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ABSTRACT

Background & Purpose: Naval Special Warfare (NSW) veterans, including former

Navy SEALs and Underwater Demolitidieam Operators, have high rauef

comorbid chronic pain and trauma. This DNP Project provided NSW veterans with

access to a psychoeducation mobile application for chronic pain for 30 days to
measure its effect on NSW veMeahods:NSW chr oni
veteranswere ecr ui t ed t hrough an est abihei shed NSV
subjects were enrolled, aetyhtsubjects finished. An evidendmsed,

psychoeducation mobile application called Curable© was used for ttiay30

intervention. The Short Form McGill Pairu€stionnaire 2 and the Posttraumatic

Stress Disorder for the Military Questionnaire were used to establish baseline and
postintervention pain and trauma scorBesults: Seven of the eight subjects

experienced clinically significant decreases in chroaia gymptoms, and four of

eight subjects experienced a clinically meaningful change in their trauma scores.

Conclusion & Implications: The subjects broadly accepted the idea of an-babed,
sel-managed mobile application intervention for their chrgaim. More research is

needed to establish if this intervention would have the same success in the wider NSW

community.

Keywords:Navy SEAL, Naval Special Warfare, chronic pain, trauma,
psychoeducation, mobile application



Chapter 1

INTRODUCTION

This Doctor of Nursing Practice (DNP) Project implemented starolactice
chronic pain care among a group of Naval Special Warfare veterans. The goal of this
DNP Project was to implement standgmctice chronic pain among veterans who do
not have accesto standargractice care by using a mobile application. The
University of Delaware Institutional Review Board approved this DNP Project as a
quality improvement project.
Throughout this project brief, the author uses several terms of art to describe
the population of interest. Naval Special Warfare (NSW) is the United States
Department of the Navyods organization that
Navy Sea, Air, and Land (SEAL) Teams comprise much of NSW. Sea, Air, and Land
operators (SEAE) are the individuals who perform the combat work of SEAL Teams.
The forefathers of modern SEAL Teams were the Underwater Demolition Teams
(UDTSs) of World War Il through the 1980s. The combat operators of UDTs are
referred to as UDTs in this project brigist like the SEAL Team combat operators
are referred to as SEALSs. The author wuses
current or veteran service member who performed combat operations on military

special forces units or teams; the term opergbpties to Navy SEALs, Army Green



Berets and Rangers, and others, and it is a highly specific term of art. This DNP
Project provides standard treatment psychoeducatised chronic pain care to NSW

veterans: SEAL and UDT veteran Special Operators.

1.1  Background: Maladaptive Thoughts, Trauma, & Chronic Pain

Among veterans who experienced deploymetdted trauma (life threatening
experiences, for example), comorbid chronic pain andtpasinatic stress disorder
(PTSD) are common sequelae (Weisfeld & @avy, 2021). Chronic pain is defined
as pain that lasts longer than 3 months (Treede et al., 2019), and PTSD is a chronic
trauma diagnosis in the Diagnostic and Statistical Manual of Mental Disorders-(DSM
5) (Murphy et al., 2018).

Among American veterard the conflicts in Iraq & Afghanistan between
2005 and 2009 who were not hospitalized for traumatic injuries, 30% experienced
postdeployment chronic pain symptoms andi 120% experienced PTSD, meaning
their symptoms met diagnostic criteria, 1 year afegloyment (McAndrew et al.,
2019). It is not unusual for service members to have deployed to Irag and Afghanistan
in less than 12 months, so one must wonder how many veterans were sent back into
the fight with chronic trauma and pain. Additionally, tifleet of the comorbid
chronic pain and trauma is very likely clinically significant (McAndrew et al., 2019).

Chronic pain and PTSD have high levels ofpzevalence and have been
established by numerous research studies to have bidirectional influencsfel¥\&

Dunleavy, 2019). Additionally, both comorbid conditions tend to improve when one or



the other is treated in the psychiatric setting with therapies that target negative thinking
about pain or trauma, such as Cognitive Behavioral Therapy (CBT)f@éMess
Dunveavy, 2019).

In addition to their physical symptoms, most chronic pain patients report
maladaptive (highly negative) thoughts associated with their pain experience that are
outwardly expressed through distress and behaviors that are drived ksflact their
maladaptive thoughts (Sasidharan & Dhillion, 2021). Similarly, PTSD is a disorder
that is centrally characterized by negative, maladaptive thoughts and avoidance
behaviors that are outwardly expressed through distress and behaviordgriven
maladaptive thoughts (Reed et 2021). Thus, a patient who has chronic pain and a
history of trauma is very likely to have maladaptive thoughts. Further, it is possible
that the maladaptive thoughts that are such a central feature of these domorbi
diagnoses are related to a traumatic event that caused both diagnoses; this is especially
true among veterans who have deployed to combat settings (McAndrew et al., 2019).

Comorbid chronic pain and symptoms of Pésdumatic Stress Disorder
(PTSD) are common among former service members, especially among veteran
Special Operators (Dretsch et. al, 2020). In particular, trauma is often a direct result of
their frequent exposure to violent, asymmetric, and unconventional warfare (Dretsch et
al, 2020). For Sgcial Operators, such as SEALs and UDTs, trauma can be defined as
a single combat deployment. Among veterans with comorbid chronic pain and trauma,
maladaptive thoughts about their pain and trauma frequently occur and can lead to

maladaptive thoughts anelmaviors (Kind & Otis, 2019). Among veterans who have



deployed to war, dual diagnoses of chronic trauma (PTSD) and chronic, physical pain
have a bidirectional, temporal relationship in the brain, which contributes to the long
term maintenance of both paand trauma (McAndrew et al., 2019). In essence,

chronic pain and PTSD mutually maintain once another through brain mechanisms
(McAndrew et al., 2019). Increases in symptoms of one also increases the symptoms
of the other among war veterans (McAndrew et24119). Ongoing maladaptive

thoughts create attentional biases that become a central, defining feature of fear
avoidance cycles, and may be another key factor in the mutual maintenance of PTSD
and chronic pain (Weisfeld & Dunleavy, 2021).

Over time, theeombination of chronic pain, trauma, and maladaptive thoughts
about pain and trauma will contribute to a decline in functioning through the creation
of behaviors and overwhelmingly maladaptive thought patterns (Cho et al., 2011).
Maladaptive thoughts pemiously contribute to the chronicity of pain and trauma
because thoughts influence behaviors. The first step in treating chronic pain and
trauma should be to intervene in maladaptive thought patterns, which will also
interrupt maladaptive behavioral patte{Bosco et al., 2013). CognithBehavioral
Therapybased interventions, like psychoeducation, are the standarfinfrst
treatment for maladaptive thoughts because their approach is highly eviessce
(Donahue et al., 2020). Further, professionatsul focus on enabling the patient to
selfmanage their symptoms, especially the symptoms of chronic pain (Sasidharan &

Dhillion, 2021).



The Mutual Maintenance Model conceptualizes the relationship between
chronic pain, trauma, and maladaptive thoughts@rovides a clear visual of how
interruption of maladaptive thoughts will interrupt and decrease pain and trauma
symptoms (Donahue et al., 2020; Bosco et al., 2013). Appendix A shows a simplified
flow diagram of how pain, trauma, and the shared sympfamatadaptive thoughts
contribute to symptom chronicity and severity. By interrupting this negative cycle at
the point of maladaptive thoughts, maladaptive behaviors related to pain and trauma
related distress can be interrupted and managed (Donahuye26al)). Cognitive
Behavioral Therapypased interventions, such as psychoeducation, are the best first
line treatment for maladaptive thoughts (Donahue et al., 2020), and the basis of this

DNP project.

1.2  Significance of the Mutual Maintenance ModelAmong NSW Veterans

Comorbid chronic pain and trauma is common among veterans (Kind & Otis,
2019). As early as Waitebds groundbreaking
Operators have earned a reputation for sustaining catastrophic injurias plasss
those of other military personnel. Given the higmpo, physically demanding work
of SEALSs, it is not surprising that they sustain an astronomically high rate of injuries
(Lovalekar etal.,2017) Very often, the origin of SEAL
physically traumatic (Lovalekar et al., 2048d Peterson et al., 200®Physical trauma
can lead to emotional and psychological trauma, as many current and former SEALs

detailed during their inter@ws for this project (personal interviews, 2012021). In



fact, research links veterans chronic pain symptoms with chronic trauma: Kind & Otis
(2019) found that if a veteran experiences chronic-pelated maladaptive thoughts,
chronic trauma is overrgsent as well. Thus, it is valid to assume that when a veteran
reports chronic pain and negative, maladaptive accompanying thoughts, trauma is
probably present.

Lovaleker et al. (2017) discovered high rates of chronic-paated morbidity
among SEALSs, Wich is not surprising given the catastrophic nature of their injuries.
23% of SEALSs are injured every year, and of those injuries, 29.7% are identified just
as pain in Navy Medicine electronic health records (Lovalekar et al., 2017). To give
this furthercontext, musculoskeletal injuries among Navy SEALS occur at rates 5x
that which occur among Army infantry units (Peterson et al., 2005). Peterson et al.
(2005) report that 21% of SEALs®G injuries

Kind & Otis (2019) and Kip et al. (2018 2018) research about PTSD and
chronic pain create a picture of rampant PTSD and chronic pain comorbidities among
NSW veterans. In 2014, Kip et al. published PTSD estimates as high as 31% among
all combat veterans who deployed to combat zones since R8trhates of PTSD are
even higher for Special Operators, including SEALS, because of the traumatic nature
of their work (Kip et al., 2018). Kind & Otis (2019) believe the comorbid rates may be
as high as 50.1% in the overall veteran population, which ratespecifically
consider the Special Operator population of veterans. Combining the work of Kind &
Otis (2019) and Kip et al. (2018), itds Vv

chronic pain comorbidity is more than 50.1%.



Further, Special Operatorsose significantly higher than neBpecial
Operators on evidendsased trauma checklists, like the RNMIL(Posttraumatic Stress
Disorder Checklist for Military), which is probably due to the traumatic nature of their
work (Kip et al., 2018). Navy SEALs acalled upon to do the very toughest, most
daring and courageous work in the Navy; when it goes wrong, it can also be extremely
traumatic wor k. I't is valid to as-Mume Spe:c
infers that they are more likely than otherdave symptoms that meet the diagnostic
criteria of PTSD (Kip et al., 2018). Giver
connection between chronic pain and trauma, this established history of selaied
trauma is extremely important to note when a semiember or veteran is also
reporting chronic pain.

Among Special Operators, the origin of their PTSD and chronic pain may be
the same given the nature of their work (Kip et al., 2018). This shared point of origin
may be strong tie that drives their negatimaladaptive thoughts about their pain and
PTSD, and the lynch pin that must be broken to halt their degradation in quality of life.
Among the veterans who took part in this Project, all of them shared traumatic
experiences during their time as a UDTS&AL that led to chronic pain (personal
communication/interviews, 2021). Bosco et al. (2013) wrote that PTSD can degrade
functioning exponentially when combined with chronic pain, so it is important to be
aware if past trauma exists, even if chronic paithe primary goal of care. In 2011,

Cho et al. found that effective care must break the link between maladaptive thoughts,

chronic pain, and trauma. Newer research, as discussed in Weisfeld & Dunleavy



(2021), list Cognitive Behavioral Therapy (CBT) ag@tandard psychiatric treatment
that interrupts the links found in the Mutual Maintenance Model by targeting
maladaptive thoughts.

However dismal the comorbidities of chronic pain and a history of trauma may
seem, there is hope. Psychological treatmimtshronic pain and trauma overlap
more than they differ due to their commonalities, including maladaptive thoughts and

behaviors (Bosco et al., 2013).

1.3  Significance of Treating Pain Maladaptive Thoughts & Behaviors

The treatment of pain among NSW wveies is urgent and imperative, not just
for the benevolence of increasing quality of life, but also because treating chronic pain
is extremely expensive. The Veterans Affairs Administration (VA) alone spends over
$1.6 billion per year on the treatmente&fv er ansd chronic pain ( Mc
Costs nationally range from $560 to 660 billion annually (Kind & Otis, 2019).

Given that it costs approximately $1 million to train a single NSW Operator,
plus hundreds of thousands of dollars more to maitit&in readiness annually, it is
critical to keep every Operator active as long as possible so that the United States can
retain and utilize their investment (Haberman, 2017). When chronic pain is
successfully addressed for actahety service members, tingetention rate increases,
meaning that fewer NSW Operators will choose to leave duty before they are eligible

retirement which is after 20 years of acthduty service (McGeary et al., 2016).



A key finding in the treatment of chronic pain among \aateris that veterans
prefer seimanagement strategies, especially onliners@hagement, over-person
classes and other-person pain treatment strategies, such asttatace therapy
(Elbogen et al., 2019). In fact, online, selinaged Cognitiv@ehavioral Therapy
based psychoeducation about chronic pain produces bettetelongputcomes among
male veterans than doesprrson and other more traditional forms of interventions
(Higgens et al., 2019 & Knoerl et al., 2016). Specifically, veteransredwive online,
selFmanaged CBbased psychoeducation about their chronic pain have better
outcomes related to maladaptive cognitions than when receiving other forms of more
traditional chronic pain therapy (Knoerl et al., 2016). When considering theaMutu
Maintenance Modelt is important to remember that addressing maladaptive
cognitions will interrupt the cycle of distress related to chronic pain and trauma
symptoms (Outcalt et al., 2014).

This DNP Project provides chronic paiglated maladaptive cagion
education to NSW veterans in a wiehsed, selmanaged format. The purpose of this
project is to discover what impact online, selinaged maladaptive cognitive
psychoeducation has on the chronic pain and trauma scores of NSW veterans. Given
that ths treatment has been proven to be an effective;liiestintervention among all
veterans, the goal is then to implement this treatment in a new population: NSW

veterans.



1.4  PICOT Question

The start of a DNP Project is a PICOT Question. The abbreviatiod PIC
stands for Population, Intervention, Comparison, Outcome, and (Melayk &
FineoutOverholt, 2019) The question is formatted in this way because the PICOT
question is both a guide for the literature search and the question the DNP Project aims
to solve through implementation of eviderbased practice (Ford, 2019).

Unlike this DNP Project, most DNP Projects are not original reséanather,
most DNP Projects are a review of existing eviddmaged research and then the
intentional application of #hnbest evidenebased research into a specific practice
setting(Melnyk & FineoutOverholt, 2019). Through this specific application, the
Project goal is tamprove patient outcoméd®lelnyk & FineoutOverholt, 2019).

Thus, it is important for the Project question to be formatted in such a way that it is
easily broken into segments that can be used to review existing research.

Once this literature review is complete, the next goal is to implement research
based, besttandard care within a setting or population that does not have access to the
researckbased care. Thus, the PICOT Question is a problem statement, which
identifies an area for improvement, the setting that likely needs improvement, and the
kind of improvenent to be implemented.

The PICOT problem statement for this project is as follows: Among United
States Naval Special Warfare veterans experiencing chronic pain and a history of

servicerelated trauma (P), how does wiehsed, selmanaged psychoeducatiopoait

10



selfregulation of maladaptive cognitions (I), compared to no psychoeducation (C),

affect pain and trauma levels (O), over 30 days (T)?

1.5 lowa Model (Revised) Theoretical Framework

The purpose of the theoretical framework for a DNP Project is to thede
process of implementing evidenbased practice and to serve as a model for assessing
the outcomes and hurdles of implementafidelnyk & FineoutOverholt, 2019)
Using an appropriate theoretical framework is key because a framework provides a
way toreplicate the implementation process within multiple settings, over time, or to
make changes if unexpected issues and outcomes arise during any phase of the process
(Dang & Dearholt, 2018).

An unusual consideration for this project is that the interventias
implemented among a military and veteran commtuingpecifically, that of Naval
Special War fare. Further, the setting for
this project used a mobile application, the veterans were free to use the mobil
application anywhere life took them. And they did. It was used in multiple states,
while driving, while cycling, at home, on vacation, and even at work. Consequently, it
was important to choose a theoretical framework that would work with people who are
very familiar with military culture (hierarchical, defined, etc.) yet also allow flexibility
to meet the news of the unigue NSW community. Essentially, the goal is to meet the
community where they are, as opposed to stwaing them into a process that

doesnot sui t t hem.
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This project utilized the lowa Model (Revised) (IMR) as the theoretical
framework for the projectds I|literature
The IMR is a linear, algorithrstyled change process that utiliZeedback loops at
key junctions in the algorithm (lowa Model Collective, 2017). The Model is often used
for the application of Evidence Based Practice (EBP) in the clinical setting to promote
quality, evidencébased care (Melynk & Finec@verholt, 2019).

Originally developed in the early 1990s, it was later revised in 2001 to
accommodate new evidenbased practices (lowa Model Collective, 2017).

Beginning with the identification of triggering issues and opportunities for
improvement, the IMR decisietnee takes the user through the process of
identification of potential EBP topics, evaluation of the topic, forming a team to
review and assess evidence, designing and implementing new strategies to be
implemented in the clinical setting, evaluation of outespand sustaining practice

changes.

r

e\

The main body of the Model s al gorithm

loops punctuate the algorithm at major milestones, called decision points, which pause

the process and cue the team to address importastiapg such as: Is the identified

topic a priority? Is there sufficient evidence to go ahead with the project? These

feedback loops empower the team to evaluate the next best step, even if that step is to

start over or move in a different direction (Meky& FineoutOverholt, 2019). By

using a theoretical model like IMR, the people involved in the EBP change process

12



have a roadmap to creating change and can feel confident that they are following a
proven, evidenc®ased approach to creating change in theiitution.
Clinicians are involved early in the process, but so are patients and those who
will be impacted by the proposed change, which was key in building this specific
Project (Melynk & FineouODverholt, 2019). First, when working with the military
general and the Special Operations community in particular, it is important to address
the unique needs of the community. What works for civilians does not always work for
service members, and even more so for Special Operators, like Navy SEALS, whose
work and family I|ife are very different t1l
Second, the I MR Ais widely recognized f
heal t hcar e t e a msQverfolM20L9y m 389).8lthBugmtiasdProject
did not work directy with the military healthcare system (or any healthcare system),
the IMR was chosen because the Project could work with the military healthcare
system in the future. Further, the IMR can be applied in large organizations, such as
the military (lowa Modelollective, 2017). Within the very first step, the model
encourages users to consider the agency requirements and philosophy of care, which is
i mperative when working with the military
healthcare organization does mairk like civilian organizations; it is important to
understand that cultural aspects and organizajatific roadblocks that may impact
the ability to implement new practices within the military.
Further along in the | MRG&s gaeldg aroi tiilem,g ac

patients and verify preferencesodo and fideve

13



Collective, 2017, p178). This is important because the NSW community is unique due
to the kind of work they perform and train for, as well as the unique seand
privacy needs of Operators and families. To work with this community, clinicians
must understand the communityds needs and
for the NSW community. The IMR algorithm encourages its users to engage with
patiens throughout the process to understand how to initiate and continue best
practices that are acceptable to the target community (lowa Model Collective, 2017).
The lowa Model (Revised) theoretical framework was a fit for this evidence
based, DNP Project thatovided an intervention to the NSW community for chronic
pain and trauma. The IMR is applicable to military populations because it is precise,
encourages thoughtfulness and specificity of interventions, and it is tiered in nature,
with a clear start, fish, and intermediate steps. Further, it provides instruction on how
and when to engage the population of interest to ensure their unique needs are being
met and addressed. Most importantly, it enabled the DNP student to follow an

evidencebased and provatecisionmaking process from beginning to end.

1.6 PICOT Summary & Reasoning

NSW veterans have high rates of PTSD and chronic pain (Kind & Otis, 2019
and Kip et al., 2018) and so their healthcare must prioritize trauma and pain care.
Despite the evidence cimpant chronic pain and trauma among NSW Operators and
veterans, Special Operators from all branches rarely report their injuries, pain, and

related symptoms to their medical provider (Nye & de la Motte, 2016). Some reasons

14



for hiding or undereporting ifuries include a lack of trust between the Operator and
medical provider and fear their report causing them to be medically discharged (Nye &
de la Motte, 2016 & Flynn et al, 2019). Other studies report anecdotalrampaeting
of PTSD symptoms and othgymptoms to medical personnel by actiigy Navy
SEALSs and other Special Operations personnel (Dretsch et al., 2020). The under
reporting problem is an important facet of this research, given that 23 out of 100
SEALSs are known to be injured yearly (Peteret al., 2005). If 23% of Navy SEALs
have known injuries every year, one must ask what percentage of SEALSs are hiding
their injuries and what percentage of Navy SEALSs are in distressing pain due to
untreated and unreported injuries.

Access to care isnather problem for many traurexposed veterans (Fletcher
et al, 2018). Despite seléporting PTSD and functional impairments, there is
significant underutilization of services (Fletcher et al., 2018).

This DNP Project provided an inexpensive, evidepased solution to access
to care problems. NSW veteran volunteers were provideth@@ccess to a chronic
pain mobile application that educates them about chronic pain and breaking the cycle
of maladaptive thoughts related to their pain. The educationdaeby the mobile
application is based on Cognitive Behavioral Therapy, which is the standard practice
for chronic pain treatment in the psychiatry setting. Based on the link between chronic
pain and trauma in the Mut uahmonidanand enance
trauma scores were recorded before and after titm@@ntervention to measure the

effectiveness of the app i n this specific
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on the scientific underpinnings of this DNP Project, it was expéhbtgdhronic pain

and trauma scores would decrease
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Chapter 2
REVIEW OF THE LITERATURE

A comprehensive literature review was performed during the initial phase of
this DNP Project. Several databases were queried for information about
psychoeducatigriNaval $ecial Warfareandthe links betweeghronic pain and
deployment trauma. Relevant articles were reviewed for pertinence and applicability to
the PICOT questions.

Above all, articles were screened for the applicability to this specific
population; the Unéd States Navy Special Warfare Community historically has been
an alkmale fighting force. They are predominately young, professional athletes who
endure more physical and psychological stress than the averagpadut in the
psychiatric settingThisis a very exceptional population, so although thousands of
articles were available for review and potentially applicable to the topics of
maladaptive thoughts and chronic pain, very few of the articles were applicéine to
NSW community Thus, the finahssessment of all articles compiled involved
understanding the population used for the Project detailed in each article and
evaluating if the population is relatable NSW veterans.

The following review discusses the queries and literature that formalated

informs the PICOT question.
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2.1 Literature Search

The literature search included the quergiafonline databases through the
University of Delaware Library system: PsycInfo, CINAHL, Cochrane Library,
PTSDpubsMEDLINE, and Google Scholar (see Appendix B). Inclusion criteria
allowed for articles originating as early as 20IBis broader inclusion criteria was
established because there is very little research availabletabddSW community
and thebroaderSpecial Operations community. The majority of articles used in this
DNP Project were from 2015 and later.

Other inclusion criteria required all articles topmerreviewed and fultext
available through the University of Delaware databases or Gooktéa®Some
articles were limited to abstracts when using databases such as PsycInfo but were
available adull text through Google Scholar. Articles were also screened for English
language.

Search terms were very specifiecausehis DNP Projedis f ocus was
addressnaladaptive thought®lated to chronic pain by usimgline-delivered, sel
managed psychoeducation. This aspect of the project was informed by the success of
Cognitive Behavioral TheragyChronic Pain (CBTCP) aml Cognitive Behavioral
Therapyi Online (CBTOL) in treating chronic pain, as well as several theories of the
interplay between chronic pain and trauma (Higgens et al., 2019). Thush&dgd
search terms were employed for the database queries. Addytjahalproject was

crafted during the time of a worldwide pandemic, when the necessity of virtual
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healthcare delivery became very clear. @BI wasmore important than ever, and so
this project became a timely application of-pendemic research.

Seach terms were combined into Boolean operators to create specific queries.
Examples of search terms and Bool ean oper:
chronic pain AND militaryo and APsychoeduc
AND mobi | e aecauke saofaw resouncasare avBilable that specifically
address Special Operations, general military studies were reviewed and vetted for
demographic information that applied to SEAkse Appendix B)

Of the six databases searched, 2,755 journal artides returned; following
screening for duplicates and PICOT subject relevance, 92 articles were identified for
further screening. That number was refined further, excluding other resources due to
their type (opinion or white paper), relevance to the SE&bhmunity, the date of
publishing (many newer papers made the older papers obsolete), and outcomes
reporting. Ultimately, 1@rticles were identified for the literature review. Although a
small number, the articles identified very informative of thisydaiion, chronic pain,

deployment trauma, and CBJased online psychoeducation for military populations.
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2.1.1 PRISMA Diagram

m PRISMA 2009 Flow Diagram
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diagram, resulted in 3 qualitativetiales and 7 quantitative articles (see Appendix C).
These articles included randomized controlled studies, system reviewsamagtses,
integrative reviews, and literature and theoretical reviews. These 10 articles that

comprised the core of this DNPdpect focused on the prevalence of comorbid
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The initial literature review for this DNP Project, as outlined in the PRISMA



PTSD/chronic trauma and chronic pain among veterans and-datiyeservice
members; two of the quantitative articles specifically addressed sounds of pain and
physical trauma among Navy SEALs. The articles atiressed how to treat
comorbid PTSD and chronic pain within the scope of psychiatric practice: standard
treatment, treatment delivery, and preferences of veterans. Last, articles
conceptualized the relationship of chronic pain and trauma through thelMutua
Maintenance Model.

Each article was assessed using the Johns Hopkins Nursing EBP level of
evidence tool (Dang & Dearholt, 2018). A literature matrix was completed that
includes pertinent information gleaned from each article, as well as its evidentiary
rating (see Appendix C).

The 10 articles found through this initial literature review were the foundation
of this DNP Project and PICOT question. There were few articles available due to the
limited number of studies conducted with Navy SEALs and Speciatabrs
generally. However, these 10 articles illustrated rampant comorbidities of chronic pain
and chronic trauma symptoms among military service members and veterans due to
work-related trauma. Further, the articles detailed that the NSW veteran papulati
would likely prefer onlineébased, selimnanaged, psychoeducation interventions for
their pain, and these interventions had a track record of lowering their pain scores.
Last, the evidence showed that psychoeducation interventions for chronic pain would

probably lead to a decrease in trauma scores.
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Research articles that published on the prevalence of comorbid chronic pain
and deploymentelated trauma among actideity service members and veterans were
foremost in building the foundation of this DNP R (Kind & Otis, 2019; Knoerl et
al., 2016; Lovalekar et al., 2017; McGeary et al., 2016; Outcalt et al., 2014; Peterson et
al., 2005). Given the exceedingly common comorbidity of chronic pain and past
trauma among all p o p ulramit paio and traumatpaihsvaysy e r y
share mechanisms in the brain (Kind & Otis, 2019). One reason Kind & Otis (2019)
suspect this link is because of the shared symptoms of chronic pain and chronic
trauma. Common symptoms include anxiety, somatic symptomtalkgcardia, and
catastrophizing.

Lovalekar et al. (2017) and Peterson et al. (2005) published on Navy SEAL
pain topics. These were the only two SE#pecific pairrelated research studies
located during the initial literature search in 2020. Lovalekal. ¢2017) found that
the most common type of injury among actiuty SEALS is pain (29.7%), and pain
related morbidity is a very common problem in the SEAL aetivy community.
Peterson et al. (2005) published that SEALs have a significantly highefratirgery
i nterventions than other military units
surgical rate, however. SEALSs report 5x more frequent musculoskeletal injuries that
other military units (Peterson et al., 2005). Thus, SEALs have apgpesattial for
long term, chronic pain and paialated morbidity (Peterson et al., 2005).

Unfortunately, not a lot of information is published about trauma symptoms

and rates among Navy SEALs and other Special Operators, but researchers have found
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that vderans of recent conflicts, starting with Operation Enduring Freedom, are at
higher risk than previous generations of veterans for trauma and chronic pain (Knoerl
et al., 2016). One cause of this heightened risk is that advances in war fighting, armor,
andfield medicine have made catastrophic injuries survivable (Knoerl et al., 2016).
Although service members survive these catastrophic incidents, the incident is
extremely traumatic physically and psychologically. So, although veterans survive
catastrophi@vents, they may be impaired for the rest of their lives and potentially
have lasting mental trauma from the event (Knoerl et al., 2016).
It is not enough to understand the problem; the purpose of DNP Projects is to
create a solution based on publishediencebased research. Several articles
supported conceptualizing the link between chronic pain and trauma by using the
Mutual Maintenance Model (see Appendix A) (Bosco et al., 2013; Cho et al., 2011;
Kind & Otis, 2019). In the Mutual Maintenance Model, tamet of treatment should
be the maladaptive (negative, unrealistic) thoughts that center chronic pain as the
brainbés focus (Bosco et al., 2013; Cho et.
The Mutual Maintenance Model has been shown to be a valid model for
chronic pain and trauma comorbidities because evidence shows that treating one
comorbidityds mal adaptive thoughts can tr e
2011; Kind & Otis, 2019). Thus, if chronic pain psychoeducation is available to
veteransvho have chronic pain, not only is it likely that they also have chronic trauma

symptoms (Kind & Otis, 2019), but it will also decrease their trauma symptoms.
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Many researchers who use the Mutual Maintenance Model believe the glue that
ties the comorbiditie together is maladaptive (negative, unrealistic) thoughts, which is
at the core of what must be treated to improve the comorbid symptoms (see Appendix
A) (Kind & Otis, 2019; Bosco et al., 2013; Cho et al., 2011). The standard treatment
for maladaptive thaghts in the psychiatric setting is Cognitive Behavioral Therapy
(CBT) (Donahue et al., 2020; Higgins et al., 2019). CBT online (CRJ is an
effective modality for delivering chronic pain psychoeducation (Higgins et al., 2019,
Knorel et al., 2016). In fa, researchers found that veterans prefer CRTin a self
managed format (Blair et al., 2015) and may have better outcomes than in person CBT
(Knorel et al., 2016).

There is strong correlation between trauma symptoms and chronic pain among
those curretly serving and veterans; in fact, the existence of chronic pain can be a
predictor of trauma and, potentially, a diagnosis of PTSD (Outcalt et al., 2014;
McAndrew et al., 2019). When chronic pain is present, veterans are more likely to
have PTSD; when PTBand chronic pain is present, the veteran is more likely to have
a more severe, debilitating course of chronic pain (Outcalt et al., 2014). Some
researchers have found thati580% of patients who have PTSD also have chronic
physical symptoms, like pa{iMcAndrew et al., 2019). When one of the comorbid
conditions is present, the patient is more likely to report more symptoms and a more
severe disease course of PTSD (Bosco et al., 2013; McAndrew et al., 2019).

Correlation does not imply causation alongt, tesearchers have created

models that explain the relationship between comorbid chronic pain and chronic
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trauma. One widely accepted and proven model is the Mutual Maintenance Model,
which Bosco et al. (2013) and Outcalt et al. (2014) explained asocaivicycle that is
maintained in part by maladaptive thoughts, such as catastrophizing and fear
avoidance cognitions that lead to maladaptive behaviors. The Mutual Maintenance
Model has been evaluated for applicability among American veterans of the Iraq &
Afghanistan wars and found to be applicable (McAndrew et al., 2019).

The use of CBIbased psychoeducation as the first step in successfully treating
chronic pain has been well documented (Bosco et al., 2013). The reason
psychoeducation is so helpful irillly is because it targets these maladaptive thoughts
by providing realistic information about chronic pain (Donahue et al., 2020). In
addition to using CBT psychoeducation strategies in person, providing CBT online
(CBT-OL) via online platforms has beemopen effective as well (Blair et al., 2015).

In fact, researchers have shown that service members prefer online psychoeducation
for their chronic pain (Higgens et al., 2019). Further, if service members are offered
selFmanaged CB¥based psychoeducationlme and in a manner that is self

managed, they prefer that above all else (Blair et al., 2015). Knoerl et al. (2016) found
that selfmanaged CBIOL programs in fact reduced catastrophizing and increased
quality of life and pain coping as well as CBT delied in more traditional ways.

Given the history of trauma for many chronic pain patients, it is possible that one of
the reasons that online delivery of CBT for chronic pain is so preferred is because
many patients who have chronic pain do not enjegeirson CBT due to its social

activities (Kind & Otis, 2019).
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2.3 Synthesis of the Literature

Given the research found in the literature review for development of this DNP
Project, the focus of this Project was to provide a group of NSW veterans who have
chront pain with access to onlifmsed, selfnanaged psychoeducation to investigate
its effect on standard measures of chronic pain and trauma.

To this end, this DNP Project built a streamlined process of recruitment,
onboarding, implementation, and evaluation. During the recruitment phase, the DNP
student provided prospective subjects with an overview of the project. During
onboarding, subjectsave provided more information about the project and subjects
took part in two standardized exams to score their trauma and chronic pain. Subjects
were debriefed 30 days later and repeated the standardized exams. The scores were
compared, and the NSW vetaraept the ongear subscription to the mobile
application as a thank you. If they chose to receive a tablet, they also kept the tablet.

This project implementation plan and goals are supported by the research of
others (Blair et al., 2015; Bosco et 2013; Donahue et al., 2020; Higgins et al.,

2020; Kind & Otis, 2019; Knoerl et al., 2016; Lovalekar et al., 2017; McGeary et al.,

2016; Outcalt et al., 2014; Peterson et al., 2005).

2.3.1 Project Purpose & Aims
Purpose
The purpose of this project wasimplement and evaluate the use and

effectiveness of selfhanaged chronic pain psychoeducation delivered through a
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mobile application on the chronic pain and trauma scores of NSW veterans over a
period of 30 days.

Aims

1. Establish baseline chronic pain and trauma scores among the population of
interest.

2. Evaluate the use of online, satlanaged chronic pain psychoeducation by
providing the population with access to a chronic pain psychoeducation mobile
application for 3@ays.

3. Compare the populationds chronic pain
access to a chronic pain psychoeducation mobile application.

4. Identify if the implementation of online, satianaged chronic pain

psychoeducation is a helpful interventionaamg NSW veterans.
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Chapter 3
METHODOLOGY
This DNP Project addressed the chronic pain crisis among NSW veterans. The
intervention centered on addressing maladaptive thoughts that frequentguso
with chronic pain and trauma. NSW veterans wervided access to a mobile
application called Curable@vhich was chosen based on the research found in the
initial literature search (see Appendix. Curable©uses psychoeducation to address
maladaptive thinking related to chronic pain as a way tousterpain perception.
Subjects were given the option of using Curable®© on their smartphone or receiving a
free, WiFi-enabled tablet with Curable© pleaded. The Project paid for a epear
subscription to Curable®r each subjectand the DNP studenteated anonymous

Curable®© accounts for the subjects.

3.1 Project Recruitment & Setting

Recruitment was through a State Chapter of the \SIBAL Association, a
national alumni association exclusively for veterans of Naval Special Warfare,
including active and faner SEALs and former UDTs. The alumni association
evaluates all association applicants for prior NSW service {(SBAL Association,
2021). Thus, recruiting from this organization meant that the student did not have to

personally vet each subject for prd&W service.
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The DNP student artthe State ChaptePresidentvere introduced by a Navy
SEAL Foundation (NSHepresentatvveh o knew of the studentods
and UDTFSEAL Association are not officially affiliated but both organizations support
the NSW community. During an operational telephone call that included some UDT
SEAL Association State Chapter leadership and NSF leadership in February 2021, the
DNP Project was discussed by NSF leadership and the State Chapter leadership
expressed interest

The State Chapter President invited the DNP Student to recruit from his State
Chapter, which hdover 180 former SEALs and UDT Operators in its active
membership. Recruitmetdok placeby email and telephone in August and
September 2021. Once subjestsre accepted into the Project, the DNP student began
onboarding in September 2021. Onboarding was primarily conducted in person, but
some subjects requested online onboarding due to the pandemic. The DNP Student
onboardedhinesubjects over two weeks.

The setting for this DNP Project was, essentially, real life. Subjects used
Curable®© as often as they liked and in any setting they preferred. Most participants

used Curable®© at home.

3.2  Project Subjects
All participants met specific inclusion criteria. Adarticipants were male NSW
veterans, over the age of 18, who deployed at least once as a SEAL or UDT Operator

and were members of the UEHEAL Association. All participants had chronic pain.

29



Last, all subjects were available to meet with the DNP studdra émboarded during

the twoweek timeframe, must answer the standardized questionnaires during the
interviews, and must agree to continue their pain management plan of care as ordered
by their healthcare providers throughout theda implementation perd. Subjects
reported to the DNP student if their provider changed their plan of care during the

implementation period.

3.2.1 Project Stakeholder Analysis
According to the Project Management | ns
individuals or organizations tieely involved in the project or those whose interests
may be affected by the project execution ¢
who the stakeholders are and engaging with these stakeholders is essential to the
success of any project, includittys one (Terhaar, Crickman, & Finnell, 2021).
In this DNP Project, the stakeholders were as follows:
- The DNP Student & Project Mentor Tealm this case, the DNP student lead
the project with the support of a Project Mentor and a Faculty Mentor anikierkity
of Delaware School of Nursing. Only the DNP Student will have access to participant
identities. Project Mentors assisted with the evaluation of theagified data.
- Participants Nine subjects were enrolled in the Project and eight finished. O
subject droppedut due to a new medical diagnosis.
- UDT-SEAL Association State Chapter & Chapter Leadershig State

Chapter and its leadership were important stakeholders in this Project. Chapter
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leadership invited the student to recruit from tloeganization and worked with the
student in developing a recruitment process that would work for Chapter membership
and protect membersdé privacy. Extending
unusual and special decision for a NSW veteran organizatiSW organizations are
notoriously closed to outsiders.

- The UDFSEAL AssociatiarBecause members of their organization

comprised the entire subject pool of the Project, the national organization was also a
central stakeholder. The DNP Project could fietiee entire Association in the future
based on its findings.

- The Navy SEAL FoundatioNSF leadership connected the DNP Student to the
UDT-SEAL Association leadership. Positive outcomes from this project could be
translated into chronic pain assistat@¢heir membership in the future.

- The Navy SEAL & UDT CommunityPast and PresenDutcomes established

by this Project could be accessed by aetivey and veteran NSW Operators for

mitigation of their chronic pain in the future.

- The UnitedStates NavyThe DNP Student has spoken with psychiatric and
mental health leadership in the Navy as well as Department of the Navy leadership
about this project. All parties are interested in the outcome of this Project as a possible

avenue for chronic pacare for service members in the future.
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3.3  Project Implementation Plan

Following IRB approval of this project, members of the State Chapter were
emailed an informative PowerPoint presentation about this Project (see section 3.5
Ethical Considerations for more informati@md Appendix fFFand an Interest Form
through the State Chapter email distribution(&te Appendix G)interested
volunteers filledout and returned the interest form to the DNP student by September
6, 2021. Returnedhierest forms were evaluated based on recruitment criteria. If a
volunteerdéds form met inclusion criteria,
screening. The telephone screening script and interest forms were included in the IRB
protocol documentatiofsee Appendixes H & |)

If the volunteer met criteria for the Project as determined through the telephone
screening, the DNP studesttheduled an onboarding meeting with the volunteer,
created a document with their Subject ID and email address andrsigformation
associated with Curable©, and themailed thevolunteerthe consent form for their
review and signature. The signed consent form was returned by email before the
onboarding interview.

Nine participants were enrolled in the Project and onboasitedhe student.

t

TheDNP studene nr ol | ed eight of the nindaysubject

implementation period began the day the subject was enrolled. During the initial
enrollment interview, the subject was provided information about howeto u
Curable®© and loggeah on the device of their choice. The subjects were asked a short

list of qualitative and quantitative questions and their chronic pain and trauma were
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measured using two standardized tools. The DNP student used a script to énsure al
subjects received the same information. The script and onboarding interview form
were included in the IRB protocol documentation.

The Posttraumatic Stress Disorder Checklist for the Military (PK).and
Short Form McGill Pain Questionnaire2 (SFMPQ-2) were the standardized tools
used to evaluate t he s-Mmlndehrdnis@an (SMRQG ma sy my
2). The PCEM (see AppendiiN) was selected because it was mentioned in the
literature review by Kind & Otis (2019) as a tailored measure thatweased
specifically for use with veterans. It is a reliable and validated tool for measuring
trauma symptoms with established criteria for minimum and meaningful thresholds for
symptom changes (US Department of Veterans Affairs, 2020; Yarvis et. a), Z0&2
SFMPQ-2 (see Appendix Mjvas chosen to evaluate chronic pain because it has been
successfully tested for reliability and validity among veterans who have chronic pain
(Rash & Campbell, 2014).

Subjects had free access to use Curable© througho80-they
implementation period. The DNP student was available by email and telephone to
troubleshoot use of the application and tablet during the implementation period.
Subjects were provided the studentds cont
interview.

Following the 36day implementation period, subjects were contacted by email
to confirm an exit interview time. The student met with each subject one on one using

Zoom. The PCEM and SFMPQ-2 wererepeatedand the subjects answered a series
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of questionabout their use of Curable© and pain experience during tHuag@eriod

(see Appendix P)

3.4  Project Timeline
This project took place over 34{aydays.
implementation period on the date of their onboarding intervieuwghndtaggered exit

interviews.

3.5 Project Ethical Considerations

Military veterans are a vulnerable population (Morales et al., 2019). According
to the Sims review of the Belmont Report (2010), the top threats for vulnerable
populations include: a high potgad for harm, coercion and a perceived inability to
decline joining a study, and therapeutic misconceptions. Within the context of this
Project working with NSW veterans, participants were most likely to be vulnerable to
therapeutic misconceptions andarerestimation of benefits.

To mitigate these risks and protect the population, the DNP student provided a
PowerPoint presentation to the volunteer pool that detailed what they should expect
from participating in this Project. Additionally, telephone soneg was used to
further set expectations for the veterans. Veterans were required to continue their
routine pain management as ordered by their healthcare providers during Project
implementation period. All documentation was included in the IRB protocol

documentation.
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3.6  Project Data Collection & Analysis

All data collection was completed by the DNP Student during the onboarding
and exit interviews. No raw data was provided to the Project Mentorship Team or
anyone outside the Project. Data from the ARMCBNndSFMPQ-2 was collected at
each interview, as well as qualitative dat
experience using Curable© during the implementation period.

All data collected was maintained by using participant codes; once a subject
wasonboarded to the project, the subject was assigned a code and their name did not
appear on any other documentation. Data was maintained on an electronic device that
uses password and fingerprint locks. The master list of names linked to participant
codes vas further protected on the device by being maintained in a folder that uses an
alternate password for access.

The goal of evaluating this data was to determine if chronic pain and trauma
assessment scores changed during thdaydmplementation periday comparing the
PCL-M and SFMPQ-2 scores from the initial and exit interviews. Qualitative data
was informed by the qualitative information that veterans shared with the student. For
example, the quantitative scores from theMBFQ-2 were comparedtotleu bj ect 6 s
reported subjective pain experience.

Data and discussion are provided in Chapters 4 and 5.
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3.7  Project Evaluation

The DNP student evaluated the project throughout the intervention period by
maintaining a list of problems the subjects reported with the app and tablet.
After the project completed, the DNP student and project committee compared
guantitative data gathetdrom the PCEM and SFMPQ-2. The DNP student and the
project committee then evaluated the qualitative data gathered during the interviews

and the subjectsdé reported experience witdl

3.8  Project Budget

This DNP Project cost $1349.86 total:

- Subscription to Curable ©: $59.99 per epear subscription x 9 subjects =
$539.91

- Samsung Galaxy Tablet: $149.99 per tablet x 5 tablets = $749.95

- Basic case for Galaxy Tab: $15.00 per case x 4 cases = $60.00

The student enrolled nine subjects. Four subjecigested tablets to use Curable©
and one extra tablet was purchased for the student to use tosboblgechnical
problems during the implementation period. The DNP student purchased nine
Curable© accounts for the nine subjects. $1349.86 in fundasgsecured from
private funding sources to cover the cost of the Project. The DNP student paid for her

own travel expenses to onboarding interviews and for her own Curable© account.
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3.9 Project Closeout

The DNP Project will be implemented and completed during the Fall 2021 semester at
the University of Delaware. Final outcomes evaluation of this project will be assisted
by the Project Mentor based onidentified information. Closeut will include the

exit interview and assessment of participants, data compilation and assessment, and a
review of the qualitative information provided by the participants. The DNP Student
will formulate a dissemination plan with the assistance of the project committee.

All data resulting from the Project will be maintained for the required three years to
meet University of Delaware and federal policy guidelines. After 3 years, all data that

includes participant identifiers will be destroyed electronically.

3.10 Project Disseminaton Plan

The dissemination plan for this Project will take into consideration the vulnerability of
the subject population and the potential for abuse of Project information by those who
wish to profit by using data about NSW veterans.

DNP Project will bedisseminated as required to members of the University of
Delaware DNP Review Committee in Spring 2022 stakeholders and subjects will
receive a copy of the final Project Brief by email. The final Project Brief will be
emailed to representatives frddurable©. Because the application does not require
notification of its use in projects like this one, they do not yet know the details of this

Project.
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Chapter 4
RESULTS

The results of this DNP Project are presented in this Chapter 4. Evidence
supporting the data collected in this DNP Project is presented in Chapter 3:

Methodology, as well as the literature review.

4.1 Introduction & Overview

The goal of this DNP Project was to implement an evidérased intervention
that attenuates the chrormpain of a population of Naval Special Warfare veterans. In
this case, the population was a group of veteran SEALs and UDTs, who ranged in age
from 40s to 70s. The intervention implemented was psychoeducation for chronic pain
through an app called Curalsie A PTSD scale was chosen in addition to a pain
measure because, as evidenced by the Mutual Maintenance Model, using
psychoeducation to treat chronic pain has been shown to also attenuate PTSD
symptoms.

During onboarding and exit interviews, the partifs completed a SHPQ-
2 and PCEM. Results data was generated by comparing scores from the onboarding

interview and exit interview of each participant. Exit interviews took place, on

average, 32.5 days after the epmeeeivedci pant 0 ¢

access to Curable®©.
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The student generated addi t-theemormdnt dat a
chronic pain rating on the numerical pain rating scale (NPRS), which is part of-the SF
MPQ-2, as well as asking them to rate their quality fef (QOL) on a Likert scale of 1
i 5. Participants answered these questions during the onboarding and exit interviews
as well.

The student offered every participant a free smart tablet if they did not want to
use the Curable© app on their smart phone h®ftight participants who completed
the Project intervention, four subjects used a tablet and four used their own smart

phone.

4.2.1 Outcomes Statistics for Chronic Pain

The SFMPQ-2 has a maximum score of 220 and a minimum score of 0
(Physiopedia, 2021 Among the 8 patients who finished the research study, 7
participants experienced a decrease in their scores and 1 participant scored the same in

both interviews.
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Figure 4.1

SFMPQ-2 Interview Score Guaparison
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Seven of eight subjects experienced a decrease in their pain sensations based
on their exit interview score on the $8#PQ-2. Six of eight subjects perceived a
change in their pain severity and symptoms and all six reported a positive
improvement. Of the tarsubjects who believed their pain symptoms did not change,
one subject experienced a-R6int improvement and the other experienced-adift
improvement.

Regardless of changes in their perceived pain, all eight participants reported
they would recommeahCurable®© to other veterans who are experiencing chronic pain.
Those who used their own smart phone experienced a score improvement of five

points greater than those who used a sfudyided smart tablet.
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4.2.2 Outcomes Statistics for Numerical PaiRating Scale & Quality of Life

The Numerical Pain Rating Scale (NPRS) is a question incorporated into the
SFMPQ-2 and thus validated as part of that scale. On the NPRS question, users rate
the pain they are experiencing at the time they are taking théPE§-2. The DNP
student tracked changes to the NPRS with thtBR)-2 scores. Of the eight patients
who completed the research study, seven of the patients reported an improvement in
their NPRS. The average improvement of 1.86 points on a scalie 1f.1This is a
18.5% improvement overall. The same seven of eight participants believed their score
had improved without knowing their onboarding or exit interview scores.

Separately, the student asked patients to rate their quality of life (QOL) on a

Likert scde of 17 5 when taking their chronic pain into account. The student set one

as a poor quality of Iife and a five as

score improved, and no subjectsb6 sicores

QOL improving based on the intervention.

4.3 Outcomes Statistics for PTSD

The National Center for PTSD (2010) provides scoring information for the
PCL-M, which is a standardized PTSD scale that can be used for active duty and
veteran service members.&RCL-M scores range from 17 to 85; scores of 28 or
higher could qualify an OEF or OIF service member for PTSD diagnosis, and 35 or

greater for a veteran in a Veterans Affairs clinic (National Center for PTSD, 2010).
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The PCIL:M is a valid tool for monitorig PTSD symptoms during treatment and
evaluating change following treatmett§ Department of Veterans Affairs, 2020).

The National Center for PTSD (2010) reports that a change of 10 or more
points on the PCIM is a clinically significant change and a charg five points is a
reliable change. Further, a change of five or more points on theMPGlinterpreted
as a patient meeting the threshold for clinically responding to treatment and 10 points
as the threshold for the patient experiencing clinicallynmmggul change (National
Center for PTSD, 2010).

Table 4.2 shows the PTSD symptom changes by the eight participants who
finished the intervention period. Please note that the two participants who experienced
no change scored the lowest possible score ditirig the onboarding and exit

interviews.

Figure 4.2

PCL-M Interview Score Comparison
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The average change for the six participants who experienced a change in score
was 13.3, which meets the thresholddb six participants experiencing a clinically
significant change in PTSD scores during the intervention period (National Center for
PTSD, 2010). The three participants who used their own smart phone and experienced
change improved 2.03 points more thlaose who improved and used a tablet.

Without knowing their scores, seven of eight participants believed thewMP&tores

had improved during use of the app based on their symptom experience.

4.4 Limitations to Data Collection

Data collected for this DNProject was limited due to several factors. The first
factor was that one participant among the nine enrolled did not finish the study. His
onboarding SAMMPQ-2 score was among the highest of those collected and hidvPCL
was about average. It would haweeh valuable to have his outcomes data.
The second data collection limitation was COWVIB considerations. The Project was
appreciably impacted by the COWI® pandemic, notably in terms of recruitment,
meeting with subjects, and funding.

Last, not all paicipants were comfortable answering the Pi@lquestions
during the onboarding interview. All participants were required to answer theVPCL
for participation in the study. However, one of the two subjects who scored the
minimum score of 17 during the ordoding PCLM later shared that their scores
improved, and they should have scored higher than a 17 on the onboarding interview

PCL-M. A second participant also shared during his exit interview that he did not
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answer the onboarding PEM questions truthfulf and should have scored much

higher; he answered the exit interview questions truthfully

44



Chapter 5
DISCUSSION

This chapter contains a discussion of the raw data that was presented in

Chapter 4, as well as reflections and conclusions on this Exhject.

51 Results Discussion
Results validated Project expectations, which were based on the Mutual
Mai ntenance Model 6s interactive relationst

and trauma symptoms and maladaptive thoughts.

5.1.1 Chronic Pain Results
Tomoni tor changes in subjectsd chronic |
s ubj e daP@Dscotek from before and after theddy intervention. The SF
MPQ-2 is a valid and reliable tool for describing chronic pain sensations, and a change
inthe scorereflects change in the patientds pain ex|
Among those who saw pain symptom improvements (seven of eight subjects), there
was a 19% improvement in scores. The largest improvement was 89 points, and the
smallest was 17 points (Tablel).
Six of eight subjects reported a subjective improvement in their pain

experience, and seven of eight subjectsd
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subjectively reported no change scored 30 points and 50 points better on the exit SF
MPQ-2. When inbrmed of their significant score improvement, the patients were both
surprised and were not able to credit the change to anything else they had done during
the 3@day intervention. Of note, both subjects who reported no subjective change also
reported annability to relate to Curable© and used the mobile application the least

(five or fewer times during the 3flay period).

The sixsubjects who reported subjective improvements in their pain
experience used Curable®© at least six times during trda@tervention period.
Four subjects used the mobile application several times per week.

There was no correlation between how often the app was used with pain
improvement, but subjects who used their smart phone instead of the smart tablet
provided by the sidy improved, on average, five points more than the smart tablet
users. No subjects reported Wiaccess issues using the smart tablet or app, but those
who used their smart phone had access to cellular data to run the app.

There was also no correlatibetween pain improvement and how the subjects
used the app. Six of eight subjects used the app as part of a regular routine. One
subject, who has a diagnosed traumatic brain injury, forgot to use the app for the first
few weeks of the 3@ay interventionput then used it several times in the final week;
he saw an improvement in his pain despite using it for a comparatively shorter time
than others.

Thematically, every subject reported difficulty relating to the patient examples

on the app because the patiexamples and their pain experiences were so unlike the
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subjects. The six subjects who reported positive changes in their pain perception and
symptoms overcame their relational problems and found ways to use the app to their
advantage. For example, osigbject said he started keeping a pain journal because he

enjoyed the writing module on Curable© so much. Another subject said he did not like

the guided meditations Curable© used, but he liked the idea of guided meditation so

much that he created his owhaylist using YouTube. Eight of eight participants

reported they learned something new about pain coping through Curable®©, with one
subject noting, Al |l earned | donoét | i ke u:

All eight subjects said they would recommend Curable®© to a veteran NSW
Operator who has chronic pain, and seven of eight recommended use fodattive
Navy SEALs. The subjects were very thoughtful in these recommendations. Six of
eight subjects gave the DNP student specific guidelines for when and how the app
should be imbduced to veterans and actislety SEALS. Subjects felt the premise
behind the mobile application was valuable and probably most SEALs would benefit
from something they learned through the mobile application. Seven of eight subjects
said active duty andognger veterans would get more from the mobile application
because they are more accustomed to learning through technology.

Overall, the subjects reported positive experiences with the intervention and
believed they benef it dresdnthe SRRQ2supmoftthi®e i ght s
chronic pain intervention, and the one subject who did not have a quantitative
i mprovement reported dAit hel pedo, but coul

diagnosis that began during the intervention period.
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5.1.2 Trauma Results

Based on the Mutual Maintenance Model
were expected. However, the score changes exceeded expectations and were clinically
significant. Based on results, Curable© may be effective in treating the chronic pain
maladaptive thoughttrauma comorbidity that is experienced so often by veterans,
especially Special Operators. Although the expectation existed for trauma scores to
improve, the DNP student purposefully did not instruct subjects to apply Curable©
taught paircoping skills to their trauma, which is why the clinically significant
changes are so exceptional.

The study used the P@W to score trauma among the subjects. The initial
scores were very high overall (Figure 4.2). Based on Veterans Affairs use of the PCL
M, six of eight subjects met the threshold for a presumptive PTSD diagnosis (U.S.
Department of Vierans Affairs, 2022). There is no numerical threshold for scoring a
presumptive diagnosis, as it is done based on how patients meet criteria based on their
answers to the Likert scales (U.S. Department of Veterans Affairs, n.d.). Two of eight
subjects sa@d the lowest possible score (17 points).

Of the six subjects who scored above the minimum score on théVR @ieir
average score was 48.83. Based on VA guidelines, four of the eight subjects scored
above the threshold for referral to a specialty mdmalth clinic for PTSD
evaluation, and two of eight subjects met the threshold to be referred to primary care
for evaluation (U.S. Department of Veterans Affairs, n.d.). The two subjects who

scored the minimum on the P@U during their onboarding interwereported
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subjective improvements in their trauma symptoms during the exit interview. One
shared during his exit interview that he did not answer the M@uthfully during

the onboarding interview. It is possible the two minimum scores were due tod lac
rapport and comfort with the DNP student, given it was the first time they met her, or
the subjects were so used to their symptoms that they considered their experiences
negligible until they experienced symptom remission during theay0nterventio.

Following the 3@day chronic pain intervention, the average score for six of
eight subjects declined to 35.5, which is a 15% drop in scores. Seven of eight subjects
reported subjective improvements to their trauma symptoms. Of the six subjects who
initially scored above the minimum score on the RECLsix subjects met the
threshold for a clinically meaningful change and two more met the threshold for a
clinically reliable change (U.S. Department of Veterans Affairs, n.d.).

Further, following the 3@ay ntervention, only two subjects met the criteria
referred to a mental health specialty clinic based on their scores, and those subjects
experienced 22and 14point decreases in their scores. Their scores were especially
high to start. One subject wouldlskie referred to primary care for evaluation, but that
same subject had2b-pointdrop in their score. After the afay intervention, five of
eight subjects would not require further evaluation, which is a decrease from six
subjects requiring further elmation based on onboarding interview scores.

The intervention produced clinically significant changes to the trauma
symptom severity scores of the subjects, despite the subjects not receiving instruction

to apply the chronic pain education they receitedugh Curable®©to their trauma
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symptoms. Six of eight subjects reported during their exit interviews that they did, in
fact, purposefully apply the lessons learned from Curable®© to their trauma symptoms.
Two subjects reported decreased nightmares, twartespdecreased panic, and four

reported overall decreased anxiety.

5.2  Barriers & Facilitators to this Project

This study was facilitated by the NSW community and the broader military
community. Without human resources, this Project would not have beehlpossi
Barriers to this Project include the COVI® global pandemic and a lack of research
and data about NSW Operators and Special Operators.

The greatest facilitator of this research was the NSW community itself. Despite
the community being notoriouslyaded to outsiders, the student was welcomed into
the community and given extraordinary access once the community learned her
mission: decreasing the severity of chronic pain and trauma within their community.

Further, the Project was made possible by d@eactive duty and veteran
Navy SEALs® will i ngnes shetewmrdsabow thdir pensonalh t h e
pain and trauma resulting from their time as a SEAL. The student began background
interviews in early 2019, and SEALSs organized their teammetigorks to snowball
recruit others to speak with her. In hindsight, the SEALSs created their own
communitybased participatory research network. The interviews were invaluable

given the scarcity of research about SEALs and Special Operators generally.
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The second facilitator of this study was the broader military community. The student

herself is a military spouse, though her

Yy

in the NSW community. Her Project Mentor has worked with the veteran community
for decades, and her Faculty Project Team Member is a veteran and continues to work
with veterans. The leadership of this research project understood the military
community and how to overcome its unusual barriers.
Barriers:
The COVID-19 global pandemic sewady limited the recruitment and
implementation of this Project. First, recruitment was limited due to prospective
participantsdé valid concerns about meet i ng¢
amendment to use Zoom for onboarding after recruitment bbgaher original
recruitment materials did not offer Zoom as an option because the IRB had not yet
ruled on her amendment. The second problem was that of logistics. The pandemic
l i mited the studentds ability dxdaysimavel , ¢
length due to logistical concerns during a coinciding COVID surge. Air travel, hotel
reservations, and even car rentals were greatly impacted by the pandemic, which
limited when, where, and for how long the student could travel to onboardtsubje
Last, funding was especially limited during COVID. The cost per participant ranged
from $59.99 to $224.98 based on their choice to receive a tablet. The student found
limited financial assistance despite applying to several funding sources andipgesent

to four organizations that fund research like this Project. In sum, only nine volunteers
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were onboarded, which is a limited sample size and a direct result of parrdtated
limitations.

The second barrier of note is the lack of data and researah 88V and
other types of Special Operators. Not only did the lack of information limit literature
reviews,but it also exposed a significant hole in known research about an important
and interesting segment of the military community. During the thres yé&NP
Project development and implementation, the student found adequate resources to
inform and support the Project, but most resources only reported on the broad military
community without distinguishing for career paths and specialties within tiiargil

The third barrier was something specific the Project subjects reported during
exit interviews: Most liked Curable@r the concept of it, but almost all subjects had
di fficultly relating to Curable . Eds exampl
Curable© was created with the general population in mind, not Special Operators or
the military. There are very limited resources that provide psychoeducation on any
topic and are geared toward the military community, despite the military community
making up a sizable segment of consumers. Curable© was an excellent choice for the
intervention because it is evideAoased and met criteria for delivering chronic pain

care, but it was also one of the only choices on the market.

5.3 Recommendations, Implicationdor Practice, and Conclusions
This DNP Project validated prior research about the effectiveness-of self

managed, onlindased psychoeducation resources for chronic pain. Study results also
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contributed novel information about the NSW community, psychoeiducand the
relationship between chronic pain and trauma, but there is still more to learn and
publish on these topics. This project could be repeated with a larger sample size, a
longer intervention period, and more chée& between researchers and saty.

Another important question is if PEW score decreases would have been more
significant if the study design directed subjects to apply the chronic pain education to
their trauma symptoms. More information is needed about the relationship between
chranic pain and trauma, and the effect of other types of treatment.

Based on feedback from subjects, there is a need for psychoeducation
resources that speak to the military experience. The tremendous number of service
members who have chronic pain and traungans there is a sizable consumer base
for military-centered resources. For example, almost every interviewee spoke of
injuries they witnessed or sustained while fast roping out of helicopters or from high
altitude, lowopen (HALO) jumps. Although not emeveteran shares those specific
experiences, ités more |ikely they wil!/l
leads to chronic pain than an example of a patient who has chronic lower back pain
due to decades spent sitting at a desk in a traditiffiee setting.

The Defense Health Agency (DHA) and Veterans Affairs (VA) should develop
psychoeducation mobile applications that address widely shared problems, including
chronic pain and trauma. Further, these applications should not make user data
available to the DHA or VA so users can unreservedly use these mobile applications to

improve their quality of life without fear of career repercussions. If the cost of
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development is a concern, the DHA should consider the cost of losing highly trained
and &perienced service members, like Special Operators, prematurely to treatable
conditions, like chronic pain and trauma. The VA should also consider cost when
developing these applicationsiamely the high cost of services for veterans whose
medical concemcould have been mitigated before they progressed to more expensive

and complex conditions.
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Appendix A

Simplified Mutual Maintenance Model

Problem Chronicity &
Initial Problems Severity

Maladaptive Thought
Cycles That Lead to
Truma with Behaviors, Distress, etc.
Maladaptive Thoughts

Trauma: Maladaptive
Thought Patterng &
Behaviors
Chronic Pain with - :
Maladaptive Thoughts T%%Egﬁf ag:ggfglsv;
Behaviors
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Appendix B

DatabaseSearch Resultsfor PRISMA Diagram

Query Filters
Deployment Limits: Published
AND after 2010, peer
maladaptive reviewed.
thoughts Search Mode:

Boolean/Phrase
Deployment Limits: Published
AND after 2010, peer
maladaptive reviewed.
thoughts AND Search Mode:
pain Boolean/Phrase
Cognitive Limits: Published
behavioral 2010 or later, peer
Therapy AND reviewed.
chronic pain Search Mode:
AND military Boolean/Phrase
Psychoeducation Limits: Published
AND chronic 2010 or later, peer
pain AND reviewed.
military Search Mode:

Boolean/Phrase
Cognitive Limits: Published
behavioral 2014 or later,
Therapy AND scholarly/peer
chronic pain reviewedjournals.
AND military or = Search Mode:
veterans or Boolean/Phrase
soldiers or

armed forces

Psychoeducation Limits: Published

AND chronic 2014 or later,

pain AND scholarly/peer
military or reviewed journals.
veterans or Search Mode:
soldiers or Boolean/Phrase

armed forces
Psychoeducation Limits: Published

AND chronic 2014 or later.
pain AND Search Mode:
military or Boolean/Phrase
veterans or

soldiers or

armed forces
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PsycInfo

Psyclnfo

PsycInfo

PsycInfo

CINAHL

CINAHL

Cochrane
Library
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Items
Retrieved
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24

Items
Relevant to
PICOT

Items
Chose
n for
Literat
ure
Review

1



10

11

12

13

Psychoeducation
AND chronic
pain

Maladaptive
thoughts AND
military

Psychoeducation
AND chronic
pain

Psychoeducation
AND chronic
pain AND
military

Cognitive
Behavioral
Therapy AND
chronic pain
AND military

Psychoeducation
AND chronic
pain AND
military AND
mobile
applications

Limits:

Published 2014 or
later, peer
reviewed.

Search Mode:
Boolean/Phrase

Limits:

Published 2014 or
later, peer
reviewed.

Search Mode:
Boolean/Phrase

Limits:

Published 2014 or
later, peer
reviewed.

Search Mode:
Boolean/Phrase

Limits:

Published 2014 or
later, peer
reviewed.

Search Mode:
Boolean/Phrase

Limits:

Published 2014 or
later, peer
reviewed.

Search Mode:
Boolean/Phrase

Limits: Published
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Search Mode:
Boolean
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PTSDpubs

MEDLINE

MEDLINE

MEDLINE

Google
Scholar
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2,670

38



Citation

Blair, M.J., Ang,
D., Wu, J.,
Outcalt, S.D.,
Sargent, C.,
Kempf, C.,
Froman, A.,
Schmid, A.A.,
Damush, T.M.,
Yu, Z., Davis,
LW, &
Kroenke, K.
(2015).
Evaluation of
stepped care for
chronic pain
(ESCAPE) in
veterans of the
Iraq and
Afghanistan
conflicts: A
randomized
clinical trial.
JAMA Intern
Med. Doi:
10.1001/jamainte
rnmed.2015.97

Bosco, M.A.,
Gallinati, J.L., &
Clark, M.E.
(2013).
Conceptualizing
and treating
comorbid
chronic pain and
PTSD.Pain
Research and
Treatment
Retrieved from
http://dx.doi.org/
10.1155/2013/17
4728

Appendix C

Literature ReviewM atrix

Level of Design/ Sample/
Evidence Method Setting
1B Randomize  N= 241 adult
d Clinical veterans of
Trial Operation
Enduring
Freedom
(OEF) and
Operation
Iraqi
Freedom
(OIF)
VII (5) Theoretical =~ 45 articles
Review and sources
reviewed

Major
Variables
Studied &
Definitions

Independent
Variable (IV):
chronic pain

Dependent
Variable (DV):

- DV1: ESCAPE
stepped care

- DV2: usual
care, as given by
the Veterans
Affairs Health
Services.

ESCAPE care
includes pain
selfmanagement
strategy
education, an
analgesic
algorithm, and
Cognitive
Behavioral
Therapy (CBT).

N/A

This paper
reviewscurrent
rational for the
treatment of
comorbid,
overlapping
chronic pain and
PTSD.
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Measures

Roland Morris
Disability
Score

Pain
interference
subscale score
on the Brief
Pain Inventory

Graded
Chronic Pain
Scale

N/A

Rationales and
extant theories
of comorbid
PTSD and
chronic pain
considered.

Data Analysis

- Among
intervention
group, pain
related outcomes
improved in all
measured areas
within 9 months.

- Intervention
showed more
improvement
than usuatare

group.

-ACBT is
effective in
reducing pain
related disability,
pain interference,
and pain
severity
veterans

-The
intervention
group tended to
use more pain
analgesics than
the group
receiving usual
care, but they
used fewer
opioids.

- Comorbid
PTSD/chronic
pain:

- Chronic pain
may interfere
with one
to copei leads to
the development
of maladaptive
cognitions and
avoidant
strategies.

- As chronicity
of pain and/or
PTSD increases,
so too does
psychological
distress.

- Cooccurrence
of chronic
pain/PTSD
among OEF/OIF
vets = 16.5%.

- PTSDi chronic
avoidant and
other
maladaptive

Findings

- Partidpants
preferred the self
management
approach, which
included
independent, guided
learning.

- Targeted areas of
pain disability, pain
interreference, and
pain severity all
improved for those in
ESCAPE group.

- Chronic pairi the
fear of pain often
dictatesth at i e
thoughts and
behaviors, which
become maladaptive
and
sedentary/significantl
y changes
functioningi it
becomes central to
onebds |ife
of paini discussed in
Outcalt!)

- Many believe
chronic pain is a sign
that there is damage
or harmand that
activities that cause
pain should be
avoidedi potential
contributor to the
psychological
maintenance of
chronic pain. This
belief system with its
associated
avoidance/maladapti
ve behaviors may
interfere with

Appraisal
Worth to
Practice

- Veterans
preferred the
selfmanaged
pain eduation
and management
program of the
ESCAPE
intervention.

- Selfmanaged
psychoeducation
is associated
with improved
pain outcomes.

- Maladaptive
cognitions are a
central factor of
chronic pain and
PTSDi fear
avoidance
cycles.

Psychoeducation
about
catastrophizing is
the most
important first
step in breaking
the maladaptive
cognition cycle
that is prevalent
in comorbid
chronic pain and
PTSD.
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behaviors often
emerge, which
exacerbates
psychological
distress.

- Patients with
PTSD more
likely to report
chronic pain.

- Patients with
chronic pain
more likely to
report an
increased
number of PTSD
sympgoms.

- When chronic
pain results from
traumatic event,
the prevalence of
PTSD increases.

- Injuries
sustained at war
now may have
been previously
fatal i

contributes to the
trauma of war
and injuries.

recovery and
rehabilitation of the
injury and quality of
life.

- Mutual
Maintenance Model
(MMM i also
discussed in Outcalt):
shared factors
maintain both
problems.

- MMM: attentional
biases focus on the
most worrying or
threatening stimuli.

- MMM: increased
sensitivity to anxiety
and feas of worst
case scenario
(catastrophizing}
those with
comorbidity report
catastrophizing more
than patients with
just one of the
disorders.

- MMM: cognitive
depletion can occur
too much focus on
anxiety and not a lot
left for anything else
T again, entrality of
pain idea.

- Breaking the fear
avoidance cycle is
key in breaking
maladaptive
cognitions.

- Psychoeducation
about the interaction
between behavior,
cognitions, and
symptoms is the first
step in breaking this
cycle.

- In psychoeducation
i the most important
thing to pay attention
to is catastrophizing.

- Catastrophizing
negatively influences
rehabilitation
outcomes for pain
and PTSD.



Cho, S.K.,

Heiby, E.M.,
McCracken,
L.M., Moon,

D.E., &Lee, JH.

(2011). Daly
functioning in
chronic pain:
Study of
structural
relations with
Posttraumatic
Stress Disorder
symptoms, pain
intensity, and
pain avoidance.
The Koren
Journal of Pain.
https://www
ncbi-nim-nih-
gov.udel.idm.ocl
c.org/pmc/article
s/IPMC3049972/
?report=classi

Retrospecti
ve review

Patients =
142 adults

Reported
distressing
traumatic
experience
and seeing
pain

treatment at

a tertiary

pain clinic in
South Korea

Mean age =

445

Studied:
PTSD symptoms

Pain intensity
Pain avoidance

Daily
functioning
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Measurements:

Pain intensity
scale O 117
0 = no pain
10 = worst
pain
imaginable
Totals range
from O to 40.

Posttraumatic
Diagnostic
Scale (PDS)
49 selfreport
measure used
for diagnosis
of PTSD

Pain Anxiety
Symptoms
Scalei 20
(PASS20)

20 item sel
report measure
of pain anxiety

Short Forni
36 (SF36): 36
item selfreport
of daily
functioning

Mutual
Maintenance
Model =
Ainterac
processes
between chronic
pain and PTSD,
contributing to
the exacerbation
of the symptoms
of both

cond ti ons

Goal of this
study: MMM
relevance for
daily
functioning,
given painis a
reminder of
traumatic
experience,
which triggers
PTSD
symptoms.

Showed MMM
interaction with daily
functioning, MMM
interactive process
valid.

Pain intensity,
hyperarousal, and
pain avoidance had
significant direct
effects on daily
functioning

PTSD symptoms re
experiencing and
trauma avoidance did
not have significant
impact on daily
functioning.

Pain intensity = most
indirect impact on
daily functioning
through hyperarousal
and pain avoidance

Aé direct
contribution if high
levels of pain,
hyperarousal
symptoms of PTSD,
and pain avoidance
behaviors to decline
daily func

Aéavoidant
strategies may be
used to minimize
pain to that the
trauma woudl not be
reminded, thus
inhibiting the
activation of
hyperarousal
symptoms o

Prolonged use to
maladaptive behavior
strategies will
contribute to a
decline in daily
functioning =
consistent with
theoretical
mechanism of the
MMM

The most important
way to treat
individuals with
chronic pain and
trauma history is to
Aibreak the
bet weernthe h
best intervention is to
make the patient
aware of the links
between chronic pain
and trauma,
especially as related
to avoidance
behaviors and
hyperaroual.

Interventions should
Adi scour ag
avoidance
behaviorso
especially as these
avoidance behaviors
may have a link to
the history of trauma.

Recommend
engaging patients to
increase overall
physical activity to
prevent
deconditioning and
physical dsability.

Study fé e
that pain as
reminders of the

Painisa
reminder of
previous trauma
experience$
another clear link
with the Mutual
Maintenance
Model

Overtime,
maladaptive
behaviors
contribute to a
decline in daily
functioning and
therefore a
declinein quality
of life.

Maladaptive
behaviors are
coping strategies
used to avoid
chronic pain and
trauma
symptoms, and
their reminders
of each other.

Maladaptive
behaviors are a
result of poor
coping.
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trauma may trigger
hyperarousal
symptoms of PTSD
and subsequent pain
avoidance behaviors,
resulting in
deterioration in both
physical and
psychological
aspects of
functioning among
patients with hronic
pain who also have
had traumatic
events. o
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1A

Systemic
Review &
Meta
Analysis

2 Phase
Single
Arm
Feasibility
and
Preliminar
y Efficacy
Study

N=12
randomized
controlled
trials
published
between
1985 and
2019.

All
participants
were
veterans and
activeduty
persomel.

Phase I:
N=157 not
included in
this review
data, as it is
not pertinent
to this
project

Phase II:
N=587
included in
this review
data.

All
participants
are adult
veterans with
chronic pain
who are
being treated
for chronic
pain through
theVeterans
health
Administrati
on.

IV: chronic pain

DV: treatment as
usual or pain
interventions,
which included
CBT, positive
psychology,
yoga, or
acupuncture.

IV: chronic pain

DV: self-
managed Pain
EASE Program

Pain EASE
Program is a
CBT-based,
internet
delivered pain
selfmanagement
program that
incorporates
principals of
CBT for chronic
pain (CBTFCP),
including pain
based
psydoeducation.
There was no
clinician
involvement in
the delivery of
the CBT-CP
interventions.

The first
education/skill
module was
psychoeducation
about pain and
pain self
management
education.

71

Pain intensity,
physical
functioning,
and depressive
symptoms.

Number of
times
participants
logged in
weekly and
overall.

Satisfaction
scores with the
delivery and
interface/usabil
ity of the
program.

Pain
interreference.

Mood and
depression
symptoms.

-CBT
interventions
reduced pain
intensity and
improved oveall
physical function
for participants.

- Service
members are
healthier than
general US
population but at
higher risk for
chronic pain.

- 80% of
participants were
moderately to
very satisfied
with receiving
CBT-CP
interventions
online and the
self-directed
forma.

- Most
participants
reported an
improvement in
mood and mood
related
cognitions.

- Average login
was 6 times in 10
weeks, and
participants
accessed less
than half of the
skill/lCBT-CP
modules offered.

- CBT structured to
specifically address
maladaptive
cognitions related to
pain is particularly
effective inassisting
with pain
management.

- Use of CBT
interventions may
decrease the reliance
of veterans and
service members on
opioids.

- Follow-up at 30
days; no longerm
data gathexd.

- Option for self
monitoring given,
which included pain
severity and sleep
quality; data not
given on use of
optional self
monitoring.

- 93% of participants

are male; at this time,
men comprise 100%

of Navy SEALs.

- Data not available
on howmuch
information the
participants accessed
while online.

- Maladaptive
cognitions often
accompany
chronic pain;
CBT
interventions
decrease
maladaptive
thoughts.

-CBT
approaches
tailored to
address
maladaptive
thoughts help
patients manage
their pain
symptoms and
distress
associated with
chronic pain.

- Study sample
size is small but
similar to DNP
Project
population

- Positive view
of online, sel
managed
psychoeducation
and CBFCP/OL
interventions.

- Most
participants
followed-through
by loggng-on to
the CBTFCP
program at least
once.



Kind, S. & Otis, \2
J.D. (2019). The
interaction
between chronic
pain and PTSD.
Current Pain
and Headache
Reports.
Retrieved from
https:/link.sprin
ger.com/article/1
0.1007/s11916
01908283

Literature
Review

Knoerl, R., 2A
Smith, EM., &
Weisberg, J.
(2016). Chronic
pain and
cognitive
behavioral
therapy: An
integrative
review. Western
Journal of
Nursing
Research, 38),
p596:628.

Integrative
Review

51 journal
articles
included in
this paper.

N=35
randomized
controlled
trials
published
20091 2015
that tested
CBT
interventions
among adults
with chronic
pain

N/A

This paper
considers the
interaction
between chronic
pain and Post
traumatic Stress
Disorder (PTSD)

IV: chronic pain

DV: cognitive
behavioral
interventions,
including
cognitive
restructuring,
pain
psychoeducation,
relaxation, and
activity pacing.
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N/A

IMMPACT/Pri
mary
Outcomes:
Pain, pain
intensity,
depression,
posttraumatic
stress disorder
symptoms
severity,
physical
function, pain
intensity, pain
attitudes, pain
behaviors,
catastrophizing
, mental health,
global
impression of
change, opioid
intake, sleep
disturbance,
and quality of
life.

- The Brief Pain
Inventoryi

Short Form
(BPT) and the
Pain
Catastrophizing
Scale (PCS) used
together are a
fast (less than 10
minutes) method
of comparing
scores and
learning more
about pain
related
cognitions, pain
severity, and
painrelated
disability.

- The PTSD
Checkist (PCL-
M) is tailored to
military
personnel; it is
longer than the
other two pain
assessments, but
is helpful in
linking PTSD
symptoms. Some
military
personnel may
be more
comfortable
answering these
questions via
worksheet than
answering aloud.

- The iate of
activeduty
service members
with PTSD may
be as high as
50.1%.

- A person with
PTSD and
chronic pain are
likely to have
high rates of both
due to the
interplay of the
symptoms,
which include
maladaptive
cognitions.

- Pain intensity
was the least
likely of the
outcomes to
show
improvement;
only 43% of the
studies showed
intensty
improvement.

- CBT was
shown to
improve
IMMPACT/Prim
ary outcomes in
85% of the
studies reviewed,
notably anxiety,
depression, and
physical
function.

- Fear and avoidance
are conmon
behaviors that are
associated with both
pain and trauma.

- Participants do not
have to meet criteria
for PTSD to be
experiencing trauma
related symptoms
and impairment.

- For a link between
chronic pain and
PTSD, the events
that caused the
trauma ad the pain
do not have to be the
same event or linked
in any way.

- Patients with PTSD
are commonly
reluctant to take part
in CBT-based
interventions and
therapeutic activities,
especially if they
involve socialization.

- Online CBT (CBF
OL) interventions
fimay be
comparabl e
other traditional CBT
formats, such as in
person and group
therapy.

- Military
populations were
among those least
frequently studied in
terms of pain and
CBT.

- OEF/OIF veterans
are at very high risk
for chronic pain and
posttraumatic
comorbidities,
notably post
deployment multi
symptoms disoret.

- Participants in
CBT-OL programs
had fAsigni
greater re
catastrophizing, pain
coping, and quality

- The BPT, PCS,
and PCI:M are
short and
effective means
to measure pain,
painrelated
cognitions, and
PTSD scores
before and after
an intervention.

- Given the high
comorbidity of
chronic pain and
PTSD, it
possible that they
share underlying
neurological
mechanisms in
the brain;
treating one may
help the other.

- Histories of
trauma/PTSD
and chronic pain
often cooccur
and share
cognitive
symptoms,
including
maladaptive
thoughts of fear
and
catastrophizing
and behaviors
such as
avoidance.

-1f CBT
interventions are
used for people
with a history of
trauma, the
sessions must be
tailored to the
population of
trauma patients
who may not
wish to partake
in social
activities.

- OEF/OIF
veterans are at
very high risk for
chronic pain and
chronic pain
comorbidities,
despite being
fitter and in
better health than
civilians.

- CBT-OL
programs reduce
catastrophizing
and increase
quality of life
and pain coping
compared to
other, traditional
forms of CBT.
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1B

Retrospecti
ve Chart
Review

Randomize
d

Controlled
Study

N=920
Naval
Special
Warfare
(NSW)
personnel.

All
participants
are men ath
are active
duty Sea Air
and Land
(SEAL)
Operators,
SEAL
Qualification
Training

(SQM)

Students, and

Special
Warfare
Combatant
craft
Crewmen
(Swcc).

N=44 active
duty adults
serving in
the United
States
military and
being treated
in
Department
of Defense
Pain
Medicine
Clinics for
chronic
musculoskel
etal pain,
who had
complete
Multidiscipli
nary Pain
Inventory
(MPI) data.

IV: active-duty
Naval Special
Warfare
personnel.

DV:
musculoskeletal
injuries (MSls):
locations and
typesof MSls.

IV: chronic
musculoskeletal
pain

DV1: assigned to
the Functional
Restoation (FR)
treatment group

DV2: assigned to
the treatment as
usual group
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Researchers
reviewed
medical charts
for MSI-
related
diagnoses, as
well as for the
need for
surgical
interventions,
the cause of
the MSI, and
morbidity
related to the
MSI.

- MPI to
measure pain
severity,
interreference
from pain, and
significant
otherods
responses to
pain.

- Beliefs about
how physical
activity and
work impacts
their pain via
the Fear
Avoidance
Beliefs
Questionnaire
(FABQ).

- Other
measures:
depression,
sleep
disturbance,
health status,
pain disability,
pain intensity,
and disability.

- Among
specifically
SEAL personnel,
0.97 3.2 per 100
become injured
with aMSI per
month; injuries
are even higher
among SQT
students
(29.7/100).

- Yearly rate for
SEAL MSils is
23.1/100.

-29.7% of
injuries are
simply coded as
fipain/sp
eo, whi ¢
it the most
common injury
type among
SEALs and
students.

- 28.4% of SEAL
injuries occur
during training,
not operations.

- 33.8% of SEAL
and student
injuries are
classified as
overug injuries.

- Tope 3 SEAL
injury sites:
shoulder,
lumbopelvic
spine, and ankle.

- 35.1% of SEAL
injuries qualify
as preventable.

- Chronic pain
correlated with a
high risk of
depression,
distress, and
psychological
disability.

- People with
chronic pain
often display fear
avoidance of
activities at
work.

of life compared to
other groups.

- High rates of
morbidity associated
with injuries.

- Chronicity of pain
was not addressed in
this study.

- Since MSIs ocar

in predictable
regions, i
to target
interventions to
prevent injuries in
the future.

- Cognitive and
behavioral self
management
interventions appear
to be effective for
pain management.

- Biopsychosocial
model of chronic
pain maintains the
reciproal
relationship between
chronic pain and
other variables.

- Painis a very
common
problem among
SEALs.

- Painrelated
morbidity is
common.

- Potential use of
the FABQ in this
DNP Project to
evaluate how
SEAL work and
physical activity
is perceived to
impact their pain
and evaluate fear
avoidance of
activities that
may increase
pain.
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Data
originally
collected
through
the
ESCAPE
Project
(see Blair
et. al RCT)
and
reformed
into a
cross
sectional
study for
the
purposes
of this
study.

Retrospecti
ve Chart
Review

N=241
white, adult,
male
veterans of
OEF/OIF/O
ND who are
being treated
for chronic
pain through
the Veterans
Health
Administrati
on.

Most
participants
recently
deployed to
Iraq and
served in the
Army.

N=1165
visits by
SEALs to a
Navy
orthopelic/h
uman
functional
performance
clinic.

Data
collected
over a 3 year
period.

IV: chronic pain

DV1: PTSD
diagnosis

DV2: No PTSD
diagnosis

IV: Navy SEAL
with a
musculoskeletal
injury that
necessitated an
evaluation at this
orthopedic clinic.

DV: injury
requiring
surgical
intervention and
management.
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- Pain
characteristics;
measured via
the Graded
Chronic Pain
Scale (GCPS),
the Roland
Morris
Disability
Questionnaire,
and the BPI.

- Pain
cognitions;
measured via
the PCS, the
Arthritis Self
Efficacy Scale,
and the
Centrality of
Pain Scale.

- Affective
distress;
measured by
the Patient
Health
Questionnaire
(PHQ9) and
the
Generalized
Anxiety
Disorder
instrument
(GAD-7).

- Location of
injury,
including body
part involved
utilizing ICD-9
diagnostic
codes.

- Correlation
between
incidence of
specific
diagnoses and
the need for a
surgical
intervention.

- More than % of
the sample met
PTSD criteria,
and 36%
screened for
clinically
significant PCL=
C score (41 or
above). Those
who screened
positive were
placed in the
PTSD cohort,
and all others
were in the non
PTSD cohort.

- PTSD group
had greater pain
severity, pain
related disability
pain centrality,
depression, and
anxiety.

- Cohort with
PTSD exhibited
more
catastrophic
thinking and
viewed pain as
more central to
their lives.

- SEALs sustain
0.93.2/100
injuries per
month.

- Top 4 injuries
in order of most
common to least:
- 26.48% back
and neck;

- 20.89% knee
injuries;
-18.83%
shoulder;

- 15.91% ankle.

-Top 4
diagnoses in
order of most
common to least:
- 9.29% shoulder
bursitis;

- 8.94% lumbar
strain;

- 7.82% ankle
instability/sprain
-7.65%
meniscus tea

- 247 surgeries
performed:

- 18.22% kneé
arthroscopic
meniscectomy;
-11.74%
claviculectomy

- 7.29% shoulder
decompression;

- Veterans with
PTSD have a more
severe couge of
chronic pain than
those without PTSD;
they have higher pain
severity, more
disability, and their
emotional and
psychological
experience is more
intense and
disabling.

- Correlation
between PTSD and
more severe
experience of chronic
pain shown in thd
study.

- Reductions in
catastrophic thinking
are correlated with
positive pain
treatment outcomes.

- Overuse injuries
are very common.

- SEAL
musculoskeletal
injuries are up to 5x
that ofthe Army
infantry and other
military units.

- 21% of the injuries
seen in the clinic
progressed to
surgery.

- High rate of
surgical interventions
suggests that SEALs
sustain more serious
injuries than other
military units.

- Addressing
catastrophizing
of pain will
lower pain
intensity and
perceived
disability of pain.

- Mutual
maintenance
model =
possible that
chranic pain
amplifies PTSD
symptoms’ may
reciprocally
maintain and
perpetuate each
other; similar to
the mutual
perpetuation and
maintenance of
chronic pain and
depression.

- Navy SEALs
have a
significanty
higher rate of
injuries
compared to
other military
units.

- SEAL injuries
appear to be
significantly
more severe than
those sustained
in other kinds of
military units.

- The greater
severity and high
rate of surgical
intervention
establishes a
potential for high
rates of chronic
pain and trauma
symptoms
following severe
injury.
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- 4.45% knee
ACL
reconstruction



Appendix D

Curable®© Notification & Privacy Requirements

Curable®© does not require notification of use ofjplication in research or
Quality Assurance/Improvement projects. This includes when a person or
organization buys more than 1 account for use in research or Quality
Assurance/lmprovement.

Curable®© stores the following information about each user: Nama] ased
to signup, password, chronic pain conditions, pain scores, and interactions with the
application.

Users can request that their informatic
any time by contacting a user representative. This can be domgnbgsinto the

mobile application or through the website.
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Appendix E

Information on Curable© & FDA Medical DeviceRegulations

Rebecca Ann Ivory, MS, BSN, RN

DNP-PMHNP Student, University of Delaware
118 Haddon Road, Anacortes, WA 98221 | 760-846-8746 | rivory@udel.edu

23 August 2021

the Institutional Review Board at the University of Delaware
Newark, DE 19716

To the Institutional Review Board at the University of Delaware:

Thank you for the time you've spent reviewing my Doctor of Nursing Practice Project information
(1785426-1). I appreciate your help in improving the quality of my project.

To respond to your question regarding FDA Approval, I have included screen grabs from my email
conversation with Curable representative Casey Wu below. Additionally, I have uploaded the FDA's
Policy for Device Software Functions, which Casey refers to in her email below. Where it shows “this
link” in blue in her email, I have included the link and a screen grab of the link’s destination below the
email conversation.

The IRB’s FDA Device Question is as follows:

- “Is the Curable app FDA approved or cleared? The app seems to fit the definition of a medical
device https://www.fda.gov/industry/regulated-products/medical-device-overview. Has it been
tested for safety and efficacy?”

My Answer:

- I consulted with Curable representative Casey Wu on this matter, and an email conversation
about the FDA Medical Device status of Curable can be found below. In our email
conversation, Casey Wu cites Appendix B of the FDA’s Policy for Device Functions and Mobile
Medical Applications. Per her conversation with Curable leadership, the FDA exercises
enforcement discretion because it “poses lower risk to the public”.

- TIuploaded the FDA’s Policy for Device Software Functions and Mobile Medical Applications to
IRBNet for your review. The below answer references this policy document.

o Please see Appendix B Examples of Software Functions for which FDA intends to
exercise enforcement discretion on page 22, which is not an exhaustive list of software
examples, but is “intended to provide clarity and assistance in identifying the software
functions that will not be subject to regulatory requirements at this time.”
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ﬁ Raboces lvary «rorylude edus Aog 202071 VR AM (D deys ape) T
Hi Casey,
Thanks for Bnewenng 50 mary questions for me
Is Cursbla considersd & medical device? i so, |s & FOA spproved

Thanks wary much!
Rebacca

ﬂ Casey Wu Z1IPMbhows sps]  TY
-

Hi Rebecca.

Thanks for your guastion! | checked with my leam and am abie io share Tha folowing:

Curabie falis inio & specilc FOM goey, whersiry app "y mee i definiion of medical device, bul the FOWM inlends io axssise enlormement discretion, bacause & poses lower
risk 10 the public " What “enforcement decrotion” means is that Curable is not required 1o seek FOA approval for the Curabie ape. For mone information on what class of device we would be considered in, see
his bk

| hopis Bt bl

https://www.fda.gov/medical-devices/device-software-functions-including-mobile-medical -
applications/examples-software-functions-which-fda-will-exercise-enforcement-discretion

Examples of Software Functions for Which the
FDA Will Exercise Enforcement Discretion

———— T [ T

provide periodic
2 nmoksers trying

onsl imformation, rmisder, of

metivusenal g patirats recevering from addicton,

Appendix B (pictured above) can be found on page 22 of the FDA’s Policy for Device Software Functions
and Mobile Medical Applications, which I uploaded to IRBNet.

Sincerely,

Rebecca Ann Ivory
DNP-PMHNP Student

University of Delaware
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Appendix F

Recruitment Slides Sent to NSW Population of I nterest

Attenuating the Chronic
Pain of Naval Special
Warfare Veterans Using
Psychoeducation

Rebecca Ann Ivory, MS, BSN, RN
Doctor of Nursing Practice Student, DNP-PMHNP
University of Delaware School of Nursing
UDT-SEAL Association, Arizona Chapter
Project Start: September 2021

760-846-8746, rivory@udel.edy,

Hi, | am Rebecca Ivory, and | am
the doctoral student who is
running this study.

I am an experienced nurse and now | am earning my
Doctor of Nursing Practice degree at the University of
Delaware School of Nursing. | am married to an active-
duty Navy fighter pilot - that’s him in the picture >

| am interested in finding ways to more effectively
address chronic pain among our active duty
servicemembers and veterans.

When | graduate, | will be a psychiatric nurse
practitioner. Many patients in psychiatry have chronic
pain, so addressing chronic pain is a huge part of my
future practice. In fact, chronic pain originates in the
brain, so treating chronic pain as part of a psychiatric
nursing doctorate is a perfect fit.
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Study Purpose:

This study will provide you with chronic
pain education that will help you self-
manage your chronic pain. This type of
education is evidence-based and is highly
effective in improving quality of life
among people who have chronic pain.

You will receive the pain education
through a mobile application (app) called

Curable.

You will receive free access to Curable for
30 days. | will collect data before and after
the 30-day period to learn if using the app
decreased your pain symptoms and if you

liked using the app.

Participants will choose to use their own smart phone or electronic tablet to
access Curable, or | will provide a free tablet with the app pre-loaded.

| will meet with participants one-on-one in September 2021 in person near
your residence (I am vaccinated). I will provide you with log-in access to
Curable and show you how to use it, and | will ask you a series of questions
about your chronic pain and trauma symptoms. | will also ask you a few
general questions related to the project. This meeting will take 9o minutes or
less — | expect most meetings will take under an hour.

You will have access to the app for 30 days. You can use it as often as you’d
like and at your own pace. The app is interactive and will customize itself to
your use.

At the end of the 30 days, we will meet via Zoom for a close-out interview. |
will ask the same questions about your pain and trauma symptoms, as well as
general questions about how often you used the app, if you enjoyed the
experience of learning via an app, etc. This meeting will take 60 minutes or
less, unless you choose to provide a lot of information.
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Why | Am Collecting Data About Trauma
Symptoms:

= Unfortunately, chronic pain often increases symptoms of trauma, such as negative thinking,
rapid heart rate and breathing, etc. Chronic pain may be a reminder of past distressing
experiences, including the origin of the pain.

= Negative thinking, chronic pain, and symptoms of trauma perpetuate each other.

= When a patient presents with chronic pain in psychiatry, our go-to is chronic pain self-
management education:

= This is an extremely effective method of increasing the quality of life and decreasing pain symptoms of
patients who have chronic pain.

= Research has shown that this type of chronic pain treatment often also decreases trauma symptoms.

= Curable focuses on decreasing negative thinking around chronic pain, which may indirectly decrease
any trauma symptoms you are experiencing.

= |am not here to diagnose you with anything, and | will not provide information to the medical
providers you see ©

To Participate in This Study,
You Must:

Be a current or former Navy SEAL or UDT Operator.
Have deployed at least once as a SEAL or UDT Operator.
Be over the age of 18 and a man.

Be committed to attending 2 pre-scheduled, individual
meeting times and willing to answer standardized
questions about your chronic pain and trauma symptoms.

Continue your current chronic pain management as
prescribed by your medical providers throughout this 30-
day study, unless otherwise directed by your medical
provider. This app will be used in addition to your current
pain management. | will not provide medical advice,
medication, or treatments as part of this study.
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Privacy:

I am held to a very high standard of privacy protection as a nurse, a University doctoral
student, and through the University Ethics IRB, which ensures that this is an ethical project.
Participants’ identities will be rigorously protected, and as a Navy spouse | take OPSEC and
veterans’ privacy seriously. Nobody will know who is working with me, including Curable, the
Navy or VA, the UDT-SEAL Association, or any other entity or person.

| am not required to report this project to Curable, per their own rules. | am not affiliated with
Curable in any way. | am using their app because I think it’s scientifically sound and fun to use.

Your user identities on Curable will be linked with anonymous email accounts that | create as
part of this project. You or | can request that your user data be wiped from Curable at any time.

Your personal data will not be accessed by anyone other than myself, and | will not view your
data on Curable. All medical and personal information you provide will be self-reported at the
initial and close-out meetings. When you sign the consent form at the onboarding meeting, you
will read more about this study’s privacy protection, and you should feel free to ask me
questions at any time,

curable

e e e Curable: Chronic Pain
Treatment Through Education

system activates pain pathways in a
certain way...

Focus on “retraining the brain to process pain differently
Iheimoreisasibvics progrommed to ... [to] reduce symptoms and gain more control.”

keep doing that over and over again

in the future You will have access to:
“Bite-size” podcast-style psychoeducation
Interactive games
Mindfulness exercises
A “Panic button” to help sooth pain flare-ups by
walking you through proven strategies
Virtual Smart Coach

Really!
Expressive writing exercises

Here's some more detail on how it all

happens... Pain rating scales

How Pain Becomes
=)

Chronic
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Results After 30 8 2 % ;i‘;‘,’i't'y";}""’&"ed
Days of Use:

N—— 0, repop reduced
Curablels B 68% s’

Effe Ct iv e HOW EFFECTIVE S CURABLE?
FO r. M a n y side effects or contraindi
People.

My primary interest in
this study is if YOU like
receiving chronic pain
education in a web- QUALITY.OF LIFE IMPROVEMENT
based, self-managed
format like this, and if
this format is effective

35%  More control over pain
for YOU.
24% |Incréased physical
octivity

PHYSICAL PAIN RELIEF
AFTER 30 DAYS*

pain relief

{3 Improved quality of life

70% |Reduced fear of poin

*Study Design

When The Study is Over:

Participants will keep the 1-year subscription to Curable at the end of
the study as a thank you gift for their participation. If participants
chose to use a project-provided electronic tablet to access Curable,
they will keep the tablet as well.

All participants will receive a copy of my Project Brief in late Spring
2022 by email, once it is approved by my University for dissemination.

83



H ow TO Com p l '=ii=| Complete the interest form that is attached to this email.
Sign-Up
For This

Return the interest form by email to me (Rebecca) at

S t u d y o Return rivory@udel.edu no later than August 3, 2021. Please do not

reply-all when you send me your form ©

Look for an email from me to schedule a very short telephone
LOOk call regarding the project. The call should take less than 10
. minutes. | may proactively call you given the short timeline.

If you are accepted, we will schedule a time to meet in person
during the week of September 5t"so you can receive access to
Curable and we can complete the onboarding process.

Questions?
v Comments?

My contact information:

Rebecca Ivory

rivory(@udel.edu
760-846-8746
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Appendix G

Recruitment I nterest Form

 Study Interest Form:

@ : Attenuating Chronic Pain Among Naval Special
: Warfare Veterans Using Psychoeducation

Instructions

Please fill out this interest form and email it to Rebecca Ivory (rivory@udel.edu) by 09/03/21. Rebecca is the only person
who will have access to the data you provide on this form. She is a Registered Nurse and a Doctor of Nursing Practice
Student at the University of Delaware. Completing this form does not immediately enroll you in the study. Rebecca will
contact you by telephone to discuss the study after she reviews the information you provide on this form. If you are a good
fit for this study, you will set-up an in-person meeting time to take place the week of September 5%, |

Full Name:
*Note: Last name is not required
for the purposes of this project.

Email Address:

| Best Time of

Telephone Number: | Day to Call:

Approximate Dates of Special

Operations Service:

*Includes qualification courses, such as BUD/S
" Were you a SEAL, UDT Operator,

or Both?

Number of Overseas Deployments
in Special Operations:

Location(s) of Chronic Pain:

Approximate Year(s) Chronic Pain
Began:

Are you receiving treatment for
your chronic pain from a medical
provider?

If so, what is the treatment?

Are you comfortable using a smart
phone or electronic tablet without
assistance?

Are you available to meet with

Rebecca in person near your home

in Arizona on September 7%, 8%, or

gth?

The meeting will likely take place at a
Starbucks or another public location.

Are you available to meet with

Rebecea virtually the week of
October 3r4?
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Appendix H

TelephoneScreeningForm

[Telephone Screening Tool for the Project:
Attenuating Chronic Pain Among Naval Special Warfare Veterans Using
Psychoeducation

Participant Numerical Code:

Date/Time Interviewed:

ACCEPTED MAYBE REJIECTED

This project will take place from the week of XXX until the week of XXX. Do you expect to be available
during that time to use a mobile app to learn about chronic pain? ¥You can use the app on your own time,

whenever it’s convenient.
YES NO

Are you available to take part in the initial, in-person interview during the week of XXX near your place of
residence, like at a Starbucks?
YES NO

Are you available to take part in the wrap-up interview during the week of XXX7 This interview will be
conducted on Zoom.
YES NO

Do you feel comfortable using smart devices, like a smart phone or tablet?
YES NO

Do you have a smart phone or electronic tablet?
YES NO

Do you use apps on your phone/tablet? If so, would you prefer to load Curable onto your own phone/tablet?
YES NO

**IF YES:
Please do not download Curable before we meet in person. I will pay for a 1 year subscription for you
and download the app for you at the time we meet.

**IF NO:
You need to use a smart device to take part in this project. I can provide you a free tablet to use, which

you will keep at the end of the project. Would you prefer to receive a tablet?
YES NO

Do you agree to be the only person to use the chronic pain application and electronic tablet during the 30-day
project period? Someone else using the tablet may accidentally change settings, etc., and someone else using the
app will change your user experience, because the app is personalized to your use.

YES NO
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Appendix |

TelephoneScreening Script

Telephone Screening Script for the Project:
Attenuating Chronic Pain Among Naval Special Warfare Veterans Using
Psychoeducation

Hello, I am Rebecca Ivory. I'm a nurse and a doctoral student at the University of Delaware, and I am
conducting the SEAL/UDT chronic pain project you’ve heard about through the AZ UDT-SEAL
Association.

This call is to follow-up the interest form you sent me. Do you have a few minutes to discuss your
participation in this project?|

This is a screening interview and does NOT guarantee you a place in this project. Right now, [ am
calling to tell you more about the project and what will be required, answer any questions you have, and
get a little more information from you.

This project was created to fulfill requirements for my Doctor in Nursing Practice program. [ am
genuinely interested in working with the Naval Special Warfare community on chronic pain
issues, which as we both know is a huge problem.

For this project, you will use a chronic pain app on a smart device as often as you’d like.
Normally this is a paid app, but I will pay for the app so you will have free access to use it for a
year. I don’t have any interest or investment in the app — chose it because it uses really good,

valid science to help folks improve their quality of life despite living with chronic pain.

Once enrolled in this project, I will schedule a time to meet with you in person. At this meeting, |
will provide you with an informed consent to sign to make your participation official and I will
ask you a series of questions about your chronic pain and trauma symptoms. For my project,
trauma is defined as at least one overseas deployment as a SEAL or UDT Operator.

The reason I'm asking these questions before you start using Curable is to set a baseline for your
symptoms ratings before you start using the app.

I will also ask you a few more questions about your service and pain history — these questions are
simply to get a better picture of if your chronic pain is or isn’t related to your service and where
your chronic pain came from. I will not ask any intrusive questions and you can offer as much or
as little information as you’d like to these extra questions. I will also show you how to use the
app and we will get you set-up on the electronic tablet. This interview may take as long as 90
minutes, but I don’t think it will take longer than an hour in most cases.

I will meet with you again at the end of the 30 days to follow-up; this second meeting will take
place on Zoom, so you will need an internet connection. During the final meeting, I will ask you
the same series of questions about your chronic pain and trauma. The idea is that your scores
may change because of your use of the chronic pain app. I will ask you some follow-up questions
too, like how you liked the app, if it was helpful, how often you used the app, and what your
experience was with pain during the 30 days you had free access to it.

If all this sounds okay with you so far, I will start the screening questions.

** Begin Screening Questions on the Phone Screening Tool **
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Appendix J

SubjectInformation Sheet

Attenuating Chronic Pain Among Naval Special
Operations Veterans Using Psychoeducation

This is a summary page of your individual study information. Thank you for volunteering to take part in my
chronic pain research, and I look forward to working with you over the next 30 days!

Participant Name:

Study ID:

Study Email Address:

A Use for Gmail, Curable, & Zoom

Study Password:

~n Use for Gmail, Curable, & Zoom

Tablet PIN:

Date & Time of Your
Study Wrap-Up Meeting:

You will receive a Zoom meeting invitation at your study and personal email addresses. If you received a
tablet as part of this study, I created a Zoom account for you on the tablet. When you click the emailed
meeting link on your tablet, Zoom will automatically open.

You will receive the Zoom link 24 — 36 hours before our designated meeting time. If you do not see the link
within 24 hours of our meeting, please email or call me.

If you need to reschedule our meeting, please email me. If you need to reschedule within 3 hours of our
meeting time, please call me. Thank vou!

Rebecca Tvory’s Contact Information:

Email: rivory@udel.edu
Telephone: 760-846-8746

Rebecca’s advisor at the University of Delaware:
Dr. Jennifer Graber

Email: jgraber@udel.edu

Telephone: 302-831-8394

*Please note that Dr. Graber does not have access to participants’ information. By contacting her, you are informing
her that you are taking part in this study. She can contact Rebecea on your behalf, but she may not be able to answer
all your questions about this study because Rebecca is the study’s subject matter expert. However, please feel free to
reach out to her at any time if you have concerns.|
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Appendix K

Onboarding M eetingInformation Form

Onboarding Form

- Attenuating Chronic Pain Among Naval Special Warfare

: Veterans Using Psychoeducation
Date:
Fam P Foo ?—_-; vy i
Participant i
ID Number: !
""""""" 7 f i
1 | |
Confirm Contact = Telephone Number: Email Address:
Information:
How and when is it best to If I call and reach an answering machine,
reach you? is it okay to leave a detailed message?
or
If you share an email address with
someone else, is it okay to send a detailed
email?
Were you a UDT, a SEAL, or  Occupation: Years of Training:
(R e %DET! [tl; Years of Service:
# of NSW Deployments Deployment Locations:
Overseas:
Did vou have a specific job or Wereyou | officer
role as a UDT/SEAL? an officer,
ordidyou —Balisted
transition
from Enlisted > Off
enlisted to cer
officer?
Were you injured during | lyes If yes, what
your time as a UDT/SEAL? Oke W:J"W“—"
Did you report your injuries ~ |_oe ‘Why or why
to your chain of command ot
and/or Navy medical? = | nMed|
| Neither
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Did you receive treatment for
your injuries from the Navy
or privately?

Chronic Pain Location(s):
Location

Quality
How often the pain occurs

Do you think any of your
chronic pain is service
connected?

‘What are you doing now to
treat your chronic pain?
‘Type of provider
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In addition to what you are
currently doing, what else

have you tried to treat your
chronic pain?

Do you agree to continue
your current pain care for
the duration of this study?

(30 days)

Standardized Testing Scores:

How often do you think
about your pain?

When considering your
chronic pain, what is vour
Quality of Life:

Did you do anything else in
the military other than serve
as a UDT/SEAL?

How did you separate from
the Navy?

What do you hope to get out
of participating in this study?
There are no wrong answers &

1Is there anything else you
would like to share that you
think might be helpful to me
in knowing more about you
and your chronie pain story
and experience?

| No
SE-MPQ-2: PCL-M:
[ Daily Huwﬁeqnmﬂydoyuudg [ Daily
|Afe,wﬁmsaday In this case, you [ 4 — 6x/week
: Hourly e : 2 xweek
| Constantly goal to improve your overall | Weekly
A few times per week health and wellness. A few times per month
[ A few times per month This can include Physical | | Monthly
| Monthly " | | Less than monthly
l Less than monthly
U, Uy L Ly Ly
1 = poor, needs a lot of improvement 5 = outstanding, couldn’t be better
[ es
[ No

1If yes, what did you do?

: Retire Was your : Yes
| Non-Medical Discharge unyuu.ri.njnries_ o No
Medical Disch ?
e If yes, why:
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(Continued)

Is there anything else you
would like to share that you
think might be helpful to me

in knowing more about vou
and your chronie pain story
and experience?

Questions Asked Throughout
Onboarding Meeting:
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Appendix L
Onboarding Meeting Script
SCRIPT:
| am going to do some reading from a script.
| am required to cover some specifics and provide every participant the exact

same information, and the script will keep me on track with my requirements.

So, | am Rebecca Ivory. YoucancallmeBesaca Re becc a. |l 6ve

for years at hospitalsandlonge r m care facilities, and
to earn my doctorate in nursing and become a Nurse Practitioner in Psychiatry. My
focus in my studies is chronic pain.

| can be a chronipain expert while working is psychiatry because chronic
pain is strongly related to brain science. In recent years, really smart people have
discovered that chronic pain is maintained in the brain, not where the pain is located
in your body. So, if you hay say, chronic lower back pain, your brain is signaling
the pain in that area, not the area itself.

Because chronic pain is signaled in the brain, psychiatry professionals use
specific kinds of education to reduce chronic pain symptoms.

So, my goal in this study is to provide you with psychiatric chronic pain
education, which is an evidenbased and proven method of improving your quality

of life and chronic pain experience.
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You have agreed to continue your current pain managementtakiibg part
in this study. So, please continue doing whatever your medical providers recommend
you do to manage your chronic pain. Changing your pain management while taking
part in this study could affect the outcomes of this study. If your medicaldgrovi
recommends a change during this study, please let me know via email or telephone.
Okay, so, |l etdés talk about today.
| am going to confirm some information that you already gave me in case
something changed since we last spoke and to create a betteratibn trail for
myself.
I n addition to confirming informati on,
your service and your pain experiericé any of the questions feel too invasive, you
are welcome to pass on ans seeiceonpgrsonadh e m. | 61
questions are particularly important, and you can choose to just answer those
guestions i f youdd |ike.
There are some required questions, which you agreed to answer when you
signed the consent form. The required questions are st@sthgliestions about
your chronic pain and trauma symptoms. These questions will take less than 10
mi nutes to answer. |l t6s okay ifamyour traul
asking these questions to set agtwbaseline
learn what specific symptoms you have based on a standard list that is tailored to a
veterands experience. I 61 1 ask you the sail

had time to use the app to learn if anything changed by using the app.
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This meetng lasts 30 to 45 minutes usually, but | am available to stay for up
to 90 minutes to get you sep on the app and speak to you more about your
background and this study if youdd I i
anything extra that you tathe will be very helpful in figuring out how and why my
study impacted your chronic pain.

| am the only person who will have access to the personal information you
provide me at any time in this study, so please rest assured that you information will
be maintained confidentially. | am required by law to maintain your confidentiality,
not just as a student but also as a nurse.

Also know that | am a military spouse, and | know all about the importance of
maintaining confidentiality of service members antéxens. Your name and
identifying data will NEVER be shared.

Two faculty members at the University are a part of this study, but they will
NOT have access to any identifying information about you, unless you choose to
speak with them at some point. Ona i¥ietnam veteran. She was a flight nurse for
several years of the Vietnam War. My primary mentor is not affiliated with the
military officially, but she has been
years and has been a champion of this ssuralye its inception.

My goal in this study is to learn if you liked using the application to learn

about your chronic pain, and if the education impacted your chronic pain in any way.

For example, if you all like this method of receiving pain education]l show that

organizations like the Wounded Warrior Project or the Navy SEAL Foundation could
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offer programs like this for free to veterans in the future because veterans would

enjoy using the programs. On the other hand, if most of you dislike irege@are this

way, I 61 1 know to try something different
getting a positive resuitl 6 m | ooking to | earn about your
I 61 1 al so use the standar diaimrahy questi ot

way. Did your symptoms change in some way? How about your quality of life and
your overall physical activity? What will be very interesting to me is to learn if you
liked learning about your chronic pain online and if your pain changed?
L a s t glso dorddare the experiences of those of you who chose to receive a
tablet and used the app on the tablet vs. those of you who chose to use the app on
your phone. | am curious if there a difference in pain improvement and how users
liked the app experiee.
So, if you dondét have any questions f ol

period, and then get you sgb with the app
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Appendix M
Short Form McGill Pain Questionnaire 2 (SFMPQ-2)

No permission is required to use this form

Date:
Subject ID:

Short-form McGill Pain Questionnaire 2 (SF-MPQ-2)
For this questionnaire, | will provide you a list of words that describe some of the different qualities of pain and related symptoms.
Please rate the intensity of each of the pain and related symptoms you felt during the past week on 0 to 10 scale, with 0 being no
pain and 10 being the worst pain you can imagine. Use 0 if the word does not describe your pain or related symptoms. Limit
yourself to a description of the pain related to your surgery or pelvic pain.

1. Throbbing pain none | o | 1 | 2 ‘ 3 ‘ 4 | 5 | 6|7 | 8 | 9 _"’| worst possible
2. Shooting pain none 0 { 1 2|3 ‘ 4 | 5 | 6 7 8|9 1D| worst possible
3. Stabbing pain none 0 [ 1123 [ 4 |5 I 67|89 10] worst possible
4. Sharp pain none 0 ‘ 1 2|3 ‘ 4 5 | 6 7 89 1D| worst possible
5. Cramping pain none 0 | 1 2 ‘ 3 4 |5|6 |7 8 | 9 10 | worst possible
6. Gnawing pain none 0 ‘ 1/12]3 ‘ 4 5 | 6|7 ‘ 8 | 9 | 10 | worst possible
7. Hot-burning pain none 0 ‘ 1 2 3 ‘ 4 5 | 6 4 ‘ 8 9 | 10 | worst possible
8. Aching pain none 0 ‘ 1 2|3 ‘ 4 5 | 6 7 ‘ 8 | 9 | 10 | worst possible
9. Heavy pain none 0 1 2 [ 3 ‘ 4 |5 l 6 7 8 | 9 10] worst possible
10. Tender none |0 [ 1234 5[6[7]8][9]10] worstpossivle
11. Splitting pain none 0 ‘ 1 2 3 ‘ 4 | 5 | 6 7 8|9 1D| worst possible
12. Tiring-exhausting none 0 { 1 2|3 ‘ 4 5 | 6 7 8|9 10| worst possible
13. Sickening none 0 | 1 2 ‘ 3|4 (5|86 |7 8 | 9 10 | worst possible
14. Fearful none |0 [ 1234 5[6]7]8][9][10] worstpossile
15. Punishing-cruel none 0 ‘ 1 2 3 ‘ 4 5 | 6 7 ‘ 8 9 | 10 | worst possible
16. Electric-shock pain none 0 ‘ 1 2|3 ‘ 4 5 | 6 7 ‘ 8 | 9 | 10 | worst possible
17. Cold-freezing pain none | 0 ‘ 1,723 ‘ 4 | 5 | 6 7|8 |9 10| worst possible
18. Piercing none | 0 { 1123 ‘ 4 (5 | 6 7|8 |9 10| worst possible
19. Pain caused by none | O | 112 ‘ 3 4|56 7|8 | 9 10 | worst possible
light touch I s r = s
20. Itching none 0 ‘ 1 2 3 ‘ 4 5 | 6 T ‘ 8 9 | 10 | worst possible
21. Tingling or @ins none 0 { 1 2|3 } 4 5 | 6 7 { 8 | 9 | 10 | worst possible
and needles6
22. Numbness none 0 ‘ 1 2|3 ‘ 4 5 | 6|7 ‘ 8 | 9 | 10 | worst possible
23. Present Pain Intensity (PPI) i Numerical Pain Rating Scale. On a scale from zero to ten, zero indicating no pain and

ten indicating worst pain imaginable, rate your pelvic pain:

None ‘0|1l2|3|4|5‘6J1|3|9‘1o[Worstpossible

24. Evaluative overall intensity of total pain experience. Please check (&) the word that describes the pain in
your pelvic area only.

D No pain D Mild D Discomforting D Distressing D Horrible D Excruciating
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Appendix N
Posttraumatic Stress Disorder Checklist for the Military

No permission is required to use this form

PCL-M

INSTRUCTIONS: Below is a list of problems and complaints that veterans sometimes have in response to
stressful military experiences. Please read each one carefully, then circle one of the numbers to the right to
indicate how much you have been bothered by that problem in the past month .

Notatall Alittle bit Moderately Quite a bit Extremely

1. Repeated,disturbing memories, thoughtar imagesof a
stressful military experience? 1 2 3 4 5

2. Repeated, disturbing dreamsof a stressful military
experience? 1 2 3 4 5

3. Suddenly acting or feelingas if a stressful military
experience 1 2 3 4 5
were happening agaifas if you were reliving it)?

4. Feeling very upsetwhen something reminded yoof a stressful
military experience? 1 2 3 4 5

5. Having physical reactionge.g., heart pounding, trouble
breathing, sweating) when something reminded yoof a
stressful military experience? 1 2 3 4 5

6. Avoiding thinking aboutor talking abouta stressful military
experience or avoiding having feelingselated to it? 1 2 8 4 5

7. Avoiding activitiesor situationsbecausethey reminded yoof
a stressful military experience? 1 2 3 4 5

8. Trouble remembering important partsf a stressful military

experience? 1 2 3 4 5]
9. Loss of interesin activities that you used to enjoy? 1 2 3 4 5
10. Feeling distantor cut offfrom other people? 1 2 9 4 5

11. Feeling emotionally numbor being unable to have loving

feelings for those close to you? 1 2 3 4 5
12. Feeling as if your future will somehow be cut shor®? 1 2 3 4 5
13. Trouble falling or staying asleep 1 2 3 4 5
14. Feelingirritable or having angry outburst® 1 2 8 4 5
15. Having difficulty concentrating? 1 2 3 4 5
16. Being "super-alert" or watchful or on guard? 1 2 3 4 5]
17. Feeling jumpy or easily startled? 1 2 3 4 5

PCL-M for DSM-IV (11/ 1/94)  Weathers, Litz, Huska, & Keane National Center for PTSD - Behavioral Science Division
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Appendix O

IRB Amendment to Include ZoomOnboarding

HUMAN SUBJECTS RESEARCH
AMENDMENT FORM

- This form is to be used when applying for IRB review and approval of any proposed changes to previously
approved study procedures/ documents. Approval must be secured prior to implementation of any changes.

- Tracked changes (showing deletions and insertions) and clean versions (accepted changes) of all previously
approved forms and documents affected by the requested amendment MUST also be uploaded in the

it app 1 package along with this form.

- All questions below must be answered. “N/A" is not an acceptable response. Please provide explanations

Study Title: Attenuating Chronic Pain Among Naval Special Warfare Veterans Using
Psychoeducation

Principal Investigator:

Name: Rebecca Ivory

Department/Center: School of Nursing

Contact Phone Number: 760-846-8746 Email Address: rivory@udel.edu
Advisor (If Pl is a student): A project from a student MUST be shared with, and signed off by, the
research or academic advisor in IRBNet.

Name: Dr. Jennifer Graber

Department/Center: School of Nursing

Contact Phone Number: 760-846-8746 Email Address: rivory@udel.edu

Other co-Investigator(s): N/A

1. STUDY STATUS. Please indicate the current status of the study:

B Active -- open to enrollment and data collection
I Active -- data collection (including long-term follow up, no longer enrolling participants)

I Inactive - project never initiated, anticipated start date is

o wm >

I Data analysis only (Permanently closed to enroliment, All data collection completed)™
If study has reached data analysis only status and there are no plans to reopen study, Pl must submit
a study closure report instead.

2. FUNDING: Is the funding source for this project being changed in this | ?

®NO | YES (Please explain):

Page 1 of 5
Amendment Form Rev 03/2019
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HUMAN SUBJECTS RESEARCH
AMENDMENT FORM

3. STUDY STAFF: Are changes to research team requested in this amendment?

ENO 7 (Table below must show deletions and new additions)

and approval. |n addition, a 3 nvo m

clinical practice (GCP) training. Trainings must be completed online at CIT| Program, and must be renewed every
3 years. Pl is responsible for ensuring ALL study staff (including students) hold valid and current training
certifications. For more details the UD Research website. Insert more rows in the table below as needed.

GCP TRAINING |
HSP TRAINING

NAME INSTITUTION | RESEARCH ROLES | COMPLETION | COMPLETION
TR DATE:

'Engaged in research with human gubjeets: means anyone having access to private identifiable data, providing the informed
consent process, and/or interacting with research subjects for data collection purposes,.|

Certificates of training completion can be linked to each investigator's user profile in IRBNet. If not linked, certifications need to
be submitted as additional documentation at the time of the application

3Research Role: specify if person will be involved in the IIC (informed consent process), DC (data collection), and/or Pl (access to
private identifiable information for research)

4, PROPOSED AMENDMENT. Please provide a bulleted list of all the change(s) to the approved study
and corresponding documents.

- Onboarding meetings can be conducted via Zoom or in person. The original documentation submitted to the
IRB said that all onboarding meetings would take place in person.

Page 2 of 5
Amendment Form Rev 03/2019
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HUMAN SUBJECTS RESEARCH
AMENDMENT FORM

AMENDMENT JUSTIFICATION: brief description of the purpose of the proposed amendment(s)
and the rationale behind the change(s). If participants have already been enrolled and completed
some or all procedures in the study please elaborate as to how the proposed amendment(s) will
(or will not) affect those participants (e.g., will they be re-consented?

- Due to concerns with the transmission of COVID, COVID susceptibility related to chronic
medical conditions, and COVID-related travel constraints, some participants prefer to
complete onboarding via Zoom, rather than in person. This will not impact previously enrolled
participants, as nothing will change in the process of onboarding.

STUDY POPULATION AND RECRUITMENT:

6.1 Are any changes to the previously approved sample size (number of participants to be
enrolled in the study) being requested?

BNo [ YES (Please explain):

6.2 Are any changes proposed in this amendment to the inclusion or exclusion criteria
previously approved?

BNO | YES (Please explain):

RISKS AND BENEFITS: Describe any new ris ks to parllcnpants resulhng from the procedures
requested in this amendment ((isk ag

the revised protocol form).

The risks remain the same, which include discomfort or distress when answering questions
about their trauma and pain histories.

7.1 If new risks are identified above, how will they be minimized?

The mitigation efforts remain the same. The Pl can provide the veteran with support as a
trained mental health professional. Additionally, she will provide them with mental health
crisis telephone numbers and the location of their nearest VA walk-in facility.

7.2 Do the proposed change(s) affect the overall risk of the study?

Page 3 of §

Amendment Form Rev 03/2019
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HUMAN SUBJECTS RESEARCH
AMENDMENT FORM

X NO I"YES (Please explain):

7.3 Do the proposed change(s) impact the overall expected benefit from the study (either
to the participants directly, groups of participants, or society in general?

XNo | YES (Please explain):

8. COMPENSATION: Will previously approved compensation (i.e., amount, form, or schedule) be
changed?

XNo | YES (Please explain):

9. DATA: Are any changes to data management being proposed?

X NO I"YES (Please explain):

10.  CONFIDENTIALITY: Are changes to confidentiality of data collected being proposed (e.g., video
or audio recording not previously used, etc.)?

X NO I YES (Please explain, how will subject identity be protected?):

11. CONSENT AND ASSENT: Is the informed consent process being changed in any way?

X NO I"YES (Please explain):

Page 4 of 5

Amendment Form Rev 03/2019
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HUMAN SUBJECTS RESEARCH
- AMENDMENT FORM

11.1  Changes to the Consent/Assent documents: Please check below as applicable. If

any changes are being proposed please upload for review a tracked changes version and
a clean (all changes accepted) version of the edited documents.

r Consent form revisions are proposed and are attached for review.

r Child assent forms revisions are proposed and are attached.
X No revisions proposed to the informed consent documents

g ow »

r Consent forms will not be used (i.e., no longer recruiting)

11.2 Is re-consenting of participants already enrolled or those that completed the study
needed? Do proposed changes affect the informed consent participant previously agreed
to? If so, please explain how will re-consent be obtained.

XNO I” YES (Please explain):

12 REVISED STUDY MATERIALS: Please list ALL materials uploaded to IRBNet in support of this
application. Materials submitted for review must include tracked-changes (showing deletions
and new text inserted) and clean (all changes accepted) versions of all documents affected by
the proposed amendment.
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Appendix P

Exit Meetinglnterview Form

Attenuating the Chronic Pain of Naval Special Warfare Veterans Using Psychoeducation -1-

1 Wrap-Up Meeting F

om

Participant ID:

Meeting Date/Time:

Number of days post-onboarding:

Did the meeting have fo be rescheduled: Location: Zoom Telephone

YES NO

Why?2

Access to Curable: | Self: Smart Phone Self: Smart Tablet Provided: Smart Tablet
Signed-on on more than one device: YES NO

Standardized SF-MPQ-2: PCL-M:

Testing Scores:

This was a test of your chronic pain
symptoms.

Would you guess that this score is an
improvement, the same, or worse from
when | took this score 30 days ago?:

IMPROVEMENT ~ THESAME  WORSE

This was a test of your frauma scores.
Often, frauma scores go the same way as
chronic pain scores.

Would you guess that this score is an
improvement, the same, or worse from
when | took this score 30 days ago?:

IMPROVEMENT ~ THESAME  WORSE

Do you believe Curable generally improved your chronic pain symptoms? | YES ~ NO

IF YES: What symptoms did it

specifically help an

Curable do to affect those

symptoms?

d what did

IF NO: Any thoughts on why Curable
didn't improve your pain?
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Attenuating the Chronic Pain of Naval Special Warfare Veterans Using Psychoeducation -2-
Wrap-Up Meeting Form
Having used Curable, did you learn YES NO
new and helpful coping skills or
strategies for dealing with your WHICH SKILLS:
chronic pain?
USING: YES NO
If YES: Which skills2
Will you contfinue using these coping
skills2
How often do . .
you think about [ Daily Over the last 30 days, how | (] Daily
Yourpaing | 1, tow fimes a day often did you do purposleiul [ 4 - gx/week
exercise?
HHourly In this case, you would 2 3x/week
[IConstantly purposefully engage in | [Weekly
. physical activity with the )
1A few times per week goal o improve your [2 - 3 times
1A few times per month overall heclth and wellness. | [(lonce
Exercise can include
CIMonthly Physical Therapy. UlLess than monthly
[Less than monthly

When considering your chronic

pain, what is your Quality of Life:

N D) T3

1 =poor, needs a lot of impravement

O4 5

5 = outstanding, couldn't be better

Do you believe using Curable YES NO
improved your Quadlity of Life2
WHY:
Why?
If you have frauma symptoms, YES NO N/A

such as infrusive memaories or
thoughts or nightmares, did
using Curable also help you
decrease or learn to overcome
your symptoms?

Did you have an improvement
overall in your trauma
symptoms?

WHICH SYMPTOMS?2

HOW DO YOU KNOW?

OVERALL IMPROVEMENT:

YES NO
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Attenuating the Chronic Pain of Naval Special Warfare Veterans Using Psychoeducation -3-

Wrap-Up Meeting Form

How often did you use Curable? | ONCE  TWICE

LESS THAN WEEKLY ~ WEEKLY

2-3TIMES PER WEEK 4 - 6 TIMES PER WEEK DAILY

Did technology difficulties, like access to Wi-Fi or
problems with your smart device, prevent you from
using Curable as often as you would have
prefered?

If so, what technology problems did you
encounter?

YES NO

Ll Access to Wi-Fi

L7 sign-on problems (Curable)

[ Sign-cn problems (smart device)

L Access to data (own smart device)

L other

What time of day did you typically use Curable?

MORNING  AFTERNOON EVENING

BEDTIME NO SET TIME/ANYTIME

How did you remember to use
Curable? Did you associate ifs use
with any specific activity(s) or
routine?
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Attenuating the Chronic Pain of Naval Special Warfare Veterans Using Psychoeducation

Wrap-Up Meeting Form

What aspects did you like best about
Curable?

What were the most challenging
aspects of using Curable?

Why or why not?

Would you recommend Curable to a | YES NO
fellow NSW veteran who has chronic

pain? WHY:

Why or why not?g

Do you think access to Curable YES NO
would help current active-duty NSW

Operators with their chronic pain? WHY-

If this app existed when you were still active duty in the Teams, do | YES NO
you think Curable could have helped improve your chronic pain?g

Do you plan to continue using Curable after this meeting? YES NO
Why or why not?2 WHY:

Any additional guestions or
comments about my study?@

My thoughts on interview:

~
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Appendix Q
Exit Meetinglnterview Script

Attenuating the Chronic Pain of Naval Special Warfare Veterans Using Psychoeducation -5-
Wrap-Up Meeting Form

MEETING SCRIPT

Thank you so much for taking part in my chronic pain study!

This meeting will likely take less than 30 minutes. Just as before, you're
only required to answer the standardized questions about your pain and
tfrauma symptoms.

Besides the standardized questions, you can pass on answering any
other question. Some of my questions are Yes/No and then | ask you
why. If you answer yes or no, you don't have to tell me why, but it would
be helpful to know at least some whys for your answers.

After | get through all of my questions, please feel free to tell me more
about your experience using Curable. | am happy to stay on to talk as
long as 1 hour. Any insight or thoughts you have is invaluable to my
study. | will be using your answers to evaluate how this study went and
where to go from here.

Are you ready to get started?

END OF MEETING SCRIPT:
Thank you again for taking part in my study.

Please enjoy your yearlong subscription to Curable (AND IF APPLICABLE
—and your tablet).

I will email you my final paper as soon as it's approved for distribution by
the University. I'll graduate in May 2022, so you'll receive a copy
sometime around then.

Is there anything else you'd like to share before we end this meeting?2

Well thank you again for taking part, and | will be in touch with your
copy of my final paper!

Have a nice day/afternoon/evening!
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Appendix R

IRB Subject Consent Form

Dear Veteran,

Thank you for your interest in taking part in my doctoral research on chronic
pain management among former UDT and SEAL Operators.

Please read tHellowing Informed Consent carefully. Initial at the bottom of

each page to indicate that you have read and understand the information on the

page.

Please be sure to sign the signature lines on pagdiBitial the bottom of each
pageif you agree to the terms of this study. Also on page 8, you can opt to be
contacted for followup projects or research in the future. Please note: Consent
for future studies igota requirement for participation this study.

Thank you for choosing tiake part in this researéhyour role in this study is
invaluable. Your participation may help UDT & SEAL veterans and the next
generations of SEALs manage their chronic pain and improve their quality of
life.

Please feel free to contact me by emaikbdeghone if you have any questions.

Very respectfully,

Rebecca Ivory, MS, RN

Doctor of Nursing Practice Student
University of Delaware
rivory@udel.edu

760-846-8746
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CONSENT TO PARTICIPATE IN A RESEARCH STUDY

Title of Doctor of Nursing (DNP) Project: Attenuating Chronic Pain Among
Naval Special Warfare Veterans Using Psychoeducation

Principal Investigator:
Rebecca Ann Ivory, MS, RN

KEY INFORMATION
Important aspects of the study you should know about first:

1  Purpose The purpose of this study is to learn if education about
chronic pain that is delivered via an electronic application will improve
chronic pain and trauma scores among N&yedcial Warfare veterans.

1  Procedures If you choose to participate, you will be asked to acces
a chronic pain education mobile application called Curable over the cour
of 30 days. Yowvill access Curable from personal smart devices, such ag
your cellphone or an electronic tablet. If you do not have a smart device
one will be provided to you free of charge. You may access Curable as
much or as | ittl e aaoneonbdadingl i ke.
interview, which will take place in person in Arizorand the on@n-one
closeout interview, which will take place online, you will be asked
standardized questions about your chronic pain and symptoms of traum
You will also be asked your opinion about the application, how you liked
learning about chronipain through a mobile application, if your pain
changed during the 30 days, etc. The DNP Student will be your point of
contact throughout the interviews and@®y study period. During the 30
day study period, please continue your current pain managefaant p
unless it is changed by a medical provider.

1  Duration: This study will take place over 30 days, beginning on the
day you & the DNP Student meet in person foiboarding. The on
boarding interview will take 90 minutes or less and will take place near
your place of residence. The clesat interview will take place online via
Zoom and will take 60 minutes or less, unless you choose to share a lot
information with the DNP Student.

1  Risks: The main risk associated with this study is discomfort
associted with memories. The standardized questions may evoke difficu
memories from the past, such as how your chronic pain started. It is
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possible but unlikely that your chronic pain could increase as a result of
participating in this study.

1  Benefits The man benefits to you from thistudy is that your
chronic pain experience may improve, as well as your overall quality of
life.

1  Alternatives: There are no known alternatives available to you othe
than not taking part in this study.

1  Costs and Compensationltf you decide to participate there will be
no additional cost to you. While this study only runs 30 days, you will
receive 12 months ofde access to Curable, and you may receive a free
electronic tablet that is yours to keep.

1  Patrticipation: Taking part or not in this study is your decision. You
can decide to participate and then change your mind at any point during
study. If you chang your mind during the study, you can contact the DNF
Student at any time by telephone or email.

Please carefully read the entire document. You can ask any questions y
may have before deciding if you want to participate. You may contact
Rebecca, the DNBtudent, by telephone or email if you have questions
(760-846-8746 orrivory@udel.ed

You are being invited to participate in a Doctor of Nursing (DNP) Project. This
consent form tells you about the study including its purpose, what you will be
asked to do if you decide to take part, and the risks and benefits of being in the
study. Pleasecad the information below and ask the DNP Student (Rebecca
Ivory) any questions you may have before you decide whether or not you want to
participate.

PURPOSE OF THE STUDY
This is a Doctor of Nursing Practice (DNP) Project, which will fulfill the
requirements for the DNP Student to earn her doctorate. Identities of participants
will never be shared with others or reported in her published Project Brief.
The purpose of this study is to evaluate the use of a type of psychiatric treatment

of chronicpain, called psychoeducation, among Naval Special Warfare veterans.
In this DNP Project, psychoeducation for chronic pain is delivered using-a web
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based, mobile application. Naval Special Warfare veterans in this study include
former Navy SEALs and Undentex Demolition Team (UDT) Operators. The
web-based, mobile application is called Curable, and it educates patients to self
manage their chronic pain; one aspect of this education is teaching the user to
improve their negative thought cycles that are aasediwith chronic pain.
Frequently, this selfnanagement education is delivered byp@rson Cognitive
Behavioral Therapy. This DNP Project delivers the education by using Curable.

Many researchers have found that vetefaespecially male veteraimsprefer to
receive chronic pain sethanagement education online. Additionally, male
veterans prefer to interact with the online education in goseld, semanaged
format. When education is delivered in this way, the outcomes are better than
when educatio is delivered in person and in other traditional,-selipaced
formats. All study participants will be male, all will be veterans, and all will have
access to the app in a seitinaged, selfpaced format.

As evidenced by the Mutual Maintenance Modet timks chronic pain, negative
thought cycles, and trauma symptoms, often trauma symptoms are improved
(indirectly) by improving the negative thinking that is associated with chronic
pain.

The DNP Student will evaluate the effectiveness of the deliviery o
psychoeducation via a mobile application, how the delivery effected chronic pain
symptoms, how the delivery indirectly effected trauma symptoms, and other
indicators, such as if the veterans liked using the application, how often they used
the applicatio, and how their quality of life changed during theday study

duration.

WHO IS BEING ASKED TO PARTICIPATE?

You will be one of up td.2 participants in this study.
You are being asked to participate becaumeare a former SEAL or UDT
Operator who &s chronic pain and:

1  You have deployed overseas at least once in your Special Operations career.
1 You are a man.
1  You aged 18 years or older.

You could be excluded from this study after signing this Informed Consent if:
1  You are not a former SEAL or UDDperator who has chronic pain.

1  You have not deployed overseas at least once as a SEAL or UDT.
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1  You decline to answer the standardized assessment questions as part of the
onboarding or clos@ut interviews.

1  You require assistance to use the application.

1  You allow others to use your Curable account during thde&0study

period.

1  You are not a man.

1  You are under the age of 18 years.

PROCEDURES: WHAT WILL YOU BE ASKED TO DO?

As part of this study, you will be asked to:

You will meet oneorrone with the DNP Student twice:

1  The onboarding interview with the DNP Student will take place near your
place of residence. Gooarding may take as long as 90 minutes. During this
interview you will be asked standardized assessment questions regarding your
chronic pain and trauma symptoms, which will take 15 minutes or less. The DNP
Student will also ask questions about your chronic pain, military experience, and
other areas that are relendo this study. The DNP Student will assist you in
setting up your device and login to Curable, and she will ensure Curable works on
your device. The two of you will set a time for the closg interview, which will
occur 30 days after the droarding nterview.

1  The closeout interview will take place online using Zoom, so you must

have WiFi access and access to your email at the time of the interview so you can
join via an emailed link. This interview will take approximately 1 hour. The DNP
Student wil repeat the standardized assessment questions that were asked at the
ontboarding interview so that she can compare the answers. The DNP Student
will also ask questions relevant to ttedy, such as how often you used the app

and what you liked and diskkl about the information it provided. She may also

ask if your quality of life changed during thegidy.

You will have free access to use the mobile application, Curable, a0

You may wuse it as often as youdd I|like.

During the closeout interview, DNP Student will ask how often you used Curable
and your opinion of the delivery of the information. For example, the DNP
Student will ask what you liked best about Curable, what features you used most
often, andvhat you liked least about Curable. The DNP Student will also ask you
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if anything else changed during the 30 days of the study, such as your opinion
about your quality of life, if you became more active, etc.

During the 3@day period, you may contact tb&NP Student by telephone or

email at any time with questions, concerns, comments, and trsiubdging

questions. For example, if you become locked of the application, the DNP
Student will help you log back in. The DNP Student may contact you by émail
many participants run into the same problem, such as if Curable goes down for a
few hours or more.

The DNP Student requests that you continue your usual pain care throughout the
30-day period of thistudy Any changes to your usual pain care will ircipgour
individual pain evaluation during the cleeat interview and the overall outcome

of the study.

You can choose not to participate in this study at any time, even after signing this
Informed Consent. There are no known alternatives to tadartgn this study.

WHAT ARE POSSIBLE RISKS AND DISCOMFORTS?

Possible risks of participating in thésudyinclude:

The standardized assessment questions that the DNP Student will use during both
interviews could cause you sadness and increase youofestebss while

answering the questionshe DNP Student will be with you in person during the
initial interview and she will talk you through the thoughts you may experience as
part of the assessment. The standardized questions will take 15 minussstor le
answer. If at any time during the-8@y study period these memaories return, you

will be provided resources, including the VA Crisis line, which is open 24/7/365.
However, it is likely that participation in this study will not expose you to risks
different than those you would normally encounter in your daily life.

It is possible that you may experience an increase in pain by using this
application. If this occurs, please follow your usual treatment as ordered by your
healthcare provider. Additiongll there is a panic button on the application that
will assist you in decreasing your pain by using the skills you learn through the
application.

WHAT ARE POTENTIAL BENEFITS FROM THE STUDY?

Potential Benefits to You:

1  Fewer adverse symptoms of chronicrpand an increased quality of life.
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1 A better understanding of how to control your chronic pain without
pharmaceutical assistance.

1 Access to more information and education about chronic pain.

1 A better understanding of the connection between your life expzss and
your chronic pain.

Potential Benefits to the Naval Special Warfare Community and the Military
Community:

1  Access to similar education throughout aciilegy service to improve
service membersdéd chronic pain management

1  Additional quality improvement studies like this one in the Naval Special
Warfare community and the broader military community.

CONFIDENTIALITY: WHO MAY KNOW THAT YOU PARTICIPATED
IN THIS RESEARCH?

Your data will be handled as confidentially as possilfieesults of this study are
published or presented, individual names and other personally identifiable
information will not be used.

Only the DNP Student, Rebecca Ivory, will have access to your identity and
documents that contain yougentity. The DNP Student will make every effort to
keep all study records that identify you confidential. The findings of this study
may be presented or published. If this happens, no identifying information, such
as your name or your contact informatiaril] be shared.

Your information (identified and dielentified) will be maintained on a fingerprint
and password protected device that is exclusively used by the DNP Student,
Rebecca Ivory. Besides your Informed Consent and the master list that assigns a
numerical participant code to your name and contact information, documents
linked to this study will not contain any personally identifying information about
you, such as your name, your contact information, or information you provide
about your service &iory.

Signed Informed Consent documents and the master list that associates identities
with numerical codes will be maintained on the device in a pasguotiected
folder, adding an additional layer of security.

Your participation will be completely afidential, and you will not be identified
by name or participant code in the final paper, the DNP Project Brief.
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All information acquired during this study must be maintained for 3 years after
study completion, as required by law. After thger periodall documents
containing identifying information will be electronically destroyed, except for
those participants who would like to be contacted for follgmstudies. Those
records will continue to be maintained on a secure device with the same
protectiors.

The confidentiality of your records will be protected to the extent permitted by
law. Your study records may be viewed by the University of Delaware
Institutional Review Board, which is a committee formally designated to approve,
monitor, and review bimedical and behavioral research and studies involving
humans.

We will keep your study data confidential and only the DNP Student will have
access to your personal information. We may have to report certain information
for legal or ethical reasons, suchchild abuse, or intent to hurt yourself or

others. If required, your records may be inspected by authorized personnel in the
following groups and agencies: the University of Delaware Institutional Review
Board.

USE OF DATA COLLECTED FROM YOU IN FUTURE RESEARCH:
Identifiers about you might be removed from the identifiable private information.
After such removal, the information could be used for future projects or research
or distributed to another investigator for future research studies ocigroje
without additional informed consent from you or your legally authorized
representative.

COSTS AND COMPENSATION
There are no costs associated with participating in this DNP Project.
As compensation for participation, participants will have accessrab{eufor the
duration of 1 year ($59.88). If the participant receives an electronic tablet, the
participant will keep the tablet following completion of the study ($149.00).
Participants will not receive any cash payment or other compensation for taking
part in this study.

DO YOU HAVE TO TAKE PART IN THIS STUDY?
Taking part in this study is your decision. You do not have to participate in this
study. If you choose to take part, you have the right to stop at any time. If you
decide later not to participater if you decide to stop taking part in the study,
there will be no penalty or loss of benefits to which you are otherwise entitled.
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Your decision to stop participation, or not to participate, will not influence current
or future relationships with théniversity of Delaware.

INSTITUTIONAL REVIEW BOARD
This DNP Project has been reviewed and approved by the University of Delaware
Institutional Review Board (UD IRB), which is a committee formally designated
to approve, monitor, and review biomedical &ethavioral research and studies
involving humans. If you have any questions or concerns about your rights as a
study participant, you may contact the UD IRBatbresearch@udel.ecar
(302) 8312137.

CONTACT INFORMATION

If you have any questions about the purpose, procedures, or any other issues
related to this DNP Project you may contact the DNP Student Rebecca Ivory at
(760) 8468746 orrivory@udel.edu

Youmayalsc ont act Rebecca | voryds Project
(302) 8318394 orjgraber@udel.eduJnless you contact her, Dr. Graber will not
have access to your personally identifying information as part ofttidg.s

CONSENT TO PARTICIPATE IN THE RESEARCH STUDY:

| have read and understood the information in this formand | agree to
participate in the study. | am 18 years of age or older. | have been given the
opportunity to ask any questions | had, and those questions have been
answered to my satisfaction. | understand that | will be given a copy of this
form for my r ecords.

Printed Name of Participant Signature of Participant
(PRINTED NAME) (SIGNATURE)
Person Obtaining Consent Person Obtaining Consent
Date
(PRINTED NAME) (SIGNATURE)
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OPTIONAL CONSENT TO BE CONTACTED FOR FUTURE PROJECTS:

Do we have your permission to contact you regarding participation in future
projects? If you agree to being t¢acted in the future, we will keep your contact
information. Please write your initials next to your preferred choice.

YES NO
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Appendix S

IRB Human Subjects Protocol Form

HUMAN SUBJECTS PROTOCOL
University of Delaware

Protocol Title: Attenuating Chronic Pain Among Naval Special Warfare Veterans Using
Psychoeducation

Principal Investigator:
Name: Rebecca Ann Ivory
Department/Center: School of NursifigNP-PMHNP Program
Contact Phone Number: 76368746
Email Address: rivory@udel.edu

Advisor (if student PI):
Name: Dr. Jennifer Graber
Contact Phone Number: 3@31-8394
Email Address: jgraber@udel.edu

Other Investigators:
N/A

Investigator Assurance:

By submitting this protocol, | acknowledge that this study will be conducted in strict
accordance with the procedures described. | will not make any modifications to this protocol
without prior approval by the IRB. Should any uneipated problems involving risk to

subjects occur during this project, including breaches of guaranteed confidentiality or
departures from any procedures specified in approved study documents, | will report such
events to the Chair, Institutional Reviewd@d immediately.

~

1. Is this project externally funded?X YES | NO

If so, please list the funding source:

Angela Napoliellelvory & Charles Ivory, who are private doners who give money to veteran
research. Donors will provide funding for up to aBlets and a-$ear subscription to

Curable for all participants.
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2. Research Site(s)

~

| University of Delaware

X other (please list external study sites)

UDT SEAL Association, Arizona State Chapter

No medical facilities, such as Veterans Affairs or p&tric/behavioral health clinics or

hospitals, are involved in the recruitment of t|

~

Is UD the study leadX YES | NO

3. Project Staff
Please list all personnel, including students, who will be workingwithan subjects on this
protocol (insert additional rows as needed):

NAME ROLE HS TRAINING
COMPLETE?

Rebecca Ann DNP Student Yes

Ivory

4. Special Populations
Does this study involve any of the following:

Research on Children? No

Research witlPrisoners? No

Research with Pregnant Women? No

Research with any other vulnerable population? Please describe:

N/A

5. RESEARCH ABSTRACT

This research will investigate whether online,-setfhaged education about chronic pain will

decrease former&lv al Speci al Warfare veteransd overall p
in this study will receive free access to a chronic pain education mobile application for 30

days. They will have the option of using the application on their smart devicesioe r@te

electronic tablet with the app pleaded onto it.

Numerous research studies have shown that decr e

decrease their trauma symptom score. This link between chronic pain and trauma symptoms
is highlightedin the Mutual Maintenance Model, which proports that the symptoms of
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chronic pain and trauma are perpetuated by negative thinking; these negative thoughts,
chronic pain symptoms, and trauma symptoms perpetuate and maintain each other, possibly
because ofteir links in the brain. If a veteran has chronic pain, they are very likely to have
posttraumatic stress disorder or another form of chronic traelaged distress. To break this
terrible cycle, one approach is to address the negative thoughts. ThiBrDjE€t offers
participants a way to address their negative thoughts through the use of a mobile application.

Given the Mutual Maintenance Model 6s connecti on:
symptoms, and negative thinking, participants will also be asstssgttonic pain and

trauma symptoms using two standardized assessment tools in psychiatryMRESFand

the PCL-M. Changes in chronic pain and trauma symptoms will be tracked based on

assessment data collected at the onboarding andalbggervievs with participants. In

addition to quantitative data, qualitative data
experiences with using the application and quality of life changes.

The mobile application that will be used in this study is called Curktlidea chronic pain

education application that is grounded in Cognitive Behavioral Therapy (CBT) concepts,

which is the accepted standard of care in psychiatrgatients in the psychiatry setting who

have chronic painCurable uses a concept callegigg@education, which is a principle of

Cognitive Behavioral Therapy. I'n I aymendés ter ms,
chronic pain works, how to think about chronic pain and counteract negative thinking related

to chronic pain, and nepharmaceuticahpproaches to address distressing symptoms of

chronic pain, among other skills. By counteract|
chronic pain, the chronic pain is indirectly de:
to increase.

The population of interest for this study are male Naval Special Warfare veterans who are
over the age of 18, have chronic pain, and have deployed at least once overseas as a Navy
SEAL or Underwater Demolition Team Operator. This population has not bexadff

online, selfmanaged pain psychoeducation as a specific group. Several recent research
studies have shown that veter&rgarticularly male veterarisprefer to receive chronic pain
psychoeducation online in a setlanaged format. This DNP Project pides online, self
managed psychoeducation about chronic pain.

No medication or medical treatments are part of this research, and the Student will not
recommend changes to participantsdé current pain
change their cuent chronic pain care as part of this study. Use of this mobile application is in

addition to the pain care they receive from their health care providers. Participants are

directed in the recruitment materials and during the onboarding interview tousotitiir

regular pain care throughout the-88y study implementation period, unless directed to

change their pain care by their health care provider.

Curable does not require the Student to inform the app owner that she is using the mobile
application inthis study, per representatives of the company and the user agreement. Please
see the email exchange below for more information. The email from the Student (listed first)
is answered by Casey, a Curable customer representative and member of the Ghdable Pr
Team.
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Rebecca Ivory <rivory@udel.edu> Tue, Jun 22, 6:06 PM
to Casey ~

Hi Casey,
Thanks so much for spending some time with me on Monday. | appreciated your time and discussion.

Just wanted to touch base regarding using the app in Quality Improvement/Assurance projects. Did you hear anything yet from the folks you contacted?

Thank you again!

Rebecca

Casey Wu <casey@curablehealth.com> Jun 25, 5:41 AM
tome ~

Hi Rebecca,

I'm reporting back that there is no issue with your organization purchasing subseriptions in bulk for your patients. You do net need to report anything back to Curable on your usage
Let me know if you have any questions!

Thanks,
Casey

More information about Curable:

Curable is a mobile application that provides chronic pain care based on the Cognitive

Behavioral Therapeutic principle of psychoeducation. Psychoeducation is a fancy way of

saying that the patient (this case, the user of the app) is educated about how chronic pain
interacts with the brain and oneds thoughts and
patients has been proven to help patients better cope with the pain. Users of the application

are alsodught coping strategies that can be used in addition to any other pain care, such as

pain treatment they receive through a medical provider. Curable is an interactive application

that customizes itself based on how the user interacts with the app. Cotiduts and

maintains some data: email address, password, chronic pain conditions (which they self

identify to the application), pain scores, and interactions with the application. The user can

have their informati on s csrauabytimelby messagingt he appl i ¢
customer support, which can be accomplished through the application or via the Curable

website. Users cannot directly contact any medical personnel through the application itself or

receive treatment or medication advice. Curé&blaeant to be used in addition to outside

chronic pain case, such as that a patient receives from their medical providers.

Pl ease find information about Curablebés efficac
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PHYSICAL PAIN RELIEF
AFTER 30 DAYS*

68%

of Curable users
experience physical
pain relief

21% |

R <omewhot better

QUALITY OF LIFE IMPROVEMENT
AFTER 30 DAYS*

yL7 M Improved quality of life

59%
53%
35%

25%

*Study Design: Curable distributes a Patient Global Impression of Change survey to individuals
after they have been using the program for 30 days. This study is ongoing, but to date the
analysis includes n = 10,173 respondents.

6. PROCEDURES

Describe all procedures involving human subjectsHisrprotocol. Include copies of all

surveys and research measures.

i Participants will complete an interest form (attached), which will be sent to them
with a PowerPoint presentation (attached) about the study. If they are interested in taking part,
they will fill -out the interest form and email it back to the Rhetry@udel.edwvithin 4

days of receiving it.

i If their interest form is complete and appears to meet criteria for this study, the DNP
Student will conduca telephone screening (script and tool attached). | will conduct these
interviews in 09/2021 or immediately after receiving IRB approval. If volunteers meet the
criteria to take part and are accepted, they will receive an email to schedule an in person or
Zoom meeting for onboarding and to sign the consent form. The consent form will be emailed
to them for their review before the onboarding meeting. If participants prefer to onboard by
using a Zoom interview, they will be emailed the consent form prittretoneeting and they

will be required to sign it and email it back to the Pl before the Zoom meeting begins.

1 The DNP Student will create a short alternate list of candidates if some of those
screened decide to not take part in this study. The DNP Studiergonuit up to 16

participants and expects no more thanl® to agree to participate.

1 The study will begin in 09/2021 and continue for 30 days. The DNP Student will
meet with participants in person or online using a passyacted Zoom meeting ftne
onboarding interview to formally enroll them in the study;wgetheir smart device with the
application, walk them through using Curable, and answer any questions. The assessment
tools (attached) will be used to set a baseline for chronic paimanda scores at this
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interview. They will also be reminded of the agréedules of the study, including to

continue their current chronic pain care during the study duration.

1 Participants will have free access to use Curable throughout-tthey3eriodThe

DNP Student will be available by email and telephone to troubleshoot use of the application
and tablet during the 30 days.

i Exit interviews will be scheduled by email after thed#y study is completed. The
student will contact each subject by entaischedule the exit interview at the earliest time

that is convenient for the subject. All exit interviews will be conducted using Zoom unless the
subject cannot access Zoom at the time of the interview due to technical or privacy problems.
In that casethe exit interview will be rescheduled or conducted by telephone.

i The assessment tools will be repeated to discover changes in their pain and trauma
scores. Participants will answer questions about how often they used Curable, if they liked
receiving information from a mobile application, and (subjectively) how their, gagality of

life, and pain experience changed during th&l&@ period, etc.

7. STUDY POPULATION AND RECRUITMENT

All participants of this study will be former Navy SEALs or Underwater Demolition Team
(UDT) Operators, male, over the age of 18, hdwemic pain, and have deployed at least

once overseas as a SEAL or UDT Operator. All participants must be members of the Arizona
Chapter of the UDT SEAL Association. 16 or more veterans will be invited to participate, and
the DNP Student expects no moraritl2 veterans to sigip.

These narrow recruitment requirements fit the membership of theREAL Association

Arizona State Chapter membership. The Student was invited to recruit from their membership
and implement her study among those recruited bedhese are a large number of members
who have chronic pain.

The UDT-SEAL Association is a community stakeholder organization that has no affiliation
with Veterans Affairs or any other medical entity. The Student is not recruiting from a
clinically-linked population, such as from a psychiatry practice or a VA medical facility.

Attach all recruitment fliers, letters, or other recruitment materials to be used.
Materials Attached:

Interest Form

Informational PowerPoint Presentation for Prospective Paatitip(recruitment tool)
Telephone Screening Tool

Telephone Screening Tool Script

Describe what exclusionary criteria, if any will be applied.

Participants must have chronic pain (defined as pain lasting 3 months or more), must be male,
must be over the agof 18, and must have deployed overseas at least once as a Navy Special
Operator.

Describe what (if any) conditions will result in DNP Student termination of subject
participation.
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Sharing access to app with others or allowing others to use app ugiderathe or if the

DNP Student learns that the participant provided false information on their interest form, such
as if they have never deployed overseas as a Special Operator, are under the age of 18, or do
not have chronic pain.

8. RISKS AND BENEFITS

List all potential physical, psychological, social, financial or legal risks to subjects (risks

listed here should be included on the consent form).

It is possible, but unlikely, that patients could have increased pain related to using Curable. It
is possible that some of the questions in the assessment tools may be upsetting or sad to
answer, given that they address chronic pain and trauma.

In your opinion, are risks listed above minimal* or more than minimal?
Minimal.

What steps will be taketo minimize risks?

The DNP Student will meet with the participant in person or virtually using Zoom when they
are initially assessed with these tools. The DNP Student will talk the participant through their
feelings using supportive therapeutic convéssawvhich is within the RN scope of practice.

The second time they are assessed will be via Zoom, and again the DNP Student will provide
supportive therapeutic conversation. Should any veterans experience distress during this DNP
Project and the Studenbinbe available to assist, they will be referred to the Veterans Affairs
crisis support line, which is available 24/7/365.

To mitigate the risk of increased pain, the participants are instructed to continue their regular
pain treatment, as ordered by threiedical providers, while taking part in this study. Curable

is meant to be used in addition to routine, medical pain care, such as physical therapy, over
the counter pain medication, injections, or any other pain care routine as established between
the mtient and their provider. The only reason the participant should change their routine pain
care is if their provider instructs them to do so.

Describe any potential direct benefits to participants.

Participants may have an increase in quality of lifelamgr pain scores following the study.
Participants will be allowed to keep the electronic tablets and have access to the app for free
for an additional 11 months.

Describe any potential future benefits to this class of participants, others, or society.
This research could lead to better chronic pain and trauma outcomes among current and
former Naval Special Warfare servicemembers.

If there is a Data Monitoring Committee (DMC) in place for this study, please describe when
and how often it meets.
N/A

9. COMPENSATION

Will participants be compensated for participation?
Yes.
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If so, please include detalils.
Participants will continue to have access to Curable for 11 months following the completion
of the study. Those who opted to receive a tabletk@#p the electronic tablet.

10. DATA
Will subjects be anonymous to the researcher?
No.

If subjects are identifiable, will their identities be kept confidential?

Yes. All records will be electronic and maintained on a fingerprint and paspwidetted

device exclusively used by the DNP Student. All records with identifying information will be
kept in a folder that is also password protected on the device. Any paper copies will be
promptly shredded once they are scanned and uploaded to tbe. ddiviesearch records

will be deidentified, except the consent forms and the master list linking participant names
and numerical participant identifiers.

If volunteers who provided personally identifiable data choose to not participate before
informedconsent is signed, their information will be destroyed immedidfglyen that the
interest forms will be received via email and thus be electronic, they will be
deleted electronically and then the storage device will be scrubbed. The telephone
screeningool will be pen and paper, and paper documents tied to volunteers who
opt out will be shredded.

How will data be stored and kept secure (specify data storage plans for both paper and
electronic files. For guidance sktp://www.udel.edu/research/preparing/datastorage htmi

All records will be electronic and maintained on a fingerprint and password protected device
exclusively used by the DNP Student. All records with identifyfirigrmation will be kept in

a folder that is also password protected on the device. Any paper copies will be promptly
shredded once they are scanned and uploaded to the device. All research records-will be de
identified, except the consent forms and theterdist linking participant names and

numerical participant identifiers.

How long will data be stored?
3 years, per UD and federal policy.

Will data be destroyedx YEs | NoO
Following the required 3 years, all data that includes participant igestifill be destroyed
electronically.

Will the data be shared with anyone outside of the research tbaves X NO

How will data be analyzed and reported?

Data will be analyzed by the DNP Student only. Scores on the assessment tools-fiamd pre
poststudy interviews will be compared for change. Average changes and individual changes
will be noted, as well as general information from the interviews, such as how often each

126


http://www.udel.edu/research/preparing/datastorage.html

participant used the app and how much their pain score and trauma scoeglchang
Information will be reported on the DNP Project.

11. CONFIDENTIALITY
Will participants be audiotaped, photographed or videotaped during this study?
No.

How will subject identity be protected?

All records will be deidentified, except consémims and the master list linking participants

to their numerical participant codes. All documents will be maintained on a password and
fingerprint protected electronic device that is exclusively used by the PI. The consent forms
and master list of namegd participant codes will be stored on a passvamig file on the

same device.

Is there a Certificate of Confidentiality in place for this study? (If so, please provide a copy).
No.

12. CONFLICT OF INTEREST
Do you have a current conflict of interess@dbsure form on file through UD Web forms?
No.

Does this study involve a potential conflict of interest*?
No.

13. CONSENT and ASSENT

X Consent forms will be used and are attached for review
Additionally, child assent forms will be used andadit@ched.

Waiver of Documentation of Consent (attach a consent script/information sheet with the
signature block removed).

Waiver of Consent (Justify request for waiver)

14. Other IRB Approval
Has this protocol been submitted to ariger IRBs?
No.

If so, please list along with protocol title, number, and expiration date.
N/A

15. Supporting Documentation

Please list all additional documents uploaded to IRBNet in support of this application.
Letters of Support from:

- Admiral MichaelBoyle

- Mr. Scott Snyder
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- Dr. Paul Hammer

Assessment Tools: PG & SF-MPQ-2

Interest Form

Informational PowerPoint Presentation for Prospective Participants (Recruitment Tool)
Telephone Screening Tool

Telephone Screening Tool Script

Consent Form

Onboarding Meting Form (script is contained on the same document below the form)
Wrap-Up Meeting Form (script is contained on the same document below the form)
Curable Efficacy

Curable Policy on Use of App in QI Projects

Curable Medical Device Information
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Identify Triggering Issues/ Opportunities
1. Clinical or patient identified issue
2. New data or evidence

Appendix T

lowa Model (Revised)

3. Organizational guideli dards, p 1
4. Philosophies of care
5. Questions from management teams, practice

v

l State the question or problem

Is the problem a priority?
Yes

I Foam a Team J

.

o

Assemble relevant literature, appraise, critique
and synthesize research evidence for use in
practice

v

Is there sufficient evidence?

Design and Pilot the Change in practice
. Engage patients select preferences
Select outcome to be achieved
Develop evaluation plan

Collect baseline data

Develop implementation plan
Design EBP guideline or protocol
Prepare nurses and resources
Pilot EBP

Evaluate process and outcomes

0. Collect and report data

SeXNaMALN -

Consider other triggers

Reassemble

T

I Conduct research |

v

Is change appropriate for adoption in
practice?

Integrate & sustain change in practice
1. Identify & engage key personnel
2. Integrate into system
3. Monitor indicators
:

v

Redesign

Consider other
alternatives

Disseminate results

(Chiwaula et al., 2020)
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Appendix U

Project Stakeholders

- The DNP Student & Project Mentor Team: In this case, the DNP student lead the
project with the support of a Project Mentor and a Faculty Mentor at the University of
Delaware School of Nursing. Only the DNP Student will have access to participant
identities. Project Mentors assisted with the evaluation of the de-identified data.

- Participants: Nine subjects were enrolled in the Project and eight finished. One

subject dropped-out due to a new medical diagnosis.

UDT-SEAL Association State Chapter & Chapter Leadership: The State Chapter and
its leadership were important stakeholders in this Project. Chapter leadership invited the
student to recruit from their organization and worked with the student in developing a
recruitment process that would work for Chapter membership and protect members’
privacy. Extending an invitation to the student was a highly unusual and special decision
for a NSW veteran organization. NSW organizations are notoriously closed to outsiders.

- The UDT-SEAL Association: Because members of their organization comprised the
entire subject pool of the Project, the national organization was also a central stakeholder.

The DNP Project could benefit the entire Association in the future based on its findings.
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