the DSMB. 
 
12.3 HIPAA AUTHORIZATION WAIVER 
 
If you wish to obtain and use identifiable protected health information for a study without obtaining 
written approval (“HIPAA Authorization”) from the subject, please complete the HIPAA 
Authorization Waiver Form to provide justification for IRB review and approval. Contact 
wamcirbadmin@amedd.army.mil for assistance. 
 
N/A. 

 
13.0 WAIVER OF THE REQUIREMENT TO OBTAIN INFORMED CONSENT:   

 
  The research involves no more than minimal risk to the subjects and,  

  
  The waiver will not adversely affect the rights and welfare of the subjects and, 

 
  The research could not practicably be carried out without the waiver.  

 
  Not applicable 

 
13.1 WAIVER OF THE REQUIREMENT TO DOCUMENT INFORMED CONSENT:  
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  1. The only record linking the subject and the research would be the consent document and 

the principal risk would be potential harm resulting from a breach of confidentiality. Each 
subject will be asked whether the subject wants documentation linking the subject with the 
research, and the subject's wishes will govern; or 
 

  2. The research presents no more than minimal risk of harm to subjects and involves no 
procedures for which written consent is normally required outside of the research context. 
In cases in which the documentation requirement is waived, the IRB may require the 
investigator to provide subjects with a written statement regarding the research. 
 

  3. Not applicable. 
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