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Abstract

1. Objective(s) and Hypotheses:
Post-traumatic stress disorder (PTSD), prevalent among Veterans, puts Veterans

at increased risk for obesity and related conditions. Veterans with PTSD lose less
weight in VA’'s MOVE! weight management program, due to PTSD symptoms that
interfere with activity and healthy diet. In addition, many Veterans who receive
evidence-based PTSD treatment remain symptomatic. A behavioral weight loss
program that augments standard PTSD care and targets PTSD-related weight
loss barriers called MOVE!+UP was piloted and iteratively refined among 44
overweight Veterans with PTSD. MOVE!+UP is led by a psychologist and a
Veteran peer support counselor, who provide complementary expertise. It
includes 16 group sessions with 90 minutes of general weight loss support,
coupled with Cognitive Behavior Therapy skills to address PTSD-specific barriers.
Each session also includes a 30-minute community walk to address
hypervigilance-based activity barriers and enhance classroom-based learning.
Veterans receive two individual dietician visits, and counseling calls as needed.
The cohort receiving the final MOVE!+UP package during the pilot reported high
satisfaction and clinically meaningful weight loss and PTSD symptom reduction
outcomes. Treatment targets like eating behaviors and insomnia also improved.
MOVE!+UP effectiveness must be tested in a randomized trial.

We sought to test MOVE!+UP by comparing it to VA’s standard MOVE! program
in a randomized controlled trial. We hypothesize that MOVE!+UP participants will
experience significantly greater weight loss and PTSD symptom improvement
than those in the control condition.

2. Research Design:
Using a hybrid type 1 trial framework, 179 overweight/obese Veterans with PTSD

enrolled in PTSD care enrolled in the study and n=174 were randomized to
either usual care enhanced with enrollment in MOVE! (control) or usual care
enhanced with MOVE!+UP (intervention). This study is guided by three aims: 1)
Test whether intervention participants have greater 6-month weight loss
(primary outcome) and 6-month PTSD symptom reduction and 12-month weight
loss and PTSD symptom reduction (secondary outcomes), relative to controls; 2)
Assess whether compared to control, intervention participants have greater
improvements on 6-month treatment targets: physical activity, eating behavior,
insomnia, depression, and social support; 3) Estimate intervention and control
condition costs and utilization, and identify MOVE!+UP implementation barriers
and facilitators, to contextualize Aim 1 and inform future implementation.

3. Methodology
Veterans were randomly assigned to participate in MOVE!+UP or MOVE!.

Participating in the study took a total of about one year. Assessment visits were
held when participants first enrolled and 6 months after enrolling in the study. A
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satisfaction questionnaire was mailed to all participants at 16 weeks and a final
weight and PTSD symptom reduction check was be done one year after
enrollment.

4. Findings/Progress to Date:
There are no findings to date.

5. Relevance to VA Mission

MOVE!+UP is timely and efficient, simultaneously addressing physical and
mental health of a priority Veteran group. MOVE!+UP is positioned to address
HSR&D priorities by promoting mental health and improving PTSD symptoms,
access to care, and whole health. This study is aligned with HSR&D and ORD
methodological priorities by using a hybrid type 1 trial. This study’s
implementation-related data will place effectiveness findings in context and
facilitate rapid translation to the field if MOVE!+UP is effective. This study will
also provide insights about ways that general MOVE! and PTSD care can be
enhanced to improve reach and effectiveness.
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List of Abbreviations
Provide a list of all abbreviations used in the protocol and their associated meanings.

ACOS: Associate Chief of Staff

BMI: Body Mass Index

CBT: Cognitive-Behavioral Therapy

CDA: Career Development Award

CFIR: Consolidated Framework for Implementation Research
COIN: Center of Innovation

COLA: Cost-of-Living Adjustment

CPT: Current Procedural Terminology

CRU: Clinical Research Unit

CSuU: Clinical Services Unit

CVD: Cardiovascular Disease

D&l: Dissemination and Implementation

DoD: Department of Defense

DMAP: Data Management and Access Plan

DSM-5: Diagnostic and Statistical Manual of Mental Disorders, 5™ Edition
DSMC: Data and Safety Monitoring Committee

HERC: Health Economics Resource Center

HSR&D: Health Services Research and Development

M: Mean

MCA: Managerial Cost Accounting

MHS: Mental Health Service

NCP: National Center for Health Promotion and Disease Prevention
NIH: National Institutes of Health

OMHSP: Office of Mental Health and Suicide Prevention Services
PA: Physical Activity

PBSCI: Department of Psychiatry and Behavioral Sciences

PCL-5: PTSD Checklist for DSM-5

PTSD: Posttraumatic Stress Disorder

QUERI: Quality Enhancement Research Initiative

RCT: Randomized Controlled Trial

RE-AIM: Reach, Effectiveness, Adoption, Implementation, and Maintenance Framework
REP: Replicating Effective Programs Framework for Health Care Interventions
SD: Standard Deviation

TMS: Talent Management System

UW: University of Washington

VA: Department of Veterans Affairs

VAPSHCS: VA Puget Sound Health Care System

VEB: Veteran Engagement Board

VVC: VA Video Connect

WL: Weight Loss
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Protocol Title: MOVE!+UP: Testing a Tailored Weight Management
Program for Veterans with PTSD

1.0 Key Study Personnel

¢ VA Puget Sound Healthcare System
Principal Investigator
Katherine Hoerster, PhD, MPH
HSR&D Core Investigator and Staff Psychologist
Mental Health Clinic
HSR&D COIN
VA Puget Sound Health Care System
Assistant Professor
Department of Psychiatry & Behavioral Sciences
University of Washington
Phone: 206-277-4203

Email: Katherine.Hoerster@va.gov

Co-Investigators:
Karin Nelson, MD, MSHS

HSR&D Core Investigator and Staff Physician

Primary Care and Women'’s Clinic

HSR&D COIN

VA Puget Sound Health Care System

Professor

Department of Medicine Division of General Internal Medicine
University of Washington

Email: Karin.Nelson@va.gov

Tracy Simpson, PhD

Investigator and Staff Psychologist

Center of Excellence in Substance Addiction Treatment and Education (CESATE)
VA Puget Sound Health Care System

Professor

Department of Psychiatry & Behavioral Sciences

University of Washington

Email: Tracy.Simpson@va.gov

Edwin Wong, PhD

HSR&D Investigator

HSR&D COIN

VA Puget Sound Health Care System
Research Assistant Professor
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Department of Health Services
University of Washington
Email: Edwin.Wong@va.gov

Kristen E. Gray, PhD, MS
HSR&D Core Investigator

HSR&D COIN

VA Puget Sound Health Care System
Research Assistant Professor
Department of Health Services
University of Washington

Phone: 206-764-2056

Email: Kristen.Gray2@va.gov

Study Coordinator
Nadiyah Sulayman

VA Puget Sound Health Care System
Email: Nadiyah.Sulayman@va.gov

Collaborating Sites

Boise VA Health Care System

Site Principal Investigator
Moriah Brier, PhD

Boise VA Health Care System
Psychologist, V20 CRH TelePain
500 W Fort St, Boise, ID 83702
Phone: 206-277-1062

Email: Moriah.Brier@va.gov

e Consultants
(At other institutions, not covered under the VA IRB approval; will not have access to
study data or be involved in any study recruitment or data collection procedures.)

Brian Saelens, PhD

Professor

Department of Pediatrics

Department of Psychiatry & Behavioral Sciences
Adjunct Professor

School of Public Health, Department of Health Services
University of Washington

Researcher
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Seattle's Children's Research Institute
Email: brian.saelens@seattlechildrens.org

2.0 Introduction

Posttraumatic stress disorder (PTSD), common among Veterans, adversely affects
health in part due to inactivity and poor diet. PTSD is associated with increased risk for
premature mortality? in part due to the high burden of overweight, and chronic diseases like
cardiovascular disease (CVD) and diabetes.* VA administrative data indicate 83% of VA users
with PTSD are overweight or obese, compared with 74% of the general VA patient population.
Health outcomes are worse? and healthcare costs are higher®® for Veterans with PTSD than
Veterans with other or no mental health conditions. Being physically active and having a
healthy diet can prevent and address CVD, diabetes, and obesity.* Unfortunately, as detailed
in a systematic review co-authored by PI, Dr. Hoerster, PTSD is associated with unhealthy
diet and inactivity.?* Research led by Dr. Hoerster shows that Veterans with PTSD are more
likely to have binge eating disorder than those without PTSD,?? and other recent research
shows that PTSD is associated with emotional®*3*and night** eating, all of which can
contribute to excess weight. It is critically important to better promote healthy lifestyles among
Veterans with PTSD to address their high obesity, CVD, and diabetes burden.

Veterans with PTSD lose less weight in VA’s weight management program, y,5yer.

Implemented in VA in 2006,*” MOVE! is an evidence-based program for obesity
management.*® The curriculum uses cognitive- behavioral techniques like goal setting and
self-monitoring and applying autonomy-supporting counseling like motivational interviewing®’
mostly in in-person group sessions.*” Nearly 20% of those who participated in at least two
sessions lost = 5% baseline weight at six months,*’ an amount associated with reduced CVD
and diabetes risk.'® Rates of clinically meaningful weight loss nearly double (31.6%) for the
14% of MOVE! patients with “intense and sustained” participation (=8 sessions four-to-six
months after enroliment).” While promising, Dr. Hoerster found that among those with intense
and sustained participation, compared to those without mental health conditions, Veterans
with PTSD were less likely to lose a clinically meaningful amount of weight (23.7% vs. 28.7%
at 6 months; aOR=0.89; p=.008) and lost significantly less total weight at 6 and 12 months.*®

PTSD symptoms may interfere with physical activity and healthy diet, impacting MOVE!
outcomes. Dr. Hoerster and colleagues found Veterans with PTSD in MOVE! were
significantly more likely to report barriers to weight loss than those without mental health
conditions?® and that they would benefit from strategies to manage mental health symptoms in
MOVE!* PTSD symptoms include behavioral avoidance, diminished interest in activities,
negative beliefs and emotions, social isolation, and sleep disturbance,** all of which are
potential barriers to physical activity and healthy eating behavior.*®** PTSD hyperarousal has
been found to interfere with exercise.? Dr. Hoerster found that depression co-morbid with
PTSD also affects healthy lifestyles.** Behavioral weight management could address
disproportionate burden of obesity among Veterans with PTSD but barriers to physical activity
and healthy diet likely undermine such interventions’ effectiveness, suggesting tailoring is
needed. Tailored behavioral weight management programs can be effective for those with
other mental health conditions,**** but there are no tailored programs for people with PTSD.
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Many with PTSD remain symptomatic after evidence-based care. Incorporating PTSD
treatment elements into weight loss programs could help Veterans with PTSD lose
weight and improve PTSD. Treating PTSD is a top VA priority, with VA promoting delivery of
evidence-based cognitive-behavioral therapy (CBT) such as Cognitive Processing Therapy
and Prolonged Exposure.** These and other effective PTSD treatments* are based on CBT
models that highlight the role of beliefs, and behavioral conditioning and learning in developing
irrational fear structures that can be addressed through systematic exposure to feared stimuli
(in vivo exposure), resulting in fear extinction, reduced unhelpful beliefs, and increased
engagement in valued activities.*” While Cognitive Processing Therapy and Prolonged
Exposure have the strongest evidence for reducing PTSD symptom severity,* only one-third
of Veterans who receive them reduce symptoms below the PTSD diagnostic criteria
threshold.*? VA also encourages select psychiatric medications if psychotherapy is not
available or preferred,** but PTSD remission is even less common with those medications.*® It
is therefore important to offer various treatment options as part of mental health treatment for
chronic PTSD.* Because physical activity improves PTSD,”? including in an RCT on which Dr.
Hoerster collaborated,® and a behavioral weight loss program in the general population
reduced PTSD symptoms,* behavioral weight management that addresses PTSD-related
barriers with CBT may improve weight and PTSD, providing an adjunctive treatment to
address limitations of weight management and PTSD care.

Key Preliminary Study: MOVE!+UP, a tailored weight loss program for overweight
Veterans with PTSD, may address MOVE!’s limitations while also improving PTSD
symptoms among Veterans with PTSD. Funded by PI Dr. Hoerster's 5-year HSR&D Career
Development Award (CDA), we built upon Dr. Hoerster’s clinical and research expertise in
PTSD and health behavior change to develop MOVE!+UP, which addresses the unique barriers
to weight loss for Veterans with PTSD. We piloted MOVE!+UP with five cohorts (total N=44),
modifying it between each cohort based on quantitative and qualitative data.*** Initially, MOVE!
+UP was led by a peer support counselor in recovery from mental illness, a model that can
improve weight*® and other health and psychosocial outcomes,*** with strong VA support.?’**
Originally, MOVE!+UP was designed to augment MOVE! with four in-person group and six brief
phone counseling sessions. Cohorts 1-4 were satisfied, and had modest improvements in
physical activity, diet quality and PTSD.?*?* However, despite substantial efforts to promote
MOVE! engagement to obtain general weight management support, few were willing to attend,
contributing to modest weight loss (-1.8 pounds).?*?* Many requested MOVE! be integrated with
MOVE!+UP’s highly-valued PTSD content. While participants appreciated the peer counselor’s
support, they requested health professional involvement to address specialized PTSD and
weight loss needs.

Table 1. Cohort 5 16-Week Weight, PTSD, and Engagement

Based on data from cohorts 1-4, we ~\eight and PTSD outcomes Mean (SD) or %
made substantial changes to Total weight lost, pounds* 13.9 (4.0)
MOVE!+UE, and re-piloted the final o paseline weight lost 6.1 (2.1)
package with cohort 5 (n=8 % lost = 5% baseline weight

Veterans), whose data are PTSD symptom severity (range: 0-80)* -17.9 (12.2)
presented below and suggest MOVE!+UP sessions attended

MOVE!+UP is acceptable and
may improve weight and PTSD
symptoms for Veterans with
PTSD. The final MOVE!+UP
program is co-led by a psychologist
with specialized PTSD training, and

% attended = 8 sessions
% of MOVE!+UP walks attended

In-person group (16 total) 10.5 (4.4)

Dietician visits (2 offered) 1.8 (0.5)
Telephone calls (as needed) 2.6 (1.7)

*n<.05 change from baseline to 16-week follow-up
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a Veteran peer support counselor. It consists of 16 in-person group sessions that involve
general MOVE! weight loss support (e.g., goal setting, nutrition guidance, activity/diet
monitoring). To address PTSD-related barriers, MOVE!+UP also incorporates CBT elements
such as addressing unhelpful thinking patterns, relationship support, and sleep hygiene. Each
session includes a 30-minute community walk because activity increases retention in MOVE!,>?
and to address hypervigilance-based activity barriers?® through experiential learning.
Participants walk and talk together about how they are applying MOVE!+UP lessons and coping
with anxiety from being active in public, with the goal of increasing community-based physical
activity and engagement. Participants receive two individual dietician visits. As-needed
counseling calls and coordination with medical, mental health, and/or social services are

provided.

Table 1 presents 16-week weight, PTSD, and participation rates for those receiving MOVE!
+UP’s final version (pilot cohort 5). Compared to national VA data we published on Veterans
with PTSD in MOVE!,* more MOVE!+UP participants achieved clinically meaningful weight loss
(71% vs. 23.7% lost = 5% baseline weight); findings were comparable at 6 months. Average
improvement in PTSD exceeded the threshold for meaningful clinical improvement.>
Reductions were large (Cohen’s d=1.47), exceeding effect sizes found in trials of psychotherapy
for PTSD (g = 1.12)® and VA effectiveness studies (d=0.87).>* PTSD changes were comparable
at 6 months. Participation was high, with more MOVE!+UP participants engaging in at least 8
sessions than Veterans with PTSD in MOVE! (75% vs. 14%)."° Table 2 presents cohort 5's 16-
week changes on treatment targets. Eating behavior improved on numerous indicators, and
while not significant, the proportion with binge eating disorder decreased (25% vs. 0%).
Although weekly physical activity did not increase significantly, the proportion meeting
recommendations® increased by 29%. Average improvement in insomnia met the threshold for
meaningful clinical improvement.> While depression severity did not decrease significantly, the
proportion meeting depression

Zgzser;ing_c_riteria decreasded by Table 2. Cohort 5 16-week Treatment Targets
Significant improvements on Measures Mean DIff (SD)
sc?cial supporl'?for diet and activity Diet quality (range: 0-16; lower=better)* -2.9 (3.1
' Night eating (range 0-24)* -1.9(1.9)
: : : Emotional eating (range 0-4)* -0.54 (0.4)
Across 30 items with a 1-5 Likert . L .
scale, average satisfaction was Weekly.physma_l activity r_nlnutes 290.0 (611.2)
_ _ s Insomnia severity (range: 0-28)* -7.7 (4.2)
M=4.3 (SD=0.3). Qualitative D . it - 0-24 50 (7.2
interviews reinforced Veteran cpression Severly (rangg. -24) -5.0(7.2)
satisfaction with all aspects of *p<.05 change from baseline to 16-week follow-up

MOVE!+UP (Table 3).

Table 3. Qualitative Feedback from Cohort 5 Participants: Characteristic Quotes

Overall “If | was going to sum [MOVE!+UP] up into one phrase, it would be: a program designed to
help an individual to help themselves to a better, healthy life and lifestyle. | liked all of it.”
[MOVE!+UP helps you] “get some balance in your life, learn how to eat right, learn some
nutrition, learn how to get out, learn some social skills..to better your whole life.”

Behavior “My..eating..changed, my physical activity..changed...now it has become a habit...”

PTSD “It opened up my eyes to how..and the amount of food | was eating. Basically, if | was

getting..depressed or into my thoughts, or being alone or with the PTSD...I'd eat more.”
“[It helped me] do things that are more relaxing for me to do, and get me out of my
shell..and interact with other people that are suffering from PTSD too.”

“‘IMOVE!+UP] made me want to leave the house...when I'm doing physical activity, | don’t
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have to focus on the PTSD or the negative.”
“l kind of did some healing with the PTSD. This has been a 10-year journey for me and I'm
just now kind of starting my life.”

Maintenance | “I want to keep going. I don’t want to plateau...I want to keep going down.”

Facilitators “Besides just the support, knowledge and positive feedback that they gave us, they were
just people that I trusted, which says a lot for someone with PTSD.”
“I liked..that [peer counselor] had..been in the service and..knows..the things that go on.

Walk “We'd talk about what was going on at home and how we were trying to follow the
program. We formed a little camaraderie.”

Compared to | “I think this one is better...The other MOVE!, they didn’t ask you what your symptoms
MOVE! were. [MOVE!+UP] is geared specifically for people with PTSD.”

Summary. Despite VA efforts to promote access to evidence-based care for obesity and
PTSD,'* many Veterans with PTSD do not benefit sufficiently from those services. We found
that weight loss in MOVE! is suboptimal for Veterans with PTSD,* likely due to activity and
healthy eating barriers.?? PTSD often remains symptomatic after completing evidence-based
treatment, necessitating adjunctive treatments.*? Our pilot results showed MOVE!+UP is
feasible and valued; and pilot cohort 5 had greater weight loss than Veterans with PTSD in
MOVE!* and meaningful improvements on PTSD and treatment targets. We propose to
compare overweight Veterans with PTSD enrolled in PTSD treatment assigned to usual care
enhanced with enrollment in MOVE! (control) vs. usual care enhanced with MOVE!+UP
(intervention) in a two-site hybrid type 1 trial.** Figure 1 illustrates how we expect MOVE/+UP to
address PTSD-specific weight loss barriers to improve health behaviors and mental health
indicators, which synergistically affect each other, to reduce weight and PTSD symptoms.

MOVE!+UP Tailored Weight Loss Program Aim 2: MOVE!+UP treatment targets
Address weight, and PTSD symptoms interfering with activity and healthy In " "
termediate Intermediate 7 =
eating, using evidence-based cognitive-behavioral techniques: Fealtir hehauior mental health/ Aim 1 primary outcome

General u_ueight loss edt_lcation - ‘ farats sociul targuls ‘ Weight

Goal setting and behavioral monitoring ‘ i

In vivo exposure through community walks 5 | Physical activity Insomnia \ A

Challenge trauma-related beliefs (e.g., re: safety, esteem, trust) . Diet quality Social t ( b

Sleep hygiene ‘ Binge eating d OElal SUppo ‘ i

Support from group and education on enhancing relationships Night eating Depression Aim 1 secondary outcome
Coordinate with mental health, medical, and social services as needed Emotional eating symptoms PTSD Symptoms

Figure 1. MOVE!+UP Conceptual Model and RCT Aims

3.0 Objectives

Posttraumatic Stress Disorder (PTSD) is common among Veterans and results in poor
psychological functioning, quality of life, and physical health. This includes having
disproportionately high rates of obesity, in part due to PTSD symptoms interfering with
physical activity and healthy diet. Unfortunately, Veterans with PTSD have poorer weight
loss outcomes than those without PTSD in VA's existing weight management program,
MOVE!. Based on pilot work, it appears that MOVE!+UP, a weight management program
that augments standard PTSD care and targets PTSD-related barriers to weight loss,
improves weight and PTSD symptoms. Whether it improves these issues more than
standard VA care is in need of study, which is the focus of the proposed research. The
proposed study also seeks to understand factors that would interfere with and facilitate
implementing the program in VA if it is effective.
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We expected to enroll approximately 164 overweight or obese Veterans with PTSD who
are currently receiving PTSD care at VA Puget Sound into this hybrid type 1 randomized
controlled trial. We enrolled an additional 15 participants (a total of 179) to ensure
adequate participants in the final cohort to have robust groups and to ensure 164
Veterans were randomized, per primary analysis power calculations. Patrticipating in the
study took a total of a year. Assessment visits were held when participants first enroll
and 6 months after enrolling in the study. A final weight and PTSD symptomology
assessment was done one year after enrollment. A questionnaire was also mailed to all
participants at 16 weeks to assess satisfaction with the weight management program
they participated in. The study aims were as follows:

Aim 1: Among overweight or obese Veterans with PTSD enrolled in PTSD care, test
whether intervention participants have greater 6-month weight loss (primary outcome),
and 6-month PTSD symptom reduction and 12-month weight loss and PTSD symptom
reduction (secondary outcomes), relative to controls.

Aim 2: Assess whether compared to control, intervention participants have greater
improvements on 6-month treatment targets: physical activity, eating behavior, insomnia,
depression, and social support.

Aim 3: Estimate intervention and control condition costs and utilization, and identify
MOVE!+UP implementation barriers and facilitators, to contextualize Aim 1 and inform
future implementation.

4.0 Resources and Study Roles

VA Puget Sound Healthcare System
Katherine Hoerster, PhD, MPH (Principal Investigator)

Dr. Hoerster is a VA Puget Sound Health Care System (VAPSHCS) HSR&D Core Investigator
and Staff Psychologist, and Associate Professor in the University of Washington (UW)
Department of Psychiatry and Behavioral Sciences (PBSCI). She is responsible for the overall
conduct of the study, including scientific design, methods, and measurement procedures. She
oversees staff hiring and training, subject recruitment and retention, intervention
implementation, data analysis and interpretation, manuscript preparation, and reporting of final
results. She provided clinical supervision to the MOVE!+UP facilitators. Dr. Hoerster’s salary
was covered by her HSR&D career development award (CDA) through the end of the CDA
award (May 2020) and then by VA Puget Sound mental health service (MHS) as she is a
permanent staff psychologist.

Karin Nelson, MD, MSHS (Co-Investigator)

Dr. Nelson is a VAPSHCS HSR&D Core Investigator and staff physician in primary care and
women'’s clinic, and Professor in the UW Department of Medicine Division of General Internal
Medicine. She directs the Primary Care Analytics Team for the Office of Primary Care for the
Veterans Health Administration. She is a well-funded investigator. She and the Pl have
collaborated closely on research projects since 2009, and she was primary mentor on Dr.
Hoerster’'s 5-year HSR&D CDA focused on developing MOVE!+UP. She is applying her
extensive expertise in chronic disease management, peer support interventions, and conducting
large VA behavioral interventions to the current project.
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Tracy Simpson, PhD (Co-Investigator)

Dr. Simpson is a VAPSHCS Psychologist and Investigator in the Center for Substance Abuse
Treatment and Education, and Professor at the UW Department of PBSCI. She has been
funded extensively by NIH and VA. She is an expert on PTSD treatment, with a specific
emphasis on treatments that address substance use disorders in this population, expertise she
applies to the current project. She and Dr. Hoerster have collaborated on several projects since
2010, and she served as a Co-mentor on Dr. Hoerster's HSR&D CDA.

Edwin Wong, PhD (Co-Investigator)

Dr. Wong will oversee cost-related data analyses that will be conducted if the trial results
demonstrate a significant effect (this is the only appropriate context for a cost analysis). Dr.
Wong is a Research Associate Professor in the Department of Health Services at the UW and
an Investigator at the VAPSHCS HSR&D COIN. Dr. Wong is a health economist and health
services researcher whose research, in part, examines the economic implications of
interventions delivered at the health system level. This includes experience measuring the costs
and population cost-effectiveness of enhanced implementation of evidence-based, trauma-
focused psychotherapy for treatment of post-traumatic stress disorder in the VA. He also has
extensive expertise in modeling costs and other health services related outcomes using a wide
array of econometric methods. Dr. Wong will lead the economic analyses proposed in this study
if relevant, including overseeing data acquisition, the development of analytic plans, and
supervising the analysis of cost and utilization data by the study analyst, as well as preparing
dissemination products for economic analyses.

Kristen Gray, PhD (Co-Investigator)

Dr. Gray is a VAPSHCS HSR&D Core Investigator and a Research Assistant Professor in the
UW School of Public Health Department of Health Systems and Population Health. Dr. Gray is a
PhD-trained epidemiologist with content expertise in social support, chronic disease self-
management, and health promotion and disease prevention, as well as methodological
expertise in study design and data analysis for observational and interventional studies. Dr.
Gray has collaborated closely with Dr. Hoerster on several projects, including as MPI with Dr.
Hoerster of the ongoing HSR&D-funded trial of a virtual peer health coaching intervention for
Veterans with multiple chronic health and mental health conditions (HSR&D IIR 21-100) and on
an ongoing evaluation of MOVE in partnership with the VA NCP. Dr. Gray will provide guidance
on data analysis for the trial and will assist with interpretation of results.

Nadiyah Sulayman, BA (Research Coordinator)

Ms. Sulayman is a Research Health Science Specialist at the VAPSHCS HSR&D COIN who
has been with VA for over five years. She has coordinated multiple studies, including trials and
gualitative research. She was the project coordinator for Dr. Hoerster's MOVE!+UP pilot,
overseeing all procedures, including performing data entry and data quality control procedures,
preparing and maintaining IRB and other study materials, conducting assessments and
qualitative interviews, and performing qualitative analyses under the guidance of Dr. Hoerster.
Ms. Sulayman oversaw all recruitment, assessment, retention, data monitoring, and data quality
control activities for the proposed project.

Vyshnika Sriskantharajah, BS (Data Manager)
Mrs. Sriskantharajah is a VAPSHCS HSR&D COIN data manager. She has a BS in
Biotechnology from the University of Houston and a graduate certificate in Biomedical
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Informatics from the University of Texas Health Science Center School of Biomedical
Informatics. She has prior experience with REDCap, SQL, R, and Python from her previous
work experience. She built the study’s databases.

Lamont Tanksley, MA

Mr. Tanksley wasis a MOVE!+UP co-facilitator. Mr. Tanksley co-led MOVE!+UP with Dr. Brier.
Mr. Tanksley is the peer support counselor who delivered MOVE!+UP during the pilot. He is
paid by MHS and had time protected for delivering MOVE!+UP, CPRS documentation,
intervention follow-up activities (e.g., care coordination), and ongoing training and supervision.

Ashley Paschke, RD

Ms. Paschke delivered the 2 dietician visits that are part of MOVE!+UP. She received training
in addressing weight among Veterans with PTSD. Ms. Paschke worked with the most recent
MOVE!+UP pilot.

Dakota Houseknecht (Research Assistant)
Mx. Houseknecht completes MOVE!+UP administrative tasks and other assessment-related
activities.

Eric Epler, BS (Research Coordinator)
Mr. Epler completes MOVE!+UP administrative tasks and other assessment-related activities.

Lucas Donovan, MD, MS (Study DSMC Member/AE Rater)

Dr. Donovan is a VA board certified physician and staff member of the HRS&D service line in
Seattle. He serves as one of the DSMC members in evaluation of study data and report on
patient safety issues/concerns. He is involved in determining AEs (independently) throughout
the study.

Collaborating Site, Boise VA Health Care System

Moriah Brier, PhD, Site Principal Investigator

Dr. Brier co-led MOVE!+UP. She is affiliated with the CRH and Boise VA, and has an MOU to
provide clinical services to VA Puget Sound patients. Her time was protected for delivering
MOVE!+UP, CPRS documentation, documenting clinical data collected during intervention
visits, intervention follow-up activities (e.g., care coordination), and ongoing training and
supervision. As site Pl, she oversees regulatory issues for the Boise site. She will not engage in
any other research activities (for example, recruitment, consenting, assessments, or analysis).
She has access to VA Puget Sound data sources. She is approved to work in this capacity by
the Boise VA.

Boise VA Health Care System
Psychologist, V20 CRH TelePain
500 W Fort St, Boise, ID 83702
Phone: 206-277-1062

Email: Moriah.Brier@va.gov
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5.0 Study Procedures

5.1 Study Design

We conducted a two-site hybrid type 1 randomized controlled trial** with
overweight or obese Veterans with PTSD currently enrolled in VA Puget Sound
PTSD care, comparing those randomized to usual care enhanced with
enrollment in MOVE! (control) versus usual care enhanced with MOVE!+UP
(intervention). The primary outcome of the trial is 6-month weight loss. Because
MOVE!+UP also targets PTSD symptoms and long-term weight loss
maintenance is an important goal of weight loss treatments,*® this study will
explore effects on secondary outcomes of 6- and 12-month PTSD symptom
reduction and 12-month weight loss. To contextualize those findings, Aim 2 will
compare intervention and control conditions on several key treatment targets
including physical activity, eating behavior, insomnia, depression, and social
support. Aim 3 will focus on implementation-related data (e.qg., utilization), and
assess reach and fidelity. If the trial is positive, we also will assess costs and
collect qualitative data to further contextualize Aim 1 findings and inform future
implementation efforts if MOVE!+UP is effective.

If the trial is positive, we will interview 15 clinical leaders and providers
(stakeholders) from VA Puget Sound after 6-month trial outcomes are collected.
Because pilot interview feedback from stakeholders most closely connected to
MOVE!+UP was of greatest value, we will specifically target MOVE!+UP
facilitators, and MOVE! and mental health leaders. Approximately 50-minute
semi-structured interviews will be conducted by phone. Each interview will begin
by viewing a 6-minute video to orient individuals to MOVE!+UP, including
information on training, hiring, safety, and findings. We developed the MOVE!
+UP pilot video within one month of concluding cohort 5, partnering with VA
Puget Sound Medical Media, using volunteer staff actors. We will use a similar
process after 6-month data have been collected and analyzed. The interview
guide (see attached Stakeholder Interview Guide) will include open-ended
guestions about implementation challenges and facilitators, informed by the five
Consolidated Framework for Implementation Research (CFIR) domains:
intervention characteristics, outer setting, inner setting, characteristics of
individuals, and process. Specific salient constructs will be selected based on our
experience in the trial, and additional questions will be tailored based on whether
MOVE!+UP affected weight and PTSD. Interviews will be audio-recorded and
transcribed, with identifiable information redacted and stored separately from
identifiers (in secure SFFX folder). As in the MOVE!+UP pilot, initial and ongoing
training, and periodic quality assurance audits, will be conducted by the Pl and
research team with input from collaborators as needed.

Risks and Benefits. The primary potential risks for human subjects are minimal
and involve those related to breach of confidentiality, lost time, and the stresses
associated with these. All procedures are designed specifically to minimize these
general and unigue risks to Veteran and VA employee participants. Unique risk
issues for Veteran and VA employee participants are discussed in a and b below.
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a. Veteran participants (Aims 1 and 2)

Therapeutic risks.

The intervention itself poses no undue risks. Participants may have become
aware of previously unrecognized health issues that may cause them concern.
Change in both physical activity and diet could potentially lead to injury. This risk
is highest for high intensity strenuous activity, which was not explicitly
encouraged in this intervention. There is slight risk of injury involved with walking,
which is part of the MOVE!+UP group sessions. We included a safety protocol to
address these risks (see attached Safety Protocol). Because MOVE!+UP group
walking sessions were held in the community, there is a slight increased risk for
breach of confidentiality. MOVE!+UP arm participants were asked to complete a
walking safety audit (see ALT Walking Audit) in their home community prior to
participating in their individual neighborhood walks, and the facilitators worked
with participants unable to find a safe walking route in their neighborhood.

Research risks and possible benefits.

We anticipated minimal risks to the participants responding to the study
guestionnaires. The mental health-related questionnaires could potentially induce
stress secondary to invasion of privacy. Although unlikely, some respondents
may find some questions intrusive or offensive. Participants will be free to skip
such questions. Participants may become aware of previously unrecognized
health issues that may cause them concern. It is possible that participation in this
study will not provide subjects with any direct benefits. While studies of similar
treatments have benefited patients by improving their quality of life, no one can
know in advance if it will be helpful in a subject’s particular case. The results of
this study may provide important information regarding ways that health and
mental health can be improved for overweight Veterans with PTSD symptoms.

b. VA Employees (Aim 3)

All potential risks to VA employees are research-related as VA employees are
not participating in any therapeutic activities. VA employees may feel
uncomfortable discussing MOVE!+UP and MOVE! in Aim 3's qualitative
interviews. They may worry that participating, not participating, and/or being
candid in interviews will affect their standing at work.

Study Population.

a. Veteran participants (Aims 1 and 2)

Inclusion and exclusion criteria are described in the text below, as well as in
Table 4, in Section 5.4 Inclusion/Exclusion Criteria. We will conduct a brief
chart review for eligibility prior to conducting screening with Veterans using the
Phone Screen.

Veterans must have been receiving care within the VAPSHCS system to ensure
accessibility to medical records and care coordination, as this trial was being
conducted among VAPSHCS patients. In general, to be eligible, participants
must have been enrolled in PTSD care. Veterans were instructed during the
orientation and informed consent that they should continue to receive medical
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and mental health care as determined collaboratively with their providers.
Because MOVE!+UP is designed to augment standard care and to promote
comparable PTSD care across conditions for PTSD analyses, participants had to
be engaged in PTSD care, determined by medical chart review (or Veteran self-
report if they are receiving non-VA care). Specifically, Veterans must have
received VA/DoD PTSD guideline-recommended psychotherapy (e.g., cognitive
behavior therapy, Cognitive Processing Therapy, Prolonged Exposure)' in two
visits with a PTSD diagnostic code assigned in the past three months and have
an upcoming mental health visit. Veterans would also be eligible if they had a
current prescription of any of the following VA/DoD PTSD guideline-
recommended medications: sertraline, paroxetine, fluoxetine, or venlafaxine;
prazosin (for the treatment of PTSD-associated nightmares); or nefazodone,
imipramine, or phenelzine.** Veterans who expressed interest in the study but
were not currently enrolled in PTSD care, were informed of study eligibility
criteria, and provided with information about how to schedule a PTSD care intake
(i.e., they can go through Primary Care (PCMH) or Emergency department and
request PTSD care/enrollment). This information was included in a Mental
Health Resources sheet that outlines various resources for initiating or
reengaging in mental health treatment, as well as the Veterans crisis line. It was
reviewed with Veterans expressing need for mental health care at any stage of
the research process (and offered to have it mailed). In addition, it is explicitly
mentioned in our Phone and Eligibility Screeners as an option to offer to
Veterans who express that they are not engaged in care during screening.

Veterans had to be classified with overweight or obesity and meet criteria for
current PTSD. A VA primary care provider provided approval to ensure fitness for
participation. If we were unable to obtain approval from a VA PCP because they
are unavailable/don’t respond to the request or the Veteran does not have a VA
PCP, another physician who cares for the Veteran was approached for approval
(e.g., their psychiatrist).

Exclusion criteria were minimal, including those not fluent in English, those with
severe hearing loss or no phone access, those currently participating in gold
standard MOVE! (although they can participate if only doing TeleMOVE! Or self-
guided MOVE! using the app or website), and those currently pregnant. Also,
based on clinical judgment, those with the following conditions were unable to
participate: a) acutely exacerbated substance use, mental health, or chronic
medical conditions or b) moderate to severe chronic, progressive neurologic
conditions such as Dementia. However, those with severe PTSD and co-morbid
psychiatric conditions, were included to maximize generalizability.

While those currently enrolled in MOVE! were excluded, prior participation was
not an exclusion criterion because of the chronic nature of weight management.
The study included individuals with mobility limitations because they are common
in this population and exercise is often recommended to improve functioning.*
Based on MOVE!+UP pilot data, mobility limitations did not affect participation,
nor outcomes.

This study excluded pregnant women because although obese women are
discouraged from gaining excessive weight, they should gain 11-20 pounds,®
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which would affect the primary outcome. If a participant became pregnant during
the trial, they would have been able to continue with physician (e.g., primary care
provider or gynecologist) approval, and outcomes would be excluded (though this
did not occur). Likewise, we would have sought approval for continued
participation among those receiving bariatric surgery during the intervention
period.

We excluded people who had received bariatric surgery in the past 12 months or
people who planned to have bariatric surgery in the next 6 months, based on
self-report in the phone screen and/or upon medical record review. This is
consistent with other similar trials, such as the RAINBOW trial (Ma et al,
Contemporary Clinical Trials, Research Aimed at Improving Both Mood and
Weight (RAINBOW) in Primary Care: A Type 1 hybrid design randomized
controlled trial (nih.gov)), which co-intervened on depression and weight. In
addition, a review by Wolfe et al (Treatment of Obesity: Weight Loss and
Bariatric Surgery - PubMed (nih.gov)) shows that weight regain is common at the
12 month mark (meaning participants would benefit from behavioral weight
management and would no longer be in the period of weight loss that
immediately follows bariatric surgery).

b. VA Employees (Aim 3)

VA Puget Sound (Seattle or American Lake) stakeholders who delivered or
supported MOVE!+UP (or could in the future) will be eligible. Staff participants
will be adult VA employees and will range in age, training, and experience. None
will be excluded based on demographic characteristics.

Interventions.

e Control group participants participated in the VA's standard MOVE!
Program, delivered as part of usual care. MOVE! is an evidence-based
program for obesity management. The curriculum uses cognitive-
behavioral techniques like goal setting and self-monitoring and applying
autonomy-supporting counseling like motivational interviewing mostly in
in-person group sessions. MOVE! control participants participated via VA
Video Connect (VVC). Participants were able to express an interest in
other MOVE! modalities as well, if preferred, though the study
encouraged participation in the group-based modality, to ensure
comparability across treatment arms.

Those randomized to the intervention group received MOVE!+UP, a
program co-led by a psychologist with specialized PTSD training and a
Veteran peer support counselor. It consists of 16 group sessions that
involve general MOVE! weight loss support (e.g., goal setting, nutrition
guidance, activity/diet monitoring). However, to address PTSD-related
barriers, MOVE!+UP also incorporates CBT elements such as addressing
unhelpful thinking patterns, relationship support, and sleep hygiene. Each
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session also includes a 30-minute community walk because activity
increases retention in MOVE!, and to address hypervigilance-based
activity barriers through experiential learning. MOVE!+UP also provides
two individual dietician visits. As-needed counseling calls and
coordination with medical, mental health, and/or social services are also
provided. MOVE!+UP sessions were offered by VVC and over the
telephone using a backup conference line for those who may prefer to
dial in and do not want to or cannot access VVC, dietician visits were held
by phone or VVC, and the community walk was done individually during
MOVE!+UP sessions in Veterans’ own communities.

5.2 Recruitment Methods

a. Veteran participants (Aims 1 and 2)
We sought to recruit approximately 164 Veterans, in cohorts of 16-20.

Because key eligibility criteria are based on administrative data, the
primary strategy was to send opt-out letters to those meeting criteria
identified through the Corporate Data Warehouse/CPRS (see attached
Recruitment Opt-In Opt-out Letter and Postcard). Research staff called
Veterans who opted-in via postcard or by calling the study, or those who
had not returned their postcard within 2 weeks.

To obtain our target sample, we sent letters to 3,482 Veterans over the
course of the study.

We used additional strategies: Veterans could self-refer, and we reviewed
patients scheduled in mental health clinics to alert providers to discuss
the study with potentially-eligible patients. Clinicians could send the
names and telephone numbers of interested Veterans (who prefer to be
contacted by study staff) via encrypted email. Clinicians were instructed
to ask permission from the Veteran prior to providing this information to
study staff (see provider talking scripts and
Provider_Referral_Email_Overview).

Initial eligibility was assessed by phone screen and medical chart review,
but confirmed during a virtual enroliment (see ALT Phone Screen).
Project staff contacted Veterans by telephone to assess eligibility and
interest, and for those who were eligible based on screening criteria, a
follow-up virtual eligibility confirmation and enrollment visit, held over
phone or VVC (or other approved video conferencing modality should
VVC not be working), was scheduled. During that virtual visit, eligibility
was confirmed, the previously mailed information statement was
reviewed, and verbal consent obtained (confirmed with signature by staff
on the Oral Script), and the baseline measures were completed (see ALT
Eligibility Measures, ALT Consent, and Baseline Assessment). Further
details about consent and assessment procedures are described in
Sections 5.3.a. Informed Consent Procedures and 5.5.a. Study
Evaluations, respectively.
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We sought to ensure at least 20% of the sample included people of color
and women Veterans, comparable to the approximately 30% of MOVE!
+UP pilot participants who were people of color and/or women and
demographics of VA Puget Sound overweight Veterans with PTSD. We
performed demographic checks and enrollment numbers with each
cohort, and altered recruitment strategies when not meeting recruitment
goals. During peak recruitment, the Pl and coordinator spoke frequently
to ensure sufficient recruitment, and to problem-solve issues, at times
with input from the larger team. We included a pre-enrollment orientation
to increase research activity engagement, based on approaches from
prior behavioral trials,® which we used in our prior pilot. Orientation
materials included expected activities and time commitments for
assessments and MOVE!+UP or MOVE!, and clarified that participants
were encouraged to continue engaging in VA mental health and medical
care as clinically indicated. Prior to consenting and enrolling, Veterans
were asked to commit to all activities and identify personal reasons for
doing so (see attached Orientation Script and Materials, including
alternative version for pandemic). To facilitate retention we incentivized
assessments, obtained alternate contacts and updated locator
information regularly, and used a lost-to-follow-up protocol (see attached
letters and phone/text scripts).

Subject Payment. Participants were paid $20 for completing self-report
surveys and weight (including those who either screen-failed and did not
enroll in the study or those who were eligible but declined to enroll in the
study during the enroliment visit as long as they returned their
accelerometer by mail), $20 for the 16-week satisfaction measure, and
$20 for completing accelerometer assessments, for a total of $120. No
incentive was given for attending intervention sessions intervention to
maintain study generalizability and feasibility of wider adoption.

We believe the above payment structure is appropriate given the type of
questions we asked, the duration of time we asked participants to set
aside in their schedule, and the duration of time we asked them to remain
involved in the study. Payments were paid via grant funds administered
by the VA Puget Sound R&D. Subjects were originally paid by check.
Checks were be mailed directly to participants by the Department of the
Treasury, which could take up to 16 weeks to process. Participants were
notified in the information statement and at all assessment visits about
the timeline for receiving compensation. As of 8/25/23, payment via check
was no longer allowed, due to the nationwide check moratorium.

Participant payments were also made via Direct Deposit. If participants do
not have Direct Deposit established but would like to do so, our study
staff help subjects get it set up. Participants who receive payments via
check were contacted following the check moratorium deadline (9/30/23)
to 1) vendorize them in order to set up Direct Deposit (should they
choose), 2) be notified of, and given, the choice to select possible gift
card payment for future assessments, or 3) be given the option to opt out
of receiving study payments completely.
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As gift cards have been approved for research subject payment
(approved as of September 2023), the study also offers gift cards to
those participants who do not want to become vendorized to receive
payments via Direct Deposit. For those who opt to receive gift cards, they
were given the option of digital or physical gift cards to be emailed or
mailed to them, respectively, as an attachment to an encrypted email (see
Digital Gift Card Payment Email Template) or mailed with a hard copy
letter (see Physical Gift Card Payment Letter Template).

Should the study receive notification of canceled payment(s) from the VA
Puget Sound R&D fiscal administrators, study staff work with Veteran and
fiscal administrators to have Veteran submit an updated VA10091 form in
order to process their study payment(s) (see Request for VA10091
Letter).

b. VA Employees (Aim 3)

We will invite VA Puget Sound stakeholders to participate in a single qualitative
semi-structured interview that takes place by phone or in person. Because pilot
interview feedback from stakeholders most closely connected to MOVE!+UP
was of greatest value, we will specifically target MOVE!+UP facilitators, and
MOVE! and mental health leaders. We will use snowball sampling techniques to
identify additional participants. Sampling and recruitment will proceed in an
iterative fashion until thematic saturation is reached.

We will establish communication with a point-of-contact at each VA Puget
Sound site to introduce the study and identify the optimal recruitment and
interviewing methods for minimizing disruption of patient care. Based on their
input, interviews will be arranged via email, telephone, Webex messaging,
and/or through on-site recruitment (see various attached Stakeholder
recruitment and engagement materials: email, Webex /phone recruitment,
scheduling, confirmation and follow-up scripts, and flyer/overview). They will be
given the opportunity to opt into study participation, or to decline. All potential
stakeholder participants will receive the Information Statement (see attached
Information Statement) that describes the study.

Should they express interest in participating and decide to opt-in, eligible
stakeholders will then be followed-up with via their preferred method to schedule
the interview over the phone or via Webex (unless there are circumstances that
prohibit these modalities being used) at a convenient time for the participant.
Once the interview is scheduled, a confirmation email will be sent, reminding
participants about their scheduled interviews and encouraging them to print the
attached notes sheet to have on hand during the interview while watching the
MOVE!+UP video (see MOVE!+UP Video Notes Sheet). An Outlook calendar
invite will also be sent to all participants with the time/date and if relevant,
location (e.g., the participant needs us to reserve a sound-enabled computer,
quiet room for the phone interview). Relevant instructions from the email scripts
and attachments will also be included on the calendar invite.
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Because all recruitment and study activities take place within VA technology and
space, recruitment materials specify employee requirement for participation, and
participant role and employment information is collected prior to the interview, a
formal eligibility screen will not be conducted. If at any point during the
recruitment or study phase it becomes clear that the participant is not a VA
employee, study staff will thank them for their time and terminate participation.

We will seek verbal consent and will record them providing it, without identifiers,
at the beginning of the audio-recording that will be taken during the interview.
Verbal consent is proposed instead of written consent because pilot employee
stakeholders appreciated the straightforward phone consent and interview
procedures. Using a verbal consent approach with employees under these
study’s conditions is common and ethical. The questions that will be posed and
procedures used are minimal risk with no potential impact on employment.

This study involves no procedures for which written consent is normally required
outside the research context given that it is common for clinicians and other
stakeholders to provide their input on various clinical programs. We will seek a
waiver of documentation of consent from the VA Puget Sound IRB.

Subject Payment. Consistent with VA policy, stakeholder participants (as VA
employees) will not be provided with compensation for participating in this study.

Occasion Cards. To ensure study engagement and participant retention
throughout the study, the study staff inquired about specific events that
are meaningful to the participants. During those specified times, study
staff sent a study approved card related to the event (see occasion
reminder cards). Study cards have been designed for holidays (religious
and non-religious), positive life events (i.e. birthday, anniversary, etc),
study completion, and tragedy events (i.e. loss of a loved one).
Submission of these cards served the purpose of keeping subjects
engaged, as well as recognition of momentous occasions in which the
study wishes to acknowledge. The staff sent out no more than 6 cards per
subject to reduce study contact fatigue. The cards were primarily selected
based on occasions identified as being meaningful to the Veteran during
the enrollment visit after the Veteran has provided verbal consent to
participate (see Eligibility screener).

We note in the thank you for participation card that we will follow-up with
the Veteran at the end of the trial to share final trial results. A letter and
materials will be submitted to the IRB toward the end of the study prior to
sending the post-trial findings letter/materials.

5.3 Informed Consent Procedures

Consent was obtained by a trained research staff member who meets all
facility education requirements in the protection of human research
subjects or by one of the study investigators. Study staff received
thorough training on informed consent procedures from the study PI. The
Oral Scripts that document verbal consent has been obtained for
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participation were sent to the RCO using standard compliance
procedures (encrypted email).

a. Veteran patrticipants (Aims 1 and 2)

Study staff contact Veterans by telephone to assess eligibility and interest. For
those eligible based on screening criteria, a follow-up virtual eligibility
confirmation and enrollment visit, held over phone or VVC (or other approved
video conferencing modality should VVC not be working), was scheduled. The
Information Statement was mailed to the Veteran and was reviewed over the
phone or VVC using our Oral Script that includes a protocol and space for
obtaining staff signature to confirm verbal consent was provided. Staff ensured
that participants were given an opportunity to ask questions about all aspects of
the study, and that they understood what study participation will involve. Potential
participants were informed that their decision regarding participation will in no
way affect the services they receive, and that they may decline to answer any
guestions or decline any services offered as part of the project. Declining any
one service would not affect their ability to receive other services from the
project. They also were informed that this study is a randomized trial and that
they hadan equal chance of receiving MOVE! or MOVE!+UP. Veterans also
provided verbal consent for Use of Picture and/or Voice during the screening
process, Study staff also documented whether or not they provided verbal
consent to participate over the phone or by VVC.

Staff also used this time to discuss the Group VVC Telehealth consent
agreement, which details the use of VVC to deliver the MOVE! and MOVE!+UP
group sessions (see ALT Group VVC Telehealth Agreement).

b. VA Employees (Aim 3)

For the stakeholder interview phase of our study we request a waiver of
documentation of consent because this is a low-risk study, and it would
be impractical to obtain written consent from all study participants given
that nearly all recruitment activities will take place over email and the
interviews will take place over the phone. As such, nearly no in-person
contact will take place as part of these stakeholder interviews. These
recruitment and interview procedures are designed this way to increase
convenience for the stakeholders, particularly given we plan to recruit
stakeholders outside of the Seattle VA, where the research staff are
located. Moreover, participants will be fully informed of the procedures,
risks and benefits of the study through the information statement and will
be reminded of the voluntary nature of study procedures at the start of the
interview. Verbal consent will be obtained prior to the interview.

Using procedures from our pilot, we will provide a thorough overview of
procedures and potential risks and benefits, including the fact that
participation or lack thereof will not affect employment, through an IRB-
approved written information statement emailed to employees prior to
performing the interview (see Information Statement). We will seek verbal
consent and will record them providing it, without identifiers, at the
beginning of the audio-recording that will be taken during the interview.
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Verbal consent is proposed instead of written consent because pilot
employee stakeholders appreciated the straightforward phone consent
and interview procedures. Using a verbal consent approach with
employees under these study’s conditions is common and ethical. The
questions that will be posed and procedures used are minimal risk with no
potential impact on employment. This study involves no procedures for
which written consent is normally required outside the research context
given that it is common for clinicians and other stakeholders to provide
their input on various clinical programs.

5.4 Inclusion/Exclusion Criteria

We also discuss inclusion and exclusion criteria in Section 5.1 Study
Design above when discussing the study population. We also summarize
our criteria for the Veteran participants (Aims 1 and 2) in Table 4:

Table 4. Inclusion/Exclusion Criteria

Inclusion Criteria:
- Must have active VAPSHCS medical
record.

" PTSD Diagnosis: standard criteria for
PTSD Checklist for DSM-5 (PCL-5): lifetime

-Experience of trauma and a score of >3361
-Overweight or obese based on Body Mass

-Index (BMI) of = 25 kg/m2

-VA Primary Care Provider or other
physician approval

-Willing to participate in all intervention or
control and assessment activities
-Enrolled in PTSD treatment

Exclusion Criteria:

-Not fluent in English, severe hearing

loss, no phone access

-Current MOVE! participation

-Past year bariatric surgery or planning to have
bariatric surgery in next 6 months

-Current pregnancy

-Based on clinical judgment, would be unable
to participate because of a) acutely
exacerbated substance use, mental health, or
chronic medical conditions or b) moderate to
severe chronic, progressive neurologic
conditions such as Dementia.

- Can't safely weigh themselves using the
mailed study scale and/or have a baseline
weight >440 Ibs

5.5 Study Evaluations

a. Veteran participants (Aims 1 and 2)

Per IRB-approved procedures, this study involved several assessment
components: initial phone screen to ascertain interest and basic
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inclusion/exclusion eligibility, eligibility confirmation, consent and
enrollment, baseline assessment, 16-week satisfaction questionnaire, and
6-and 12-month follow-up outcome assessments.

Table 5. Quantitative Measures for RCT: Covariates, and Aim 1 and 2 Outcomes

Domain | Measure
Baseline Covariates Associated with Weight or PTSD (will be adjusted in *weight or "PPTSD
analyses)
African-American 4 e ethnicity® Self-reported agrican-American race/ethnicity™
Aim 1: Test MOVE!+UP’s Effects on Weight (Primary) and PTSD (Secondary) Outcomes
Primary outcome: weight loss Standardized protocol and equipment at baseline and
6 months. Will also explore 12-month weight loss in
gep,p,nd,a,ry gnalyses, .
Secondary outcome: PTSD symptoms | & ' =2F SHELRIESUIU DSM=5e177BTSp symptomology will

be recorded at baseline, 6 months, and 12 months.

Aim 2: Exploratory Changes on Treatment Targets from Baseline to 6 months

Diet quality and eating habits Starting the Conversationsz 5,4 pACE eating habits
measure .

nght eating NIYITt Eaurty \JUCbLIUIIIIdIICSS

Emotional eating Emotional Overeating Questionnairess

Binge eating with purging vs binge PHQ-15% modified to reflect DSM-5 changes plus items

eating without purging vs no binge from PACE eating habits

eating A ,

Two outcomes: Average physical ACHYTAPTT accelerometers, gold standard™® "™

activity (light, moderate, and vigorous;
moderate and vigorous)

Social support Helpful and unhelpful behaviors from others for
activity/dietss,s7

Insomnia severity tnsomniaSeverity tndexss

Depression symptoms PHQ-889

Internalized Weight Bias Modified Weight Bias Internalization Scale

Phone screen (5-20 minutes; see ALT Phone Screen).

Study personnel provide an overview of the study and, for those still
interested, conducted an initial pre-consent screening, which consists of
questions corresponding to inclusion criteria/exclusion. To proceed to the
in-person eligibility assessment phase, the potential participant must 1)
be age 18 or older, (2) be a Veteran of the US military, (3) be a VA Puget
Sound patient, (4) screen positive on the 4-item Primary Care PTSD
Screen (PC-PTSD) as a likely indication of PTSD, (5) report a BMI that is
classified as obese or as overweight, (6) be enrolled in PTSD care, (7) be
motivated and willing to participate in all intervention or control and
assessment activities, (8) be fluent in English, (9) have telephone access,
and (10) receive VA primary care provider approval. The potential
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participant must also deny (1) severe hearing loss, (2) being pregnant, (3)
current participation in MOVE!, and (4) past year bariatric surgery or
planned for the coming 6 months. We also assessed if the potential
participant can safely weigh themselves at home using a study-provided
scale. Should they be unable to weigh themselves safely at home using
the mailed study scale during the virtual eligibility assessment visit (e.qg.,
they are fully wheelchair-bound), they were considered ineligible, as we
had no means of safely weighing them in person using a wheelchair-
accessible scale. In addition, veterans were excluded during the phone
screening if they report that they have a baseline weight >440 Ibs.

We also assessed access to VVC enabled technology, secure
messaging, and permission to email materials (and instructions for that
process if used via one-way email from study staff to participants, using
the already IRB-approved text scripts to craft messages; see Telehealth
Team Guidance Outlook email).

The purpose of the pre-consent eligibility screening was to quickly
determine which candidates are most likely to qualify, thus eliminating the
need to conduct consent and full eligibility assessments for all potential
participants. If potential participants are found to likely be eligible
following the pre-consent eligibility screening, the study coordinator
scheduled the virtual eligibility and baseline assessment visit, which was
conducted virtually, ideally via VVC (but via phone if preferred or Veteran
cannot or does not want to use VVC or other approved video
conferencing modality should VVC not be working), allowing adequate
time for study materials (and CVT connect program equipment to be
mailed to participants who need it for VVC sessions and assessments).

The following also occurred:

a) Participants who did not have an internet-enabled tablet or computer
from which they can join study visits and intervention sessions were be
sent one through the CVT connect program by study staff placing a
consult in their chart, using standard procedures.

b) Participants were mailed several study materials, including the study-
provided scale; the Information Statement; orientation materials and the
group VVC Telehealth agreement (discussed further below, see ALT
Orientation Script & Materials and ALT Group VVC Telehealth
Agreement); a hard copy of the baseline measures (see Baseline
Assessment) accelerometer and accelerometer instructions and the hard
copy logs (see Activity Monitor Instructions and Activity Monitor Daily
Tracking Log and Daily Food Beverage & Activity Log); and a postage-
paid envelope for returning the accelerometer to the study team.

If a subject preferred to receive the materials in person, rather than by
having USPS/UPS deliver study materials to their home (or being unable
to receive USPS/UPS deliveries), study staff offered to meet with the
Veteran in-person at the VA in a clinical setting for a face-to-face visit in
order to hand off the materials. All VA policies with regard to masking and
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distancing during the SARS-CoV-2 pandemic were followed during this
interaction. This option was also offered to enrolled study subjects for all
follow-up assessments and visits. Staff were sure to confirm identity of
the participant prior to interacting and did so in a private location to
protect the identity of the individual.

¢) Study staff confirmed approval with Veteran’s PCP or other physician
for participation following the screening and eligibility visit, so it was
possible someone’s physician could disallow participation after they've
provided verbal consent to participate in the study (see ALT PCP
Approval Template). If the potential participant was scheduled for an
assessment less than seven days after they completed the phone screen,
or if the participant was scheduled to be assessed within 48 hours but the
approval had not been received, study staff sent an email to the PCP or
other physician (see ALT PCP Email template). For Veterans who did not
have a PCP but who are established with another physician for care (e.g.,
psychiatry), we sought that physician’s approval using the same
procedures used for PCP approval.

We had IRB approval to allow potential participants to participate in
MOVE!+UP who didn’t have VA PCPs or other physician. In those cases,
we would obtain community PCP approval of MOVE!+UP participation
using the standard PCP approval template, obtained through fax or other
secure means after a release is signed by the participant. The PCP
approval template would be entered into CPRS with Dr. Hoerster as the
signer and a note at the top of the CPRS note saying “this is for Veteran’s
outside VA PCP to review.” This note would be sent to the participant by
study staff after obtaining the ROI to take it to their PCP for PCP
signature and returned to study staff by mail or using secure messaging.

Eligibility assessment (15-30 minutes; see ALT Eligibility Measures).
The follow-up eligibility assessment was conducted virtually, ideally by
VVC, at a time that allowed study materials to have been mailed to the
participant. The various components of the assessment visit can be
completed on different dates as needed (as long as all components are
completed within the acceptable assessment visit window) to best
accommodate Veterans. Ideally, all components would be completed on
the same day during the same VVC visit.

Prior to the visit, study staff confirmed receipt of mailed materials and the
study scale and would troubleshoot any issues with VVC connection.
Should VVC be having issues, staff would send the participant a link, via
one-way text or email to the participant, to another approved video
conferencing modality from which they could join the assessment visit
(see Text Scripts).

Study participants were asked to weigh themselves with the study-
provided scale to confirm they meet the eligibility criteria for the study
(overweight/obese status; BMI of at least 25). Height for BMI calculation
was based on CPRS-based information.
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They also completed a current assessment of PTSD symptoms,
administered by study staff. Current PTSD was confirmed during this visit
as indicated by endorsing at least one lifetime traumatic event on the Life
Events Checklist for DSM-5 (LEC-5) and based on their score on the
PTSD Checklist for DSM-5 (PCL-5). A provisional PTSD diagnosis can be
made by following the DSM-5 diagnostic rule, which requires at least
moderate severity endorsement (a score of at least 2) on the following: 1
B item (questions 1-5), 1 C item (questions 6-7), 2 D items (questions 8-
14), and 2 E items (questions 15-20). In addition, to meet PTSD diagnosis
criteria, the individual must obtain a score of 233 on the PCL-5. As long
as they continue to meet those inclusion criteria, they may be officially
enrolled in the study and designated for randomization.

Respondents who do not meet eligibility criteria were offered a resource
list (see Mental Health Resources Handout), and given MOVE! contact
information and told to follow-up with their primary care provider or mental
health treatment coordinator for mental health treatment or other care
coordination needs.

For those who were eligible, we collected contact information (e.qg.,
address, telephone number, and whether they provide permission for us
to text reminders to a mobile telephone number) and contact information
for at least one friend or family member who typically would know the
whereabouts of the participant should study staff have difficulty making
contact will be recorded. Eligible patients were invited to learn more about
the study, and proceed with orientation (process described below) and
verbal consent (process described in Section 5.3.a. Informed Consent
Procedures). After providing verbal consent to proceed with enrollment,
they completed baseline measures, and be randomized to either MOVE!
(control) or MOVE!+UP (intervention).

Orientation content (10-15 minutes; see ALT Orientation Script &
Materials). Study staff spent 10-15 minutes during the enroliment session
prior to reviewing the consent orienting participants to the process of
research participation and the importance of accepting randomization
group and following through with follow-up assessments, using the mailed
orientation materials. This is to better outline study activity expectations,
including the total amount of time expected in weekly activities for the
program and study. We also offered an opportunity for participants to
consider the pros and cons of participation, a standard motivational
interviewing technique. They also were asked to consider whether they
can make two personal commitments: 1) to working on their health and
weight and 2) to participate in the study procedures. Because this
conversation took place during the virtual enroliment visit, it was not used
to attract people to the study but rather to fully inform them about all
involved in participation, including randomization into the control versus
the intervention group, therefore enhancing the informed consent process
(i.e., this process was not trying to unduly influence people to enroll in the
study, rather give them more opportunity to consider NOT enrolling if they
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don’t think they can follow through with the study’s expectations).
Materials and plans are based on a model found to be very successful in
other interventions facing difficult retention situations, and used in our
pilot work. Participants then proceeded to informed consent (detailed
process described in Section 5.3.a. Informed Consent Procedures).
After providing verbal consent to enroll in the study, they proceeded to
complete baseline measures. They were then randomized, and notified of
their assignment and details/logistics, and reminded that materials would
be mailed to them for their program (MOVE!+UP or MOVE!).

Exploratory measures, accelerometer, and logs (45 minutes). To
ensure that all exploratory behavioral and psychological measures were
collected prior to randomization, study staff administered the
questionnaire during the virtual visit, starting with cohort 2 (prior to that,
participants were able to complete it on their own and mail it back, leading
to some lost baseline questionnaires). Administering the questionnaire in
real-time helped ensure the data were collected in a timely and reliable
manner.

Participants were asked to wear an accelerometer and complete
associated logs (see Activity Monitor Daily Tracking Log and Daily Food
Beverage & Activity Log) for one week following the baseline visit.
Participants received a reminder mid-week to complete the logs, and at
the end of the week to return them in the pre-addressed, pre-paid
envelope. Study staff reminded the participant to remove the
accelerometer and facilitated expedited return via UPS. If accelerometer
data were invalid upon return (e.g., empty data) or not returned, we
occasionally asked a participant—but did not require—to re-wear an
accelerometer. If the accelerometer and logs had not been returned one
week after the participant was scheduled to take it off, study staff would
call or text the participant to remind them to return it. If it still had not been
returned after another 3-5 days, staff texted or emailed and called again
and sent a reminder letter (see letters and text/email reminder scripts).

Should a subject prefer to return the materials in person, rather than by
having USPS/UPS pick up study materials from their home, study staff
offered to meet with Veteran in-person at the VA in a clinical setting for a
face-to-face visit in order to hand off the materials. All VA policies with
regard to masking and distancing during the SARS-CoV-2 pandemic were
followed during this interaction. This option was also offered to enrolled
study subjects for all follow-up assessments and visits. Staff were sure to
confirm identity of the participant prior to interacting and in a private
location to protect the identity of the individual.

Randomization and group logistics (~15 minutes). Participants who
completed verbal consent and baseline measures were randomized to
either MOVE! (control) or MOVE!+UP (intervention). Those randomly
assigned to the control condition were scheduled directly into MOVE!
VVC, and we made reminder calls and sent letters to promote attendance
of initial sessions (see ALT Letters and Phone/text Scripts). Those
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randomized to MOVE!+UP were instructed to not participate in MOVE!
during the study. Study staff went over the details of group session
dates/times and how to access the respective VVC groups and will walk
randomized participants through that process. They were reminded that a
participant manual would be sent to them for MOVE!+UP or MOVE! in the
mail prior to the group sessions start. MOVE!+UP participants were
encouraged by study staff to map out a safe and pleasant walking route
using the audit that sent to them with their manual before their first
session (see ALT Walking Audit).

Follow-up assessments (30-60 minutes) The 16-week satisfaction
guestionnaire tailored for MOVE!+UP and MOVE!, was mailed to be
completed on hard copy, or emailed with a personalized Qualtrics URL
link to be completed electronically, to participants at approximately 15
weeks so they could complete and/or return it in a postage-paid, pre-
addressed envelope at approximately 16 weeks. If the survey was not
received, staff contacted the subjects via phone to obtain the 16-week
data. Participants received follow-up reminder letters, emails, or phone
calls if the 16-week assessment had not been completed. If subjects did
not return the measure via mail or complete the measure via the emailed
personal link, they had the option to complete the assessment via
phone.The measure assesses 30 MOVE!+UP content and structure
features with a Likert satisfaction scale, with space for Veterans to
suggest changes for each. We madified that measure to remove the
specific MOVE!+UP domains to assess MOVE! satisfaction among
control participants. We sent emails to individual participants only one
email at a time (rather than blind carbon copy) to avoid disclosing the
email addresses of other consented subjects.

The 6-month assessments mirror the baseline assessment procedures.
The various components of the follow-up assessment visits could be
completed on different dates as needed (as long as all components are
completed within the acceptable assessment visit window) to best
accommodate Veterans. Ideally, all components would be completed on
the same day during the same VVC visit. |deally the subject would show
their study issue scale readout to staff during the VVC session. If this is
not possible, they may take a photo of the scale reading with their cell
phone and text it to a staff member’'s GFE iPhone. This allows for the
message to be encrypted. Staff do not text the Veteran back. This will
only be done in the rare circumstance that the scale cannot be visualized.

12-month follow-up assessment (15-30 minutes). At the final
assessment visit at 12 months, all participants have a final weight
measurement taken. PTSD symptomology, non-VA utilization, Adverse
Events, and pregnancy will also be recorded at this time. All participants
will be thanked for their participation in the study. This visit takes place
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via VVC (or other approved video conferencing modality should VVC not
be working).

Manually tracked and administrative data utilization, and process
variables.

For Aim 3, which seeks to place Aim 1 and 2 findings in context and
identify areas needing refinement for future implementation, we will
capture various process and administrative data.

1. Intervention only: MOVE!+UP group and phone session attendance, no
shows, and cancellations, including participation in the walks and reasons for
non-participation in any aspect of MOVE!+UP sessions.

2. Intervention only: We will assess time and costs associated with all
MOVE!+UP activities. Personnel time will be captured during start-up
activities like initial training, and once MOVE!+UP is running, for one
week each quarter, modeled prior research.’® Research and clinical
personnel will enter time spent that week on MOVE!+UP training,
recruitment, supervision, delivery, and documentation into a system
developed by Liu et al.*” To estimate personnel costs, we will multiply
hours each research and clinical personnel spent by their hourly wage
rate, as recorded in the VA Personnel and Accounting Integrated
Data, or imputed using Bureau of Labor Statistics data.”® Co-I Wong is
applying these methods to analyze implementation costs in a QUERI
partnered evaluation. Facilitators and research staff also provide
observations and input throughout the course of the study to further
assess and inform implementation= (in secure SFFX folder).

3. For intervention only: The following information was collected on a basic
spreadsheet (see weight goal tracker: weigh-in weights; physical activity and
diet quality goals and goals progress (whether meeting them fully, partially, or
not); and any additional relevant information in an open-ended comments
box. We also copied, scanned, and provide feedback on weekly diet and
activity logs, again to be used for clinical purposes and to be evaluated as an
exploratory diet quality measure. Both the activity/diet log copies, and the
weekly weight/goal tracking documents were stored securely in a locked
cabinet, with only a subject ID listed.

4. For all participants: We will capture CDW/CPRS administrative
utilization data from 12 months prior to baseline through 12 months
post-baseline, including MOVE! visits, dietician visits, primary care,
mental health group and individual psychotherapy, and psychiatry
care. We also will assess prescription of psychiatric and obesogenic
and leptogenic medication from VA pharmacy files. Outpatient
utilization will be drawn from administrative data, classified using an
algorithm developed by a study team including Co-I Wong that defines
groupings of CPT codes and provider specialty codes.* Inpatient care
will include all cause, psychiatric, and ambulatory care-sensitive
condition hospitalizations, as identified in prior studies.'®*!* We also
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will pull bariatric surgery from the EHR from baseline through 12
months post-enroliment to be included in a previously planned
sensitivity analysis.

If the trial is positive, costs for encounters in these categories will be
measured using the VA Managerial Cost Accounting (MCA) system,
adjusted for inflation. We also will capture # of Veterans eligible,
ineligible, contacted, recruited and retained, and psychiatric and
medical conditions associated visits in the year prior to and 12 months
following enroliment (pulled through administrative data).

Starting with cohort 4, we informed participants at enrollment into the
study that administrative data will be pulled even if they cease
participation in the study, to ensure we have sufficient power to conduct
exploratory analyses examining these administrative data-based
outcomes, while introducing no additional burden to study participants.

For participants from cohorts 1-3 who withdrew from the study,
administrative data will be pulled up through the date of withdrawal.
However, participants from cohort 2 and 3 were asked whether they were
willing to allow us to pull data from the medical record through 15 months
using our phone script. We documented their response in a NTF, submit it
to the IRB, and document their decision in our database.

Post-participation activities Several activities take place following the
conclusion of Veterans’ study participation. First, we sent an IRB-
approved closeout letter thanking Veterans for their participation in the
study. Also, once the study’s primary findings are published (in
approximately 2025), we will send a thank you mailing to provide findings
to participants. Study staff will pull participants’ current mailing addresses
from CPRS to send thank you letters and hard copies of the study’s
primary outcomes paper. Participants will not be asked to contribute any
additional data or effort to the study. The purpose of that mailing will be to
inform participants of our findings and thank them for their participation.
We view this concluding step as essential to sharing findings with some of
our most important collaborators in the research process: the study
participants themselves.

b. VA Employees (Aim 3)

Semi-Structured Stakeholder Interviews (50 minutes; see attached
Stakeholder Interview Guide and MOVE!+UP video). If the trial results are
positive, semi-structured qualitative interviews will be conducted with VA Puget
Sound employees to assess implementation barriers and facilitators. Interviews
will last approximately 30-40 minutes, with the whole process taking
approximately 40-50 minutes because participants will watch a 6-minute MOVE!
+UP video describing MOVE!+UP’s key features and record their reactions on a
provided notes sheet (see Stakeholder Interview Guide). Because stakeholders
will represent different roles, certain questions will be tailored to their particular
group. Participants also will be asked several basic demographic questions (e.g.,
profession, length of VA employment) to characterize the sample.
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We will interview 15 clinical leaders and providers (stakeholders) from the two
VA Puget Sound trial sites after 6-month trial outcomes are collected.
Approximately 50-minute semi-structured interviews will be conducted by phone
by our research coordinator, experienced in qualitative methods. Each interview
will begin by viewing a 6-minute video to orient individuals to MOVE!+UP,
including information on training, hiring, safety, and findings.

The interview guide will include open-ended questions about implementation
challenges and facilitators, informed by the five CFIR domains: intervention
characteristics, outer setting, inner setting, characteristics of individuals, and
process.®'% Specific salient constructs will be selected based on our
experience in the trial, and additional questions will be tailored based on
whether MOVE!+UP affected weight and PTSD. Interviews will be audio
recorded and transcribed, with identifiable information redacted and stored
separately from identifiers (in secure SFFX study folder).

5.6.a. Intervention Content and Delivery.

The curriculum for the 16 two-hour MOVE!+UP group sessions is in Table
6 below, with sessions 1-4 on basic weight loss, and 11-16 on
maintenance. While CBT elements are included throughout, sessions 5-
10 are dedicated to addressing PTSD-related barriers through
challenging unhelpful thinking, problem-solving, promoting relationships
and community engagement, and sleep hygiene. Facilitators use

behavioral counseling skills such as motivational enhancement.37 Al
MOVE! materials were included, but many were modified to allow for
PTSD content. (See attached Participant and Facilitator manuals).
MOVE!+UP is led by a Veteran peer support counselor in recovery from
mental illness, a model prioritized by OMHSP and VA Mission Act,>* and a
psychologist who provides specialized PTSD care. MOVE!+UP pilot
observations demonstrated value in the psychologist addressing PTSD-
focused topics (e.g., sleep), and the peer counselor addressing those
outlined in the peer support toolkit (e.g., social/community engagement,
personal recovery).”” Facilitators alternate leading less specialized
sections (e.g., weekly check-in). Two individual dietician visits are
provided, and counseling calls are offered as needed.

Week

Content (***Content unique to MOVE!+UP in bold***)

1: Orientation/MOVE!+UP Overview

Energy balance, goal setting, behavioral strategies

2: Healthy Eating to Tip the Scale

Healthy plate, portion control, nutrition facts/labels

3: Physical Activity (PA) to Tip Scale

PA benefits & types (e.g., strength training); overcoming barriers

4: Eating Mindfully and Problem-
Solving Barriers

Experiential mindful eating exercise, hunger/fullness scale,
mindful eating tips, snack ideas, and problem-solving barriers

5: Coping w/ PTSD to Pursue Health

General coping, thought challenging, grocery shopping tips

6: Pursuing Wellness

Sleep assessment and improvement plan, finding joy, cooking

7: The Role of Relationships in

Benefits of relationships for health/PTSD; strategies for
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Healthy Living | enhancing relationships to improve health; meal planning

8: Relationships in Healthy Living Il Family/friend welcome; communication; relationships & PTSD
9: Community Engagement Community engagement benefits/tips, problem-solving review
10: Health at any Size Ways to enhance body image; thought challenging

11: Moving Toward Maintenance Overcoming weight plateaus, adding challenge

12: Finesse your Food Review strategies, e.g., healthy plate/nutrition facts

13: Stay Active! PA motivators, personal values, long-term planning

14: Handling Slips and Setbacks Relapse prevention, review of key diet tips. Thought challenging.
15/16: MOVE!+UP Progress Review Review of progress and how to continue gains going forward.

1-16: CBT for PTSD; set and track activity, diet, and weight goals; and experiential learning activities.

Table 6. Curriculum for MOVE!+UP Group Sessions

Information was recorded in CPRS using standard procedures because
these are clinical visits, likewise for MOVE! visits for the control condition.

1) MOVE!+UP sessions were offered by VVC and over the telephone using a
backup conference line for those who may prefer to dial in and do not want to or
cannot access VVC, dietician visits will be held by phone or VVC, and the
community walk will be done individually during MOVE!+UP sessions in
Veterans’ own communities. In the highly unlikely case where VVC was not
working, we had approval to switch to another VA-approved modality as listed in
the Telehealth memorandum, titled “Use of Video Communication Technology
Under COVID-19 (VIEWS 02576895)” and dated March 19, 2020.

2) Minor modifications were made to the facilitator and participant manual (see
ALT Session 1 Facilitator Manual and ALT Participant Manual) from that used
during the pilot to reflect information relevant to VVC delivery and
recommendations appropriate during the pandemic and social distancing
recommendations. Perhaps the biggest change is removing the family/friends
invitation session so that it remains focused on social support but non-
participants won't join (since that adds another layer of complexity for ensuring
confidentiality). This is unlikely to have a major impact given no family or friends
attended that session during the MOVE!+UP pilot.

3) We relied on phone, secure messaging, and VA’'s BHL Touch program for
sharing clinical datapoints back and forth between facilitators and Veterans in
MOVE!+UP, including weekly weighing, PTSD symptom assessments,
diet/activity logging, photos of food labels and walking routes, and general
support. Veterans were also given the option of sharing information like their
weight during the group, just as is done in standard MOVE!. We attempted to set
all study participants up with secure messaging after study enrollment to facilitate
this important data sharing.

4) During each session, instead of the 40-minute facilitator-led group walk
around the VA campus that was done during the pilot, participants were asked
to walk in their own communities. Before the first session, they were asked to
conduct walking safety audits in their community to ensure they have a safe
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walk, using the walking audit form (see ALT Walking Audit). Those who weren't
able to find a safe walking route in their imnmediate neighborhood for the walking
component were encouraged to work with facilitators to identify other activities
they could do during the 40 minutes of the walking component. We provided
detailed instructions on how to walk safely, including how to handle
emergencies, in the walking safety handout in the additional resources at the
back of the participant manual. These safety promoting considerations are
reviewed thoroughly in the first couple of sessions and then reiterated in brief at
each subsequent session just prior to the walk

MOVE!+UP has numerous procedures for ensuring safety and confidentiality,
and addressing other barriers to walk participation. Protocols for handling
medical and mental health emergencies were developed with mental health
leadership and physician Co-Is (see attached Safety Protocol).

5) We offered for Veterans to call into the backup conference line during the 40-
minute walk in order to receive any additional support and build cohesion.

Training and Quality Control. The PI, a licensed clinical psychologist who
developed MOVE!+UP and provided supervision in the pilot, trained and
supervised peer and psychologist facilitators, with the goal of ensuring MOVE!
+UP was delivered as intended and with high quality, optimizing MOVE!+UP
benefits and validity and reproducibility of trial findings.®*°® Training and quality
control procedures, used successfully in the MOVE!+UP pilot, incorporated
elements used nationally by NCP to train and support MOVE! facilitators and by
OMHSP to train peer support counselors®” and evidence-based PTSD treatment
facilitators.>*

Initial Training and Ongoing Supervision. Prior to delivering MOVE!+UP to
participants, facilitators built health behavior intervention skills and relevant

knowledge, and familiarized themselves with MOVE!+UP content and structure.
They reviewed the general structure and specific content for each session, as
outlined in participant and facilitator manuals developed for our pilot. Facilitators
participated in the online MOVE! Talent Management System (TMS) training,
and NCP’s nationally-disseminated TEACH for Success program, a one-day
program that teaches evidence-based health coaching and motivational
interviewing skills to VA primary care personnel.®’ To promote safety and
confidentiality, they took VA courses in basic life support; prevention and
management of disruptive behavior; and information security; and were oriented
to MOVE!+UP protocols for handling medical and mental health emergencies
and identifying safety threats during the off-site walks. Peer support and
psychologist facilitators role played in at least four audio-recorded sessions with
volunteer staff acting as standard Veterans.®*®® Prior to delivering MOVE!+UP to
RCT participants, facilitators must deliver sample MOVE!+UP content as
intended and with high quality (= 80% of components)®>®® using the standard
rating forms we developed for each MOVE!+UP session during the MOVE!+UP
pilot (see attached Fidelity form sample). Based on the MOVE!+UP pilot, we
anticipated initial facilitator training would take a total of approximately 15 hours
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over the course of two months. The Dietician received approximately two hours
of brief training to orient them to MOVE!+UP logistics and equip them to
address the needs of Veterans with PTSD. Once facilitators are trained, the PI
listened to audio-recorded group sessions and rated fidelity with the standard
forms created for the pilot, initially for at least 50% of sessions.®>% Feedback
was provided to facilitators during weekly supervision based on these ratings,
and logistical issues were addressed. Study staff also listened to 20% of study
sessions for fidelity. Fidelity ratings and qualitative input from supervision will be
summarized and reported in study products.

Peer Counselor Training and Competency Assessment. Because there are
unique training needs for this role, peer support counselors received additional
training, guided by the VA peer support implementation toolkit.>” Peer
counselors often facilitate groups and share their recovery experience but are
not intended to replace or provide psychotherapy. Ongoing training and
supervision focused on clarifying roles and responsibilities and the importance
of maintaining boundaries and confidentiality. A national standard in VA, any
new MOVE!+UP peer counselor completed 20 hours of online OMHSP training,
after which they had to pass a general competency test. They also participated
in the national bi-monthly training webinars hosted by OMHSP.

5.6.b. Data Analysis

Power and Sample Size Calculations. This study is powered on weight change
at six months, comparing intervention and control conditions. We used formulas
specified by Friedman et al. for use in clustered randomized controlled designs.”
Sample size was calculated for continuous outcomes and inflated to account for
clustered randomization, using the inflation factor 1 + (m — 1)p for cluster size
m and intraclass correlation p, and attrition. Based on outcomes in prior weight
loss trials,*® we expect those in MOVE!+UP to lose 12 pounds on average,
which would likely correspond to clinically meaningful weight loss (5% of
baseline weight).'® The specified expected weight loss is plausible, given
MOVE!+UP pilot participants lost an average of 14 pounds, corresponding to 6%
of baseline weight. We expect those in the control condition to achieve weight
loss of 3.6 pounds on average consistent with Veterans with PTSD who
participate in MOVE!, according to administrative data.

In the power calculation, the standard deviation of the outcome was assumed to
be 13 based on previous findings. We calculated this value based on the
marginal SD of 50 for baseline weight observed among Veterans with PTSD in
MOVE!* between baseline and 6-month weight observed in the MOVE!+UP pilot
(comparable to other weight loss effectiveness trials).”* Comparing these
outcomes, an 8.4 pound difference in weight lost

corresponds to prior behavioral weight loss trials*® and would yield a medium
Cohen’s d effect size of 0.65.
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Table 7 displays the sample size required for
varying cluster sizes m and intraclass
correlation coefficients p assuming 90%
power. The sample size of N=164 total
Veterans (82 Veterans per treatment arm)
chosen for this study assumes an ICC of
0.03,”?cluster size of 8 Veterans per
randomized group, 90% power, a two-sided
a of 0.05, and a 6-month attrition rate of
25%, similar to MOVE!+UP pilot’s overall
retention and a meta-analysis of missing
data in weight loss RCTs.” We will also be
powered to detect a meaningful change in
PTSD symptoms in the intervention condition
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Table 7. Sample size considerations for
MOVE!+UP hybrid type 1 trial

ICC (p) Cluster size | Total Sample
(m) Size
0.05 10 196
0.05 8 182
0.03 10 172
0.03 8 164
0.01 10 148
0.01 8 144

Note: assumes a two-sided O 0.05, 90% power, a 12
— 3.6 = 8.4 |b difference in weight loss between
groups, a weight change SD of 13, a 0.97 within-
person correlation, and 25% attrition. The bolded row
displays the selected parameters for the proposed

at six months, aligned with the average
PTSD symptom reduction of 18 (SD=12)
observed among MOVE!+UP pilot cohort 5 participants and assuming a 9-point clinically
meaningful reduction®® in the control condition.

study.

Quantitative Statistical Analysis Overview: Aims 1 and 2. We will use intent-
to-treat analyses to assess differences between intervention and control arms.
We will use mixed effects models to account for clustering since participants in
the intervention arm in the same enrollment cohort receive group treatment
together. We will attempt to reduce attrition and missing data, which can lead to
selection bias.

Missing data. In descriptive analyses, we will report summary statistics on
proportion of patients with missing data in each of the study arms. We will report
overall rates of missing data as well as specific rates for important variables such
as study outcomes and baseline adjustment variables. We will provide
descriptive statistics summarizing associations between available auxiliary
variables and missingness in important model variables.

Methods for handling missing data in the primary analyses will be pre-specified
and not influenced by the descriptive analyses described above. Missing data in
the primary and secondary analyses will be accounted for through multiple
imputation (MIl) methods described below. Prior to multiple imputation, we will
attempt to fill in missing baseline values of African-American race/ethnicity from
the EHR.

Analyses of primary and secondary outcomes will account for missing data in
outcome or baseline adjustment variables through Multiple Imputation (MI). We
will perform MI using the Multiple Imputation by Chained Equations (MICE)
method. MICE is a general purpose MI method that can handle missingness in
variables of mixed data types (e.g. continuous and categorical) as well as
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clustered data. Missing values will be imputed separately for each faux treatment
group.* MI will be performed using the outcome and baseline variables pre-

specified for adjustment, and pre-specified auxiliary variables that are either likely
associated with missingness and/or the outcome (gender, age, race, employment

status, educational attainment, medication usage associated with a) substantial
weight loss or b) substantial weight gain). We will create 50 imputed datasets,
which will then be analyzed and combined according to Rubin’s rules for multiple
imputation.

MICE requires specifying a statistical model to generate predictions for each
variable with missingness. Table 9 lists the statistical models for each variable
that will be used in the imputation procedure. Final imputed values will be based
on the predictive mean matching approach, which can provide more plausible
values when the distribution of a variable exhibits features such as bimodality or
skewness.

Imputation Models

Variable Name

Variable Type

Statistical Model for
MICE procedure

Rationale for
inclusion

6-month Weight

Continuous

Linear regression

Outcome being
imputed

Baseline Weight

Continuous

Linear regression

Typically
associated with
outcome

African-American
race/ethnicity

Binary

Logistic regression

Typically
associated with
outcome and with
missingness in a
prior WL trial
among Veterans

Employment status

Categorical

Multinomial regression

Associated with
missingness in a
prior WL trial
among Veterans

Educational
achievement

Categorical

Multinomial regression

Associated with
missingness in a
prior WL trial

! Citation: https://www.ncbi.nlm.nih.gov/pmc/articles/PMC6408317/
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among Veterans
Age Continuous Linear regression Associated with
missingness in a
prior WL trial
among Veterans
Gender Categorical Multinomial regression | Typically
associated with
outcome and was
associated with
missingness in a
prior WL trial
among Veterans
Weight management Binary Logistic regression Typically
medication usage in associated with
the 6 mos following outcome
enroliment (Yes vs. no)
Weight gain meds in Binary Logistic regression Typically
the 6 mos following associated with
enroliment (Yes vs. no) outcome

References: Prior WL trial among Veterans: https://jamanetwork.com/journals/jama/fullarticle/2799407;

Kate will add references for gender, Af-Am race

MICE requires specifying a statistical model to generate predictions for each
variable with missingness. Final imputed values will be based on the predictive
mean matching approach, which can provide more plausible values when the
distribution of a variable exhibits features such as bimodality or skewness.

As suggested by Althouse, in addition to reporting statistical significance based
on an alpha of .05, we will report effect sizes and confidence intervals so readers
can determine whether the effects warrant policy and clinical practice change.®*
Also recommended by Althouse, although this study includes a single primary
outcome for determining effectiveness, therefore reducing likelihood of Type |
error, we will also report the actual p-value for all analyses, which would allow a
reader to adjust for multiple comparisons.®* We will report summary statistics for

Version 23.0, 6/17/2025

baseline covariates and outcomes (means, standard deviations, and quartiles for
continuous variables; frequencies and percentages for binary variables) by
randomized group, including the proportion achieving clinically meaningful weight
loss (= 5% baseline weight).*®
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Statistical Analysis—Specific Aim 1 Primary Outcome.

We will test the primary hypothesis that among Veterans with overweight or obesity, MOVE!+UP
will result in significantly greater weight loss using linear mixed effects models. Because this is
an RCT, no imbalance across conditions is anticipated. To increase precision of outcome effect
estimates, the analysis will adjust for baseline weight and an indicator of self-reported African-
American status. Participants in the same enrollment cohort who are assigned to the same
treatment arm receive group treatments together, so their outcomes are correlated. To account
for this, we will include a random intercept for group treatment cluster in the model. The primary
analysis will be based on the following model:

Yl(f)— Y‘:l.j‘.”:ﬁ0+BlInterventioni+BzY:;‘+ﬁ4 X+ T +E;

Where:
Y~y is the difference in weight at 6 months (Y\"') and baseline (v| ;for subject i in
group treatment cluster ;
~—Intervention, is an indicator of assignment to the intervention MOVE!+UP;

O—Yl(jo)is baseline weight;
~—x, are baseline covariates; and
—; is the random intercept for group treatment cluster j.

Our main goal is to test whether ,=0, which is the difference in weight change between
intervention and control groups. A strength of our approach includes accounting for correlated
responses among intervention participants in the same treatment cluster. The approach we
chose assumes a homogenous variance between the clusters (cohorts); a recent study showed
this may be acceptable in scenarios where ICCs are low, as assumed in our study. Our
approach of adjusting for baseline weight and pre-specified baseline covariates will provide the
most efficient way of estimating the effect of intervention.

We will calculate a point estimate and 95% confidence interval for the effect of intervention, S, ,
based on the fitted mixed effects model. A test of the null hypothesis of no intervention effect,
B,=0, will be conducted using a significance threshold of 0.05. The test will be based on a t-

statistic with denominator degrees of freedom calculated using the Kenward-Rogers
approximation. Since we are only testing a single hypothesis for the primary analysis, no
adjustment for multiplicity will be needed.

Aim 1 Secondary and Aim 2 Exploratory Analyses

We will compare intervention and control conditions on 6-month PTSD symptom reduction, 12-
month weight loss and PTSD symptom reduction, and 6-month change from baseline for other
treatment targets. The primary outcome model will be used for continuous outcomes. Note that
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only the weight models will include African-American race as a covariate. Binge eating disorder
at 6 months will be analyzed using a random intercept logistic regression model with an
indicator variable for intervention arm. We will use the same statistical test as described for the
primary analysis. Given analyses are exploratory, no adjustment for multiple comparisons will

be made.

Note: Aim 3 analyses are not covered in this statistical analysis plan.

Table 1. Statistical Models?

symptoms from baseline
3. 12-month absolute weight change
from baseline (pounds)

Analysis Outcome(s) Independent Variables
Binary treatment indicator

Primary 6-month absolute weight change from Baseline weight

analysis baseline (pounds) _ _ .
Binary African-American race
indicator

1. 6-month absolute change in PTSD Binary treatment indicator
symptoms from baseline :
Secondary 2.12-month absolute change in PTSD Baseline outcome
analyses

Binary African-American indicator
(weight analysis only)

Exploratory
analyses

6-month absolute change from baseline

in:

1. Diet quality

2. Eating habits

3. Night eating

4. Emotional eating

5. Average MVPA and average
LMVPA (adjust for total # of valid
days at baseline and 6 months)

6. Social support — Diet

7. Social discouragement — Diet

8. Social support — physical activity

9. Social discouragement — physical

activity
10. Insomnia Severity Index (I1SI)
11. Depression symptoms
12. Internalized Weight Bias

Binary treatment indicator

Baseline outcome

2 All models account for clustering through the inclusion of a random intercept for group treatment cluster.
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Analysis

Outcome(s)

Independent Variables

Exploratory

Binge eating at 6 months

Binary treatment indicator

Analyses

Binary treatment indicator
o Baseline outcome
Sensitivity
analyses: Binary African-American indicator
1. 6-month absolute weight change

adjusting from baseline (pounds) Total number of MOVE! visits 12

for prior 2. 12-month absolute weight change months prior to baseline

weight loss from baseline (pounds)

treatment Binary indicator of prescription weight
loss medications at baseline
Binary treatment indicator

Sensitivity Baseline outcome

analyses:

o 1. 6-month absolute change in PTSD Total number of mental health visits
adjusting symptoms from baseline 12 months prior to baseline, per EHR
for prior 2. 12-month absolute change in PTSD o _
mental Symptoms from baseline Number of PTSD visits in the prior
health year
treatment L

Binary indicator of PTSD medications
in the last year
Binary treatment indicator
Sensitivit .
y Baseline outcome
analyses:
. Binary African-American indicator
Including .
" ) (weight analyses only)
aux.lllary 1. 6-month absolute weight change
variables to from baseline (pounds) Auxiliary variables discussed in the
assess 2. Handling of Missing Data section.
|m.pa.ct of Plus those that appeared possibly
missing associated with missingness on 6-
data month weight in descriptive
comparisons.
Sensitivity: 1. 6-month absolute weight Binary treatment indicator
bariatric change from baseline (pounds)
surgery 2. 12-month absolute weight change
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Analysis

Outcome(s)

Independent Variables

influence

from baseline (pounds)

Baseline outcome

Binary African-American indicator
(weight analyses only)

Remove veteran outcome with
bariatric surgery. However no one
had bariatric surgery during the study
period so this analysis is not being
conducted.

Sensitivity
analysis:
examine
differences
in

Binary treatment indicator
Baseline outcome

Binary African-American indicator
(weight analyses only)

-Binary indicator of prescription
weight loss medications from
baseline to 6 and 12 months reported

utilization 1. 6-month absolute weight in EHR and/or self report

across tx change from baseline (pounds)

conditions | 2. 12-month absolute weight change -binary indicator of non-MOVE!

and the from baseline (pounds) +UP/MOVE! weight management

influence of | 3 care (i.e., any self-reported non-Va

these program, dietician visits TeleMOVE!).

factors on Will not include self-reported use of

weight loss websites, Fitbits etc.

outcome.
If the pattern of results changes from
what was found in the primary
analysis, we would pursue a formal
mediation analysis.

Sensitivity 1. 6-month log-transformed weight | Binary treatment indicator

analysis: If change from baseline (pounds)

we see 1. Baseline outcome

.substantl'al Binary African-American indicator

issues with (weight analyses only

the g-q

plots when

the primary

analysis is
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Analysis

Outcome(s) Independent Variables

run, we will
do a
sensitivity
analysis
with a log-
transforme
d outcome

Qualitative Data Coding and Analysis—Aim 3. If we have a positive trial, we
will use template analysis, a method for thematic coding of text well suited when
the aim is to investigate themes with a clear structure.'®® The CFIR will guide
coding and analysis of qualitative interview transcripts, field notes, and
suggestions on Veteran satisfaction measures, using CFIR coding
guidelines.?*' Coding discrepancies will be resolved by a consensus approach
with input from our co-investigators. After codes have been applied to each data
source, memos will be written with summary statements and corresponding
supporting quotes. Findings will be summarized in products and will guide
adaptations to MOVE!+UP content and procedures, and inform future
implementation activities.

5.7 Withdrawal of Subjects

a. Veteran participants (Aims 1 and 2)

Participants were reminded that they are free to withdraw from the study at any
time without loss of any materials they have obtained through the study and that
their information will be kept confidential. If an immediate and serious risk is
discovered, staff will consult with the PI, Dr. Hoerster.

If the data and safety monitoring committee (DSMC) member(s) determine that
involvement in the study was not in a Veteran's best interest, we would withdraw
them from the study. Although we did not identify hard-and-fast stopping rules
because we wanted to make Veteran involvement as individualized as possible,
we would likely withdraw a participant from the study if they expressed suicidal
intent or had an extreme exacerbation of PTSD symptoms (i.e., an increase of 10
points on the PTSD Checklist in the course of a week) that they and/or Pl or
DSMC attributed to study participation. Any adverse effect of moderate or greater
severity deemed to be definitely associated with the study will be reported to the
participant and his/her health care provider(s). Serious adverse events (SAES)
will be reported to the IRB following standard IRB requirements. We will consult
the DSMC to assess the impact of significant data loss due to problems in
recruitment, retention or data collection.

Should something come up that may affect the subject’s health or welfare (for
example a subject becomes pregnant or plans bariatric surgery during the study)
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we would require that subject speak with their primary care provider or other
physician to confirm that it is okay for them to continue participating in the study.

If a participant decided to withdraw, or if they were terminated from the study, a
person from the study team may need to meet with them to discuss the
necessary steps that they may need to take to end Veteran participation in the
study. Veterans were also reminded that If they decided to withdraw from the
study, no new information would be collected from them (aside from prospective
CDW data, noted in the consent as described above); however, data already
collected will continue to be part of the analyses.

b. VA Employees (Aim 3)

VA staff participants will be assured that they can, at any time, refuse to answer
any question, and at any time elect to withdraw from the study. They also will be
assured that their participation or lack thereof will not be reported to their
supervisor or peers nor will it have any impact on their work environment and that
they are free to participate in the presence of union representation.

5.8 Union Notification

Of note, during the pilot, we notified the union of our research and recruitment of
VA employees (Aim 3) for the purposes of that (essentially identical) study, and
the Union Representative reviewed our interview guide and determined that as
our study does not concern employees’ conditions of employment, union
notification is not required (see submitted Union Approval).

Regarding our Veteran participants (Aim 1 and 2), we likely won't know if a
Veteran is also an employee until we open up their medical chart in CPRS.
However, we confirmed eligibility (diagnoses and participation in care) in the
Veteran’'s medical record in CPRS during the recruitment and screening process.
Furthermore, because study participation may involve weekly intervention
sessions, any Veteran employees who might be interested in participating would
also need to participate on their own time (that is, during their off hours), so we
would likely be able to ascertain if an interested participant is also a Veteran
employee fairly early on. Regardless, because we do not explicitly discuss
conditions of Veteran employees’ employment in any of our questionnaires or
interviews, we felt we did not need to pursue union notification/approval as we do
not meet that criteria (given to us by the union representative as noted above) for
union review.

6.0 Reporting

Safety Assessment. Opportunities for participants to systematically report safety data occured
during the baseline assessment visit, 6-month assessment visit, and the 12-month assessment
visit (see attached Medical History AE Assessment). Specifically, study staff administered a
medical history AE assessment at the 6- and 12-month visits. Safety information also was
collected when reported in clinical or other encounters with members of the study team (e.qg.,
interventionists, MOVE! clinicians, and/or research staff). Dr. Hoerster and Dr. Donovan (DSMC
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member) independently assesed each AE reported on the Medical History AE form or to study
team members for expectedness in the study population, severity, start and resolution times and
relation to study activity. They also w identified any important follow-up activities to ensure
appropriate care is received. With respect to actions that need to be taken on SAEs, Dr.
Donovan in consultation with the DSMC, would make recommendations regarding the following:
consideration of early termination of the study due to treatment safety concerns, and
modification of the study protocol regarding areas of recruitment, participant retention, outcome
assessment, statistical analysis, or general trial operations. For AEs reported during the
intervention phase, they were monitored on at least a weekly basis until deemed to have been
resolved. If they were ongoing after the 16-session intervention phase, they were reassessed
on a weekly basis for participants whose care team wass not yet engaged; once the care team
is engaged in managing the issue, the AE wouldl only be reassessed at the 6-month (and 12-
month if needed) assessment timeframe until it is resolved. No assessment of AEs will continue
beyond the 12-month assessment timeframe unless deemed necessary by the DSMC.

Development or exacerbation of the following conditions or states are expected AEs in
participants who have a high BMI and PTSD and adopt healthy eating and physical activity
program:

 Gastrointestinal symptoms related to diet;

» Musculoskeletal symptoms or injury resulting from physical activity;

» Weight associated disorders including diabetes, hypertension, liver disease,

cardiovascular disease, asthma, COPD, clotting problems, and other lung related

conditions;

« Other conditions associated with unhealthy health behaviors, such as from

tobacco and alcohol disorders (e.g. cancer);

* Age-related ilinesses;

» Mental health symptom exacerbations;

* COVID-19 (SARS-CoV-2) infection due to population prevalence;

« Unhealthy eating behaviors (e.g., binge eating)

Study progress and safety are reviewed in weekly staff meetings (and more frequently if
needed). The frequency and type of data review for this study differs according to the type of
data and can be summarized in Table 8 below.

Table 8. Data Review and Monitoring

Data type Frequency of review Reviewer
Subject accrual (adherence to Daily in peak recruitment Principal Investigator (PI)
protocol regarding demographics, | phases; monthly otherwise | and research coordinator

inclusion/exclusion) (RC)

Adverse event rates Weekly Pl and RC, and 2" DSMC

AE rater

Compliance to treatment Weekly Pl and RC

Data quality Weekly Pl and RC
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Data and safety monitoring Quarterly for chair and annually Pl, RC, and DSMC

committee (DSMC) reports for full committee, with

additional consultation as
needed

Data and Safety Monitoring Committee. Upon discovering an SAE, study staff wouldprovide
the IRB and DSMC with a report describing the duration (start and stop dates and times),
severity, outcome, and relation to study activity, according to the required timelines. The DSMC
would potentially request additional information if it deems additional deliberation is warranted.
Serious problems will also be reported within 5 days to the IRB.

For all other events, staff summarized and reported them to the DSMC the numbers and types
of all AEs (not by treatment arm) on a quarterly basis to the chair and full committee annually. At
their discretion, the DSMC could y request unblinded results in order to determine the nature
and extent of effect of the intervention. Were the DSMC to make this request, we will maintain
blinding of the investigators and the staff involved in follow-up data collection and analysis. If, at
any time, the investigators believe they are seeing an increase in SAEs that is a cause of
concern, they would bring this to the attention of the DSMC.

At the annual meeting, the DSMC reviewed AE/SAEs and the quality of data, as well as study
progress (and provided o recommendations, as appropriate, with respect to):
» Determination of any actions to be taken in response to SAEs;

* Reports related to study operations and the quality of the data;

 Consideration of early termination of the study because of treatment safety
concerns;

» Modifications in the study protocol concerning recruitment, participant retention,
data quality, outcome assessment, statistical analysis, or general trial operations.

7.0 Privacy and Confidentiality

Protected health information (PHI) is obtained during the course of this study. Every effort is
made to reduce risks to Veteran and VA employee participants. A number of steps were taken
to ensure confidentiality and data protection throughout the study, with additional detail in
Section 9.0 Information Security and Data Storage/Movement, below. All study staff
complete the appropriate human subjects research trainings including VA Human Subjects
Protection, VA Privacy and Information Security Awareness and Rules of Behavior, and Privacy
and HIPAA Training. Clinical notes were written for Veterans when they participate in MOVE!
+UP or MOVE! because those are part of standard clinical care. Standard VA clinical
documentation practices were used to ensure protection of privacy and confidentiality. Special
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measures were taken with all digitally-recorded interviews and sessions to ensure confidentiality
of Veteran and VA staff participant information. Digital recordings, and subsequent
transcriptions and rating sheets, contain no identifying information, but will contain only a unique
study ID assigned to the participant. The digital recorder remains securely in the research staff's
possession at all times, and staff will securely transfer the digitally recorded interview data to a
secure, project-specific, folder (SFFX folder) on the protected server on a drive specifically
designed to house and protect research data. After downloading the digital recording to the
secure drive, the interviewer deletes the data entirely from the digital recorder before
transporting it. In this way, the only source of digital recordings will be on the secure server. To
record VVC sessions for MOVE!+UP fidelity assessment, we have found that the most secure
and efficient way to record the sessions is to use the VA-approved software Audacity, allowing
us to store a recording of the session only directly into the secure research folder.

As a result of these measures, we do not expect any breach of confidentiality for Veteran and
VA staff participants. Participation is voluntary, and Veteran and VA staff participants could
withdraw from the study at any time and are free to skip assessment questions. Unique risk
protection considerations for Veterans and employees are discussed in a and b below.

a. Veteran participants (Aims 1 and 2)

Participants bear no financial risk from any adverse effects of encounters from this
study. Primary Care Provider (or other VA physician) approval was obtained before
enrollment into the intervention or control condition of the study, and participants were
engaged in PTSD care, which facilitated care coordination for medical and mental health
issues that arose. For recruitment mailings to prospective participants, they were made
via an introductory letter with a stamped postcard allowing them to opt out of further
contact by the study team thus limiting risk for invasion of privacy. Participants
completed assessment measures via VVC (or other approved video conferencing
modality should VVC not be working) or over the phone. However, accelerometers were
collected via mail in the pre-packaged envelope that only includes their subject ID and
no identifiers. Study staff reminded the participants to remove the accelerometer and
arranged for UPS to pick up the accelerometer return envelope directly from the
participant or for them to be returned by mail.

The safety procedures for the MOVE!+UP community walk are detailed earlier, including
the pre-walk audit for a safe route.

b. VA Employees (Aim 3)
Il interviews with employees will be conducted via Webex for Business, the method now

encouraged by VA. Interviews will be transcribed, with individually identifiable
information redacted and stored separately from unique subject identifiers. Aside from
for recruitment purposes, no identifying information will be needed for research involving
VA staff. We will ensure that all VA staff participants understand they will be assigned a
unique study ID that will be used to label all study data such that data could not be linked
to individuals.
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8.0 Project Management and Communication Plan

8.1 Project Management

Dr. Hoerster oversees all aspects of the study. To ensure all elements of
the study protocol are followed and that study goals are met, the PI
conducted regular meetings with project staff to review study procedures
and status, barriers encountered, and develop responses to any identified
issues.The experienced research coordinator coordinated recruitment,
retention, and assessment; manage blinded research assistants She will
conduct qualitative interviews and analysis with oversight from the PI if
the trial is positive. To protect the blind and equipoise, research
assistants blinded to study condition and hypotheses conducted
assessments. Dr. Hoerster train and provided weekly clinical supervision
to the Veteran peer support and psychologist facilitators, based on fidelity
assessments of audio-recorded sessions. A data provisioner pulled
administrative data to be used in recruitment, and will pull additional
variables to be used as covariates in Aim 1 analyses, and in Aim 3
analyses. The study biostatisticians will run analyses for Aims 1 and 2,
and quantitative Aim 3 analyses. The PI will provide guidance, and if
relevant, Dr. Wong will oversee cost and utilization analyses.

We modified an Operations Manual developed for MOVE!+UP'’s pilot. Dr.
Hoerster coordinates communication among all study staff and Co-Is.
Weekly staff meetings were convened to ensure all study targets are met
in a timely fashion and to address issues. All Co-Is meet in-person or by
phone/video conference at least quarterly. The research coordinator
distributes minutes to all staff and Co-Is following weekly meetings to
ensure reliable communication of key study management issues. We
presented to our COIN Veteran Engagement Board (VEB) to obtain input
prior to the RCT and will again regarding implementation and
dissemination, and as needed throughout.

8.2 Communication Plan

Information about the communication of study progress and safety is discussed
in detail in Section above.

9.0 Information Security and Data Storage/Movement

All data will are stored in offices at VA Puget Sound HSR&D with locked filing cabinets and
password-protected computers. The administrative data extracted for recruitment is stored and
accessed within the VINCI environment as well as within the PI's secure VA research data
folder. The investigators, project coordinator, and research assistants are the only staff to have
access to confidential records. Following assessments, we will transport completed
guestionnaires in a locking medical bag to transport for data entry and secure storage.
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ActiGraph accelerometer data will be processed and downloaded using the ActiLife software
available on a non-VA network laptop (i.e., one purchased through Seattle Institute For
Biomedical And Clinical Research (SIBCR) funds for this specific use for the study) as we and
the IT support staff who have attempted to help us, are currently unable to download the
software onto the VA network because of Federal Information Processing Standards (FIPS)
incompatibility. However, the ActiLife program is still approved for use per VA TRM. All
downloaded accelerometer data will then be transferred using a VA-approved external hard
drive and saved to the PI's secure research data folder on the VA network. All data will be
deleted from the laptop and the external hard drive as soon as we are able to confirm that the
accelerometer data have transferred to the secure network, which will require having ActiLife
software installed. As such, we are storing the deidentified (subject ID only) accelerometer data
on the laptop until we are able to install ActiLife on the VA network since we will need that
software for processing and analyzing the accelerometer data. The laptop and external hard
drive will be locked in a file cabinet in the PI's HSR&D closed door office. Access to the laptop
is also password protected, with only select IRB-approved study staff accessing it.

REDCap (a VA-approved, secure Web application that facilitates the collection and entry of
research data) is used to maintain non-PHI study data (i.e., screening information, study
attempts for contact, etc.). Only approved and trained study staff have access to the REDCap
project database. No identifiers are stored in the database, and all information is linked via a
unique subject ID. This system replaced our prior study database because it is a more user-
friendly interface for data entry by multiple users and to facilitate study management. There will
be no Veteran-facing REDCap interface (e.g., for questionnaire data collection).

ID numbers rather than names will be used whenever possible. Lists of Study ID numbers will
be generated randomly using software prior to enrolling subjects in either the RCT or the
employee interviews and ID numbers will be assigned in the order in which they were
generated. A single master list (“crosswalk”) contains subject information, as well as
participants’ unique Study ID. The crosswalks are stored in a password-protected file in a
password-protected computer, in a restricted file on the VA network (in secure SFFX folder)
separate at all times from the study data. Study data will never contain any identifying
information. Aggregate data will be presented to external audiences. Individual identifiers will be
deleted when they are no longer necessary for the project. Data will be maintained and
destroyed in accordance with the most current VA Records Control Schedule. Additional
information about storage of recordings for fidelity assessment is in Section 7.0 Privacy and
Confidentiality above.
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