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Paradigm shift in pain management 

Pain management considerations in Military Health System 

NIH-DoD-VA Pain Collaboratory 

Operationalizing SMART Stepped Care Management in the MHS 



Institute of Medicine Committee for Advancing Pain Research, 

Care and Education (2011) 
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Approximately 100  million2 U.S. adults burdened by chronic pain 

alone. 

The annual national economic cost associated with chronic pain is 

estimated to be $560-635 billion. 

Pain is a uniquely individual and subjective experience that 

depends on a variety of biological, psychological, and social factors, 

and different population groups experience pain differentially. 

Many shortfalls in pain assessment  and  treatment persist despite 

humanity’s intimate familiarity with pain throughout history, 

In general, these shortfalls arise through gaps in policy, treatment, 

attitudes, education, and research. 

https://www.nap.edu/read/13172/chapter/2#pq2


National Pain Strategy:  A Comprehensive Population Health Level 

Strategy for Pain (2016) 

 

  

 

  

  

“The government’s first broad-ranging effort to improve  how pain is perceived, 

assessed, and treated: a significant step toward the ideal state of pain care.” 

Challenges in service delivery: 

▪ not evidence-based. 

▪ not coordinated. 

▪ too often limited to pharmaceutical and procedure-based 

care 

Efforts to reduce the burden of pain in the U.S. 

cannot be achieved without an expanded and 

sustained investment in basic and clinical 

research on the biopsychosocial mechanisms that 

produce and maintain chronic pain. 



National Pain Strategy:  A Comprehensive Population Health Level 

Strategy for Pain (2016) 

  

 

  

  

“The government’s first broad-ranging effort to improve  how pain is perceived, 

assessed, and treated: a significant step toward the ideal state of pain care.” 

NPS recommends a population-based, 

biopsychosocial approach to pain care,  grounded 

in scientific evidence, integrated, multimodal and 

inter-disciplinary, while tailored to an individual  

patient’s needs. 

Research and demonstration efforts are needed 

that build on current knowledge, develop new 

knowledge, and support further testing and diffusion 

of model delivery systems. 



The Military Health System (MHS) 



Chronic Low Back Pain in MHS

753,450 new LBP consultations in MHS (2007-2009) 

▪ 63% of new consultations resulted  in opioid  rx. 

▪ 9.6% attended physical therapy within 30 days 

o Early use of physical  therapy: 

↓ risk for opioids; 

↓ risk for receiving surgery, injections, advanced imaging; 

↓ subsequent health care costs  

▪ $918 million  in LBP-related costs over 2-year follow-up period 



Chronic Low Back Pain in MHS 

▪ 70% of active duty personnel with chronic pain have  a LBP  diagnosis 

▪ For active duty military, LBP has been the most common  reason for a medical 

encounter every year  since 2011, accounting for over 1 million encounters in 2015. 

▪ LBP is a leading cause of medical discharge and  a top reason  for evacuation from 

deployment 



 

 

   

 

  

 

Co-Morbidity Burden OEF/OIF/OND Polytrauma Triad in 340 

Veterans with persistent pain OEF/OIF/OND Veterans 

Vets with No 

Pain (1,394) 

Vets with 

Persistent 

Pain (3,848) 

Obesity 37.9% 48.8% 

PTSD 6.5% 33.6% 

Mood Disorder 6.5% 23.9% 

Anxiety Disorder 2.6% 8.3% 

Substance Use 

Disorder 
1.1% 6.1% 

TBI 0.2% 1.5% 

Higgins et al., (2014). Persistent Pain and Comorbidity Among Operative 

Enduring Freedom/Operation Iraqi Freedom/Operation New Dawn Veterans. 

Pain Med, 15, 782-90. 

Lew et al., (2009). Prevalence of Chronic Pain, Posttraumatic Stress Disorder and 

Post-concussive Symptoms in OEF/OIF Veterans: The Polytrauma Clinical Triad. J 

Rehabil Res Dev, 46, 697-702. 



MSMR, Jan, 2016 



 30,612 New LBP episodes lasting >90 days with no 

previous opioid use (2012 - 2014) 

o 

o 

25% received opioids or tramadol within 30 days 

44% received an NPT with 30 days 



        

o 

o 

Early NPT vs. opioids associated with: 

o ↓ risk for duty limitations 

o ↓ risk for long-term opioid use 

o ↓ risk for pain-related hospitalization 

NPT used in first 30 days: 

39.9% exercise therapy or PT 

o 19.7% spinal  manipulative therapy or DC 

o 11.0% massage 

2.4% acupuncture/dry needling 



 Adopt the VHA Stepped Care Model to ensure timely 

access to collaborative care, reduce pain and suffering, 

and improve quality of life for Warriors and their 

Families. 



▪

▪

▪

▪

Begin with low risk, low cost care 

Escalate care based on complexity 

of patient, persistence of symptoms, 

poor response to prior steps 

Evidence-based care options 

provided across each step 

Goal is to limit iatrogenic effects of 

inappropriate care escalation 

  



  
  

 

 

 

 

 

This Defense Health Agency-

Procedural Instruction is a dual effort 

between the Pain Management Clinical 

Support Service and the Clinical 

Communities to achieve our stated 

purpose through implementation of 

the MHS Stepped Care Model. 

The MHS Stepped Care Model seeks to enable clinical communities to provide 
evidence-based pain management guided by practice guidelines; promote NPT; 

prevent acute pain from becoming chronic; and minimize use of opioids with 
appropriate prescribing only when indicated. 



 

Working Together February 2015: Report of The National Advisory Council on  Complementary and 

Integrative Health 

The working group recommends the NCCIH further assess the feasibility of undertaking 
one or more large-scale studies in cooperation with VA and DoD to answer important 
policy and patient care questions about … pain management. 

Research should focus on: 

✓

✓

✓

An integrated package of nonpharmacologic treatments that could be individualized; 

An integrative model of care that could include complementary health 

approaches; and/or 

A holistic or personalized approach to health care. 

https://nccih.nih.gov/about/naccih/military-report#Summary 

https://nccih.nih.gov/about/naccih/military-report#Summary


www.painmanagementcollaboratory.org 

www.painmanagementcollaboratory.org


RFA-AT-17-001

NIH-DoD-VA Pain Management Collaboratory Funding Initiative 

• 

• 

• 

Joint support from NIH, DoD and VA 

Modeled after NIH Health Care Systems 

Research Collaboratory Program 

Overall Goal: 
develop the capacity to implement cost-effective 
large-scale clinical research in military and veteran 
health care delivery organizations focusing on non-
pharmacological approaches to pain management 
and other comorbid conditions. 



 

  

The goal of the PMC is to develop capacity to 
implement cost-effective large-scale pragmatic clinical 
research in military and veteran health care delivery 
organizations focusing on non-pharmacological 
approaches to pain management and other comorbid 
conditions. 
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Key Considerations 

Pragmatic examination of NPT options for chronic LBP consistent with 

Stepped Care Approach 

Consideration of work force and priorities in the MHS. 

Address question of “what works best for whom?” 

Address questions of sequencing and  “stepping up” care for those who 

are non-responsive. 



 

SMART Stepped Care Management for Low Back 
Pain in Military Health System 

• 

• 

• SMART Design (Sequential Multiple 

Assignment Randomized Trial) 

GOALS 

– Examine pragmatic solutions 

– inform the construction  of adaptive 
treatment strategies 

Large number of interventions at each 

step with modest levels of evidence 

Little understanding of comparative 

effectiveness within steps, tailoring or 

sequencing treatments between steps. 
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Sequential Multiple Assignment Randomization Trial 

(SMART) Design 

 



Why Use Adaptive Interventions? 

  

   

▪ Many interventions require decisions such as, "If 

the patient is unresponsive to initial care, what 

should we do next?" or "Once the patient improves, 

what treatment is needed to prevent relapse?” 

▪ A treatment’s effect may be impacted by what 

comes before or after. 

▪ High heterogeneity in response to any one 

treatment 

- What works for one person may not work for 

another 

- What works now for a person may not work later 



Why Use Adaptive Interventions? 

▪ Consistent with evaluation of Stepped Care 

Model 

▪ Define a tailoring variable to drive  adaptation 

▪ Sufficient power to rigorously evaluate 

heterogeneity in response to Phase I care. 

▪ Permits evaluation of sequences of treatment 

decisions for individual patients. 



 

 

  SMART Trial Design 

Scientific Aims: 

✓

✓

✓

✓

Compare First-stage Treatments 

Compare Second-stage Treatments conditional on first treatment 

(for non-responders) 

Identify optimal treatment sequences 

Develop more personalized treatment regimens 



 

 

PRIMARY AIM 1 

Comparative 

Effectiveness: 

M2H v. PT 

PRIMARY AIM 2 

Comparative Effectiveness: 

M2H+PT v. Mindfulness 

Among PT non-responders 

M2H+PT v. Mindfulness 

Among M2H non-responders 

Main Secondary AIM 3A 

Comparative Effectiveness: 

M2H v. PT 

For those with Mindfulness in Phase II 

M2H v. PT 

For those with M2H+PT in Phase II 



Eligibility 

▪ Active duty military, member of Reserves or National Guard, family 

member, or Tricare beneficiary receiving  care in a participating MHS facility. 

▪ Age 18 – 65 years at the time of enrollment. 

▪ Nonspecific LBP 

▪ Meets NIH Task Force definition of chronic LBP 

▪ Has not received interventional pain procedures or specialist care in past 6 

months 

▪ No spine surgery in past year 

▪ Not at elevated risk for suicide 



Design Considerations 

▪ Primary Outcome: PROMIS pain interference 

▪ Tailoring  Variable: Improvement of 7  T-score points from baseline on primary 

outcome 

▪ Sample Size: 1,200 across all sites 

▪ Sub Aims explore moderating effects of age  (> 50), sleep  disturbance 

(PROMIS sleep disturbance  > 50), baseline opioid use, gender 



Phase I Interventions 

Evidence-Based Physical Therapy 

▪ Risk Stratification 

▪ Patient Education 

▪ Individualized Exercise  and 
Manual Therapy 



Phase I Interventions 
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3. 
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5. 

6. 

7. 

8. 

The Whole Health program 

focuses on 8 components which 

contribute to wellness and 

health: 

Working your Body 

Power of the Mind' 

Spirit and Soul 

Family Friends and Co-workers 

Recharge 

Food and Drink 

Personal Development 

Surroundings 
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Move to Health Model 

GOAL: Improve readiness, resilience, 

performance 

Disease-Centered Care: “Find It and Fix it” 

Delivery of Healthcare 

-Focused on disease, illness and 

injury 

Prevention 

-Focused on disease prevention 

(immunizations, cancer 

screening) 

MTF 

-Injury and illness treatment 

-Chronic care management 

Person-Centered Care 

Delivery of Health 

-Collaborative partnership 

-Empowered self-healing 

-Healthy lifestyles and habits 

Prediction and Primary Prevention 

-Focused on Primary Prevention 

-Predictive analysis 

-Preclinical states 

Health Readiness Platforms 

-Promote health, wellness, prevention 

-Health Readiness Plan 

GOAL: Maintain absence of disease and 

restore to previous state 

LTC Tamara Funari / - - 19 April 2016 



Where are you? Where would you like to be?” 
▪ Sleep 

▪ Activity 

▪ Nutrition 

▪ Personal Development 

▪ Family/Social 

▪ Spiritual 

▪ Emotional 

▪ Surroundings 

Personal Health Inventory 



Operationalizing M2H for cLBP 

  

Grounded within self-determination theory 

Incorporate evidence-based elements for 

behavior change: goal-setting with counseling 

performed in a person-centered and autonomy-

supporting manner (MI). Bordoni, et al. A review of analgesic and 

emotive breathing: a multidisciplinary approach. J Multidiscip Healthc. 2016;9:97–102. 



Operationalizing M2H for cLBP 

 Health Coach responsibilities: 

✓ Engage and empower the patient to identify the domain of M2H Wheel that he/she  

wishes  to address. 

✓ Identify SMART goals within the chosen domain 

✓ Provide general and domain-specific education 

✓ Facilitate appropriate follow-up and referrals based on domain-specific algorithms 



Operationalizing M2H for cLBP 

Simplified M2H Wheel to 5 domains relevant to cLBP: 

✓ Physical Activity 

✓ Sleep 

✓ Nutrition 

✓ Extrinsic Well-Being (family, social relationships, work and/or home 

environments) 

✓ Intrinsic Well-Being (emotional, mental, physical  health, including 

smoking or other addictive behaviors) 

Management algorithms within each domain 

Training program for Health Coaches 

✓ Biopsychosocial vs Biomedical model 

✓ Relevance of 5 domains to cLBP 

✓ Motivational Interviewing and use of SMART goals 





Phase II Interventions 

Mindfulness-Oriented Recovery Enhancement 

✓Mindfulness. Participants are guided to: a) become aware of  when their attention is being 
engaged by pain, aversive thoughts and feelings; b) acknowledge and accept that this 
attentional engagement has occurred; and c) disengage attention from pain and aversive 
experience - shift and engage attention to neutral or health-promoting stimuli via the 
practice of  mindful breathing. 

✓Cognitive reappraisal. Patients are queried about their use of  mindfulness to become aware 
of, and decenter from automatic thoughts, challenge automatic thoughts, and become 
open to new, more adaptive appraisals. 

✓ Savoring of  positive experiences. Patients are queried about their use of  mindfulness to 
become aware of, focus their attention on, and savor day-to-day positive experiences 
(e.g., an enjoyable meal, a beautiful sunset, etc.) 



✓

✓

✓

✓

✓

✓

 

Current Status – Future Milestones 

Transitioned from Planning to Demonstration Phase 

IRB approvals and CRADA finalized 

Data collection infrastructure 

Study protocol approved through multiple levels of review 

Personnel Training and Stakeholder engagement at recruitment sites is 

ongoing 

Projected start date November 1, 2019 



www.painmanagementcollaboratory.org 

www.painmanagementcollaboratory.org



