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|. Background:

Why we need scalable, non-pharmacological
interventions for Veterans with chronic pain



Dual public health crises: chronic pain & opioids

e > 100 million US adults |
* 5635 billion/year in health care and lost productivity | “=relieving

AN

(IOM, 2011)

—

* 47,000 Americans died of opioid overdose in 2017 (CDC, \‘ .
2018) oo




Veterans disproportionately affected by chronic pain &
opioids (I0M, 2011)

* Up to 50% of male Veterans & 78% of female Veterans report pain
(Haskell, 2006; Kerns; 2003; Nahin, 2017; Gironda, 2006)

» Co-exists with mental and physical health conditions that affect
Veterans (e.g., PTSD, substance abuse, depression; Stecker, 2010)

* VA patients: almost 2X rate of accidental fatal poisoning; opioid
analgesics are drug class most commonly involved (Bohnert, 2011)



Consensus: Need to shift from “opioid-centric” pain
management to multi-modal models that use evidence-based
non-pharmacological treatments (NPTs)
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Critical need to provide effective, non-pharmacological

treatment to vast numbers of Veterans with chronic pain
& comorbid conditions (Kligler, 2018)
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Conference on Non-Phamacological Approaches to Chronic
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NIH-DoD-VA Pain Management Collaboratory
Funding Initiative

Goal: Study effectiveness of nondrug approaches to chronic pain
management in military and Veteran health care delivery systems

S81 million in grants over 6 years

Funds Coordinating Center & 11 Pragmatic Clinical Trials Demonstration
Projects (UG3/UH3)
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Long-term goal

Reduce chronic pain and comorbid conditions among
Veterans,

through non-drug, evidence-based approaches (Mindfulness-
Based Interventions),

that are “Veteran-Centric,” designed to optimize engagement,
adherence, and sustainability,

and are deliverable to large numbers of Veterans (“scalable”)



Mindfulness-Based Interventions (MBIs)

* Mindfulness: “the awareness that arises by paying attention, on
purpose, and non-judgmentally, to present moment
experience”(Kabat-Zinn 1990)

* MBIs: Mindfulness meditation training & practice = attention
regulation, body awareness, emotional regulation, shifts in self-
perception

* Mindfulness-based stress reduction (MBSR; Kabat-Zinn):
predominant MBI



Mindfulness-Based Interventions (MBIs): non-drug,
evidence-based strategies for chronic pain

e Systematic reviews (Bawa 2015; Chiesa, 2011; Gotnik,
2015; Hilton, 2016; Rosenzweig, 2010) - MBIs improve:

* pain intensity, pain acceptance, *physical functioning
(*mixed)

e comorbidities (e.g., depression, anxiety, sleep
difficulties)



Need for more attention to MBI intervention design &
fidelity

e Effect sizes are modest & vary across studies (Jackson, 2019)

* MBIs: multifaceted interventions requiring systematic
development

* LAMP - uses evidence-based models to optimize MBIs to
meet adaptive pain behavior goals



Iterative, stepped approach informed by Behavioral
Change Wheel Model (Michie, Atkins & West, 2014)

* Synthesizes 19 behavior change frameworks

* Address components required to change behaviors:
Capability, Opportunity, Motivation (COM-B)

* Maps intervention elements with patient needs & desired
outcomes



Conceptual Framework (COM-B; Michie, 2014)
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Improvements in pain response, pain functioning and other outcomes related
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LAMP: Designed to deliver MBIs to large number of
Veterans (scalable)

e > 9 million patients in VHA

* VHA leaders & providers struggle to meet Veterans’ demands for
Complementary & Integrative Health treatments (Fletcher, 2016)

* Lack of time, space, funding, staff training

* Mindfulness-Based Stress Reduction (MBSR) —Difficult to scale-up

 Lack of certified MBSR instructors due to intensive & costly
certification process

* Time-intensive: 8 2.5 hr. sessions; daylong retreat



LAMP: Designed to be “Veteran-Centric” & optimize
engagement, adherence, and sustainability

* MBSR — patient-level barriers (Boggs, 2014; Martinez,
2015)

* Intensive time commitment (33 hours, 45 min daily
practice, travel time)

e Access barriers (travel)

* Aversion to group format (especially women Veterans;
Martinez, 2015)

* Barriers — may contribute to high rates of drop-out, non-
adherence & lack of sustainability



LAMP programs

* Group + Mobile Mindfulness: Pre-recorded modules presented by
MBSR instructor, viewed in group & interspersed with discussions led
by a non-expert facilitator

e Based in MBSR

 Format developed by Co-Is Evans & Haley (R21#AT009110); adapted for
Veterans with pain

* Mobile app (with in-class and practice modules) & workbook
* Incorporates specific behavioral change strategies

* Mobile Mindfulness: Same training and practice modules delivered
via mobile app

e Can examine added benefits of group component



Specific Aims: Phase 1 (UG3: Years 1-2)

* AIM 1.1. Develop and implement an Engagement Plan to involve
Veterans and stakeholders as partners.

 AIM 1.2. Use iterative user-centered desigh methods to adapt 2 MBIs
to optimize Veteran engagement and sustainability.

 AIM 1.3. Conduct a 3-arm pilot RCT (N=48) to test data extraction,
recruitment, intervention, and data collection protocols.



Phase 2 (UH3 - Years 3-6):

AIM 2.1: 4-site 3-arm RCT (N = 750) to test effectiveness of Mobile+Group and Mobile
MBIs compared to usual practice

* Primary outcome: Improvement in Brief Pain Inventory total score assessed at 6 months
* Outcomes also assessed directly after intervention and at 12 months

* Examine the effectiveness separately by gender, as women Veterans experience
elevated rates of chronic pain and mental health conditions

e Secondary outcomes:

* Patient-reported measures related to pain, co-morbid mental health conditions and
function

* EMR (e.g., medication prescription/refills, health care visits for pain management)

* Will explore patient characteristics that may predict treatment response



Phase 2 (UH3: Years 3-6)

 AIM 2.2: IMPLEMENTATION data collected & described, guided
Reach, Effectiveness, Adoption, Implementation, and Maintenance
(RE-AIM) framework

* Multi-stakeholder, mixed methods process evaluation

* Assess patient, staff, and health system leader perceived barriers
and facilitators of intervention

* Quantitative data to assess intervention application, adherence,
fidelity, and inform cost estimate




Innovations

* First to test scalable MBIs specifically for treating chronic pain in the
VHA context

* First study statistically powered to examine the effects of MBIs on
women with chronic pain

* Grounded in theoretical framework using behavioral change theory,
informed by Veterans with chronic pain & key stakeholders

* Addresses implementation barriers to MBIs



l1l. Intervention refinement process*

* Phase I: Refine intervention & conduct pilot study (5/15/18 -
5/14/20)

*Evans R, Haley A, Burgess D, Kennedy D. A Mindfulness Based Intervention
for Adaptive Pain Behaviors: Application of a Theory and Evidence Based
Design Process. Poster to be presented at the International Forum for Back
and Neck Pain Research in Primary Care, July 3, 2019, Quebec City, Canada.
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Intervention Development Process Diagram

Intervention Structure
/ Format Decided

Module Topics /
Themes Decided

\ 4

\ 4

Key Messages Module Scripts

Keynote Slide Deck &
Workbook

Film Content Videos

A

Post Production




Veteran and stakeholder engagement input throughout
process

e Veteran Engagement Panel (VEP): Racially diverse, mixed-gender
group of Veterans with chronic pain
* Partners — not participants
* In-depth (2 to 3 hr.) meetings to provide input

 Stakeholder Advisory Panel (SAP):

* VA leaders in Integrative Health, Women’s Health, Pain Management, Women
Veterans;

* Non-VA & Veteran experts (chronic pain, women’s health, mindfulness)



Intervention Mapping

Needs Assessment

e |iterature review

* Input from:
e Subject matter experts
* \Veteran Engagement Panel (VEP)
 Stakeholder Advisory Panel (SAP)

* \Veteran “Personas” (VHA Human Factors Engineering, 2017)



Veteran Personas

* Developed by VHA Human Factors Engineering program

* Representative users from 4 key groups: Vietnam Era
Veterans, WW!I| and Korean War Veterans, Post 9/11 Era Male
Veterans, and Post 9/11 Era Female Veterans

https://veteransaffairsuxguide.com/wp- VETERAN PERSONAS
content/uploads/2017/10/VA-Veteran-Personas-V1.6.pdf September 2017

dnd



https://veteransaffairsuxguide.com/wp

Veteran Personas
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Columns: Weekly Sessions (1-8) — Topic

 Activity (1 -7)
 Learning Objective(s)

Intervention spreadsheet™ (56 activities)

* COM (Capabilities Opportunities Motivation)/Intervention

Function
* Format
* Time (min)
* Behavior Change Technique(s)

*37 columns X 50 rows
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Intervention spreadsheet (56 activities)

* Learning Objective(s)
* COM/Intervention Function
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Example: Week 1 — Mindfulness and Pain; ActivitY 3-Educational Video

Learning Objectives [Primary Behavior Change Techniques] COM- rmat Time Behavioral Change
(TDF JInternvention Techniques by Intervention
Function 3 Function
-
Address: Educational Video 12
1.Provide information that engaging in healthy behaviors, like pain can be |C-Pyschological Education
difficult and stressful for anyone; physical and psychological Capability (Knowledge) -Information about what
dizcomfort, is part of being human and iz normal (prevalence of pain, u=ing Education mindfulne=ss i in relation to pain
impacts of pain} [INFORKMATICN] M-Reflective Motivation -Information about health and
u=ing Perzuasion emotional consequences (e.4.
2 Prowvide information about what mindfulness is, related terms information abkout health impacts,
(attention, intention, attitude—la.A), and why it matters. for wellbeing and emotional impacts related to
pain [INFORKMATION] being/not being mindful in daihy
Provide information about what it means to be non-judgmentalhy aware life, related to pain}
of present moment experiences in relationship to pain, and why it is
important [INFORMATION]
Persuasion
3.Prowvide information about the consequences (emotional, heath) of -Werbal perzuasion about
mindfully approaching pain (can lead to new perspective about pain; capability—mindfulness is within
new feelings about one’s own ability/'=elf-efficacy related to pain; new everyone's reach; how
positive/adaptive ways to manage s=ome of the challenges/barriers to mindfulness can help with tuning
pain}; versus not being mindful when approaching/dealing with pain into body's cues, making helpful
[INFORMATION EMOTIONAL, HEALTH CONSEQUENCES];[SALIEENCE OF pain choices; how program can
HEALTH CONSEQUEMCES] help overcome
barriers/challenges to learning
4 Provide information on common barriers/faciltators to learning mindfulness
mindfulness =kile—course has been designed to provide strategies, SDTiF't Lirk -Salience of health conseguences
tools to overcome the barriers, but like any =kill, need to practice (will PrezentationfSlide Link (e.g. story about health
get out of i, what vou put into i) [INFORMATION] - - consequences about being/not
video Link being mindful in daily life, pain)
2.Provide information on human capacity for mindfulness...within Workbook Link
everybodys’ reach;individual has capacity for mindfulness; is a skil that
can be developed with practice, through meditation, mindful mowvement,




Weekly Activities

Introduction

Individual Reflection or Reflection/Group Discussion
Educational Video

Guided Meditation Practice Video

Guided Mindful Movement Practice Video
Individual Reflection or Reflection/Group Discussion

N o U s W hNhPeE

Session Close



Weekly Topics

Mindfulness and Pain

Working with the Body Mind Connection
Being Kind to Yourself

Thoughts & Feelings

Power of Perspective

Finding the Positive

N o U s W hNhPeE

Connecting & Communicating
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Design & Development

Process Intervention Assets

e Video & audio lessons
* Delivered in group setting & on mobile app

* Facilitator training manual & presentation slides
* Patient workbook



Mobile app refinement (in-process)

e Part of intervention refinement

* Customizing existing platform designed for behavioral researchers;
data collection capability

* Made compliant with VA standards
e Usability testing & fixing bugs
* Optimization interviews with Veterans




Questions & Discussion

e Forthcoming methods posters to be presented at the International Forum for
Back and Neck Pain Research in Primary Care, July 3, 2019, Quebec City,
Canada.

* Email me if interested in receiving a copy: diana.burgess@va.gov
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