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NIH-DOD-VA Pain Management Collaboratory
Approximately $81 Million investment over six years
Sponsors:

NIH

• National Center for 
Complementary and 
Integrative Health, National 
Institute for Neurological 
Disorders and Stroke, National 
Institute of Drug Abuse, 
National Institute of Alcohol 
Abuse and Alcoholism, National 
Institute of Child Health and 
Human Development, National 
Institute of Nursing Research, 
Office of Behavioral and Social 
Sciences Research, Office of 
Research on Women’s Health 

DOD

• Clinical Rehabilitative Medicine 
Research Program, Military 
Operational Medicine Research 
Program 

VA

• Health Services Research & 
Development Service, Office of 
Research and Development 



Gap between evidence and practice

• Growing evidence to support integrated, coordinated, multimodal and 
interdisciplinary models of pain care that support patient activation and 
pain self-management

• Significant organizational/systems, provider and patient-level barriers to 
timely and equitable access to these approaches

• Veteran and military health systems are ideally positioned to address this 
gap



NIH-DOD-VA Pain Management Collaboratory
Key Objective

• Conduct pragmatic clinical trials to evaluate whether nonpharmacological 
approaches for management of pain and common co-occurring conditions 
and integrated models of care are effective when delivered in the Veteran 
Health Administration (VHA) and/or the Defense Health Agency (DHA)

• Why pragmatic studies?
• Emphasize generalizability of results and protect rigor
• Answer questions that inform VHA and DHA about what services to 

make available to patients with pain throughout their systems
• Results may inform other health care systems about 

nonpharmacological treatments for pain management







Pragmatic Clinical Trials

• Phased cooperative agreement research applications to 
conduct large-scale, pragmatic clinical trials
• 1-2 year planning phase
• 4 year implementation phase 
• Transition to the implementation phase dependent upon completing milestones in 

the planning phase 
• During the implementation phase, the Pragmatic Clinical Trial teams worked with 

their respective funding agency and the PMC Coordinating Center to coordinate 
resource needs and monitor progress



PRagmaticExplanatory Continuum Indicator Summary
(PRECIS-2) Domains

• Eligibility: Minimal exclusion criteria (e.g., persons with significant alcohol 
use/abuse included)

• Recruitment: In the flow of routine clinical care
• Setting: Clinical care settings (e.g., primary care, PT, surgery)
• Organization:  Limited additional resources or training (e.g., clinical staff deliver 

interventions)
• Flexibility (in intervention delivery):  Patient-centered; flexible; adaptations 

consistent with optimized clinical care (e.g., COVID related adaptations)
• Flexibility (in intervention receipt/adherence):  Minimal enhancements beyond 

those embedded in the interventions
• Follow-up: Consistent with routine clinical follow-up
• Primary outcomes: Patient-centered (i.e., pain and pain reduction, ability to 

function in daily life, quality of life, and medication 
usage/reduction/discontinuation)

• Primary analyses: Intent to treat approach

• Loudon K, Treweek S, Sullivan F, Donnan P, Thorpe KE, Zwarenstein M. The PRECIS-2 tool: designing trials that 
are fit for purpose. BMJ. 2015 May 8;350:h2147. doi: 10.1136/bmj.h2147. PMID: 25956159.



Chiropractic Care for Veterans: 
A Pragmatic Randomized Trial Addressing Dose Effects 

for cLBP (Long and Goertz)
1. Evaluate the comparative effectiveness of a 

low dose (1-5 visits) of standard chiropractic 
care against a higher dose (8-12 visits) in 
Veterans with cLBP. 

2. Evaluate the comparative effectiveness of 
chiropractic chronic pain management 
(CCPM; one scheduled chiropractic visit per 
month x 10 months), compared to usual care, 
following the initial treatment described in 
Aim 1. 

3. Evaluate the impact of CCPM on health 
services outcomes compared to usual care. 

4. Evaluate patient and clinician perceptions of 
non-specific treatment factors, effectiveness 
of study interventions, and impact of the 
varying doses of standard chiropractic care 
and the CCPM on clinical outcomes across 3 
VA facilities using a mixed method, process 
evaluation approach.  



13 Pragmatic Clinical Trials
J. Fritz/D. Rhon:  

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

(NIH)

S. George/S.N. Hastings: 
Improving Veteran Access To Integrated 
Management of Chronic Back Pain (AIM-

BACK)  (NIH)

C. Goertz/C. Long: 
Chiropractic Care for Veterans: A Pragmatic 

Randomized Trial Addressing Dose Effects for 
cLBP (NIH)

K. Seal/W. Becker: 
Implementation of a Pragmatic Trial of 
Whole Health Team vs. Primary Care 
Group Education to Promote Non-

Pharmacological Strategies to Improve 
Pain, Functioning, & Quality of Life in 

Veterans (NIH)

S. Taylor/S. Zeliadt: 
Complementary and Integrative Health 

for Pain in the VA: A National 
Demonstration Project (VA)

C. Dearth/B. Hendershot: 
Resolving the Burden of Low Back Pain in 
Military Service Members and Veterans  

(RESOLVE Trial) (DOD)

A. Heapy/D. Higgins:
Cooperative Pain Education and Self-

management: Expanding Treatment for 
Real-world Access (COPES ExTRA) (NIH)

M. Rosen/S. Martino: 
Engaging Veterans Seeking Service-

Connection Payments in Pain Treatment 
(NIH)

B. Ilfeld: 
Ultrasound-Guided Percutaneous Peripheral 
Nerve Stimulation: A Non-Pharmacological 

Alternative for the Treatment of 
Postoperative Pain (DOD)

T. Lovejoy/B. Morasco
Tele-Collaborative Outreach to Rural 

Patients with Chronic Pain: The CORPs 
Trial (NIH)

D. Burgess:  
Learning to Apply Mindfulness to Pain 

(LAMP) (DOD)

D. McGeary/J. Goodie:  
Targeting Chronic Pain in Primary Care 

Settings Using Internal Behavioral Health 
Consultants (DOD)

M. Rosen/S. Martino
Implementation Facilitation of 

Screening, Brief Intervention, and 
Referral to Treatment for Pain 

Management for Veterans Separating 
from Military Service(NIH)



Jackson, MS

Los Angeles, CA

Iowa City, IA

Site Locations

Charleston & 
Colombia, SC

Salisbury, NC
Memphis, TN

Tomah, WI

Hines, IL

Minneapolis, MN

Seattle, WA

Dallas, TX

Ann Arbor & 
Saginaw, MI

Oklahoma City, OK

Decatur, GA

Beckley & 
Martinsburg, WV

Little Rock, AR

Erie, PA

Omaha, NE

Portland, OR

Tucson, AZ

San Francisco, CA

St. Louis, MO

Nashville, TN

Palo Alto, CA

Salt Lake City, UT

San Antonio, TX

Temple, TX

White River 
Junction, VT

Manchester, NH

Augusta, ME

Bedford, Boston, 
& Leeds, MA

Providence, RI

Newington & West Haven, CT

East Orange, NJ

Tampa, FL

Bethesda, MD

San Diego, CA

Fort Hood, TX

Nellis AFB, NV

Wilford Hall AFB, TX



Enrollment Update
(As of September 2023)

Not Hispanic or Latino Hispanic or Latino Unknown/Not Reported Total

Race/Ethnicity Female Male Unknown Female Male Unknown Female Male Unknown

American Indian or Alaskan Native 16
38 0 8 15 0 7 30 12

126

Asian 33
107 1 1 3 0 69 122 17

353

Native Hawaiian or  Pacific Islander 23
60 0 4 15 0 103 84 1

290

Black or African American
684 1402 0 15 51 0 132 272 121

2677

White or Caucasian
1149 4696 0 130 596 0 444 919 438

8372

More than one race
34 93 0 9 21 0 48 87 10

302

Unknown or Not Reported
59 135 0 51 179 0 142 317 16

899

Total 1998 6531 1 218 880 0 945 1831 615 13019



Level of Difficulty      
Barriers 1 2 3 4 5

Enrollment and engagement of 
patients/subjects

3 2 2 4 0

Engagement of clinicians and Health Systems 2 5 1 3 0

Data collection and merging datasets 4 6 1 0 0

Regulatory issues (IRBs and consent) 9 2 0 0 1

Stability of control intervention 4 4 2 1 0

Implementation/Delivering Intervention 
Across Healthcare Organizations

1 5 1 4 0

Barriers Score Card across 12 trials
(as of September 2023)



Project Milestones
 All projects (except Rosen/Martino-2) have transitioned to implementation phase

Biostatistics advice
• Project specific consultation
• Missing Data, ICC and Covariates addressed with “White papers” developed
• Modification to statistical analysis plans (e.g., impact of COVID)
• Current focus: Adherence and Fidelity Monitoring 

Site Overlap
• A two-step process was implemented to address site overlap to optimize recruitment 

of diverse samples: (1) information-gathering phase and (2) mediation phase to 
develop plans to address overlap.

• Remediation efforts focused on exclusion criteria and recruitment strategies.

Geda, M., George, S.Z., Burgess, D.J., Scarton, D.V., Roddy, W.T., Gordon, K.S., Pasquina, P.F., Brandt, C.A., 
Kerns, R. D., Peduzzi, P. and on behalf of the NIH-DoD-VA Pain Management Collaboratory (2020).  Strategy 
for addressing research-site overlap in pragmatic clinical trials: lessons learned from the NIH-DOD-VA Pain 
Management Collaboratory (PMC).  Trials, 20, 1021.  

PMC Progress



Treatment Fidelity

• Ensuring the integrity of the independent variable
• Balancing pragmatism/flexibility and fidelity of treatment delivery 

and receipt (adherence)

• Gordon, K., Peduzzi, P. & Kerns, R.D. (2020).  Designing trials with purpose: Pragmatic clinical 
trials of nonpharmacological approaches for pain management.  Pain Medicine, 21 
(Supplement 2), S7-S12. 

• Kerns, R.D., Davis, A.F., Fritz, J.M., Keefe, F.J., Peduzzi, P., Rhon, D.I., Taylor, S. L., Vining, R., 
Yu, Q., Zeliadt, S.B. & George, S.Z. (2023), Intervention fidelity in pain pragmatic trials for 
nonpharmacologic pain management: Nuanced considerations for determining PRECIS-2 
flexibility in delivery and adherence. Journal of Pain, 24, 568-574.



Optimizing recruitment
Site selection

• Addressed overlapping sites
• Explicit attention to geography, race/ethnicity, and rural/urban settings
• In VA, accessed the Practice Based Research Network
• Engaged existing network of pain scientists at potential recruitment sites

Sampling and recruitment approaches
• Embedded trials rely on routine patient care pathways
• Proactive recruitment

• Use of the electronic health record to identify potential candidates
• Second tier screening and consenting
• Development and implementation of alerts for clinicians/staff
• Tailored recruitment materials to target underrepresented groups

• Active engagement of Patient Resource Group and other similar entities within VA
Explicit attention to justice and equity

Ali, J., Davis, A., Burgess, D., Rhon, D., Vining, R., Young-McCaughan, S., Green, S. & Kerns, R.D. (2021).  
Justice and equity in pragmatic clinical trials:  Considerations for pain research in integrated health systems. 
Learning Health Systems, 6, e10291. 



Ethical and Regulatory 
Challenges and Opportunities

• Shared learning and identification of best practices
• Continue to address multiple ongoing challenges regarding IRB, privacy, data 

security and other regulatory hurdles
• Ongoing dialogue with IRB representatives

• Inconsistencies across IRBs
• Need for education regarding pragmatic clinical trials
• Involvement of clinical staff (e.g., ethical duty to participate?, clinicians as research 

staff, thus requiring additional training and certification?)
• Toolkit in development
• Addressing coincidental or collateral findings
• Focus on justice and equity

• Recruitment of representative samples
• Optimizing plans for dissemination to diverse communities



Phenotypes & Outcomes Work Group 
Data Harmonization

1. Eligibility Criteria
a. Pain Chronicity & Severity Thresholds 

2. Baseline Characteristics
a. Alcohol Use (AUDIT-C)
b. Depression (PHQ-2)
c. High Impact Chronic Pain (HICP)
d. Table 1 Baseline Characteristics

3. Outcomes 
a. Pain Intensity and Interference (PEG-3)
b. Healthcare Utilization

4. Other Outcome and Covariate Measurements
a. Opioid Use
b. Substance Use Disorder (SUD)
c. Nonpharmacological Pain Treatments/ 

Complementary Integrative Health (NPT/CIH)
Survey

d. Coronavirus/COVID-19 Survey

Research Tools and Measures - Pain Management Collaboratory

https://painmanagementcollaboratory.org/research-researchers/research-tools-and-measures/


Feedback to Refine 
EHR Definitions

Develop Harmonized EHR 
Definitions

Consultations and Operationalization
Scripts to pull EHR data
Cross-walking (VA to DoD)

P&O and EHR Work Group Collaboration

• P&O WG- developed standardized EHR Definition for Healthcare Utilization using VA stop codes 
(in consultation with EHR Co-Chairs). 

• EHR WG- Developed a cross-walk from VA stop codes used in Healthcare Utilization to MDR codes  
supporting harmonization across VA and DOD sites. 

Coleman BC, Goulet JL, Higgins DM, Bathulapalli H, Kawecki T, Ruser CB, Bastian LA, Martino S, Piette JD, Edmond 
SN, Heapy AA. ICD-10 Coding of musculoskeletal conditions in the Veterans Health Administration. Pain Medicine 
2021;22(11):2597-2603.  



Optimizing partner engagement
• Patient Resource Group
• External Board
• VHA Joint Clinical and Research 

Leadership Group
• Emergence of a similar effort with 

DHA colleagues and entities

• Spotlight on Pain Management
• Potential Joint Incentive Fund  

initiatives
• NIH Pragmatic Trials Collaboratory

Bastian, L.A., Cohen, S.P., Katsovich, L., Becker, W.C., Brummett, B.R., Burgess, D.J., Crunkhorn, A.E., Denneson, 
L.E., Frank, J.W., Goertz, C., Ilfeld, B., Kanzler, K.E., Krishnaswamy, A., LaChappelle, K., Martino, S., Mattocks, K., 
McGeary, C.A., Reznik, T.E., Rhon, D.I., Salsbury, S.A., Seal, K.H., Semiatin, A.M., Shin, M.H., Simon, C.B., Teyhen, 
D.S., Zamora, K. & Kerns R.D. (2020). Stakeholder engagement in pragmatic clinical trials: Emphasizing 
relationships to improve pain management delivery and outcomes. Pain Medicine, 21 (Supplement 2), S13-S20.
Anicich, A., Katsovich, L. & Kerns, R.D. (2022).  Engaging veterans and military service members to optimize 
pragmatic clinical trials of nonpharmacological approaches for pain management.  Pain Medicine, 23, 1201-
1204.



Implementation Science WG
PMC Website: Guidance for Study Design and Proposals



Responses to recent events affecting 
people with pain

Developed written response to 
COVID-19 pandemic on PMC 
website and coordinated and 
supported unified measures to 
account for COVID-19 impact 
across all PCTs.

Crafted written and video 
responses to “Black Lives Matter” 
and disparities in pain care, 
leveraging PMC PCT PI expertise.



• Built a supportive community, drawing on the strengths of the PMC, VA and DOD as 
learning healthcare systems.

• Coordinated effort to identify significant changes to PCT protocols (sampling and 
recruitment plans, assessments, interventions) as a function of COVID.  

• Developed survey instrument to assess impact of COVID for study participants.
• Collaborated with NIH Health Systems Research Collaboratory to identify solutions 

and best practices, and to develop recommendations for appropriate analytic 
approaches to address protocol adaptations.

• Encouraged ongoing communication between PCT PIs and sponsoring agency 
program officers and relevant IRBs and DSMBs regarding potential protocol changes.

Response to COVID 19



Addressing COVID Impacts
• Coleman, B.C et al, on behalf of the NIH-DoD-VA Pain Management Collaboratory, (2020). Adapting 

to disruption of research during the COVID-19 pandemic while testing nonpharmacological 
approaches to pain management. Translational Behavioral Medicine, 10, 827–834.

• Fritz, J.M., et al. (2021). Pivoting to virtual delivery for managing chronic pain with 
nonpharmacological treatments – Implications for pragmatic research.  Pain, 162, 1591-1596. 

• Coleman, B.C. et al. (2021). Assessing the impact of the COVID-19 pandemic on pragmatic 
clinical trial participants, Contemporary Clinical Trials, 111, 106619.  

• Lazar CM, et al.(2022). Counseling veterans with chronic pain during the COVID-19 pandemic: a 
secondary analysis of a randomized controlled trial. Pain Medicine, 23, 1434-1441.

• Roytman, G. et al. (2021). Changes in the use of telehealth and face-to-face chiropractic care in 
the Department of Veterans Affairs before and after the COVID-19 Pandemic, Journal of 
Manipulative and Physiological Therapy, 44, 584-590. 

• Kerns, R.D. et al. (2022). Chronic pain self-management:  Psychologically-guided core 
competencies for providers. Pain Medicine, 23, 1815-1819.

• Rhon, D.L. et al. (2022), Precision in reporting of virtual health interventions used in clinical 
trials -adapting the template for the intervention description and replication (TIDieR) checklist. 
BMC Medical Research Methodology, 22, 161. 

• Midboe, A. et al.  (2023). Impact of COVID-19 pandemic on nonpharmacological pain 
management trials in military and veteran healthcare settings: an evaluation informed by 
implementation science, Translational Behavioral Medicine, 13, 601–611,



Publication by Implementation Science 
Work Group (2023)

Midboe AM, et al., 2023. doi.org/10.1093/tbm/ibad015

• Purpose: 
• a) To describe modifications to PCTs and interventions to address the evolving pandemic
• b) To describe the application of implementation science methods for evaluation of those PCT modifications.

• Methods: two-phase, sequential, mixed-methods design.
• Phase I: PCT disruptions and modifications via a REDCap questionnaire, using Periodic Reflections methods as a 

guide. 
• Phase II: Framework for Reporting Adaptations and Modifications-Expanded (FRAME) taxonomy to develop a 

focus group interview guide and checklist that would provide more in-depth data than Phase I. 
• Results: 
• Key goals for modifying interventions: increasing treatment feasibility and decreasing patient exposure to 

COVID-19, while preserving intervention core elements. 
• All eleven PCTs made between two to six trial modifications. 
• Context (format) modifications: eight out of eleven PCTs modified parts of the interventions for virtual delivery.
• Content modifications:

• Added elements to enhance patient safety;
• Tailored interventions for virtual delivery (counseling, exercise, mindfulness); 
• Modified interventions involving manual therapies.

https://doi.org/10.1093/tbm/ibad015


Top pages (January 2023 through August 2023)

1. Collaboratory Home Page
2. Pain Management History Timeline
3. The IASP Revised Definition of Pain
4. PEG
5. About NIH-DOD-VA Pain Management 

Collaboratory 
6. Pain Intensity Threshold
7. The Six Essential Elements of Good Pain Care
8. Pragmatic Trials
9. The Whole Health Model
10. Pain & Pain Management 

Old Stats Collector (Since 
we started tracking in 
2019:

Total Page Views: 40,734
Total Unique Visitors: 18,089
Pages/Visits: 2.25 

New Collector (June 10–
August 11)

Total Page Views: 10,680
Total Visitors: 1,639

First Time Visitors: 683
Pages/Visits: 6.52

Recent Website Additions

Pain Awareness Month Banner 
(September 2023)

PMC Publications

CORPS Trial general 
information

Patient Resource Group (PRG)
(2023 growth focus)

Website Statistics

https://painmanagementcollaboratory.org/
https://painmanagementcollaboratory.org/pain-management-history-timeline/
https://painmanagementcollaboratory.org/the-iasp-revised-definition-of-pain/
https://painmanagementcollaboratory.org/peg/
https://painmanagementcollaboratory.org/about-the-nih-dod-va-pain-management-collaboratory/
https://painmanagementcollaboratory.org/about-the-nih-dod-va-pain-management-collaboratory/
https://painmanagementcollaboratory.org/pain-intensity-threshold/
https://painmanagementcollaboratory.org/sixessentialelements/
https://painmanagementcollaboratory.org/pragmatic-studies/
https://painmanagementcollaboratory.org/the-whole-health-model/
https://painmanagementcollaboratory.org/pain-pain-management/


Recent Initiatives
• Guidelines and best practices for 

changing statistical analysis plans 
(SAPs)
o When to change SAPs?
o How to document changes?
o What is considered a major change in 

the analytic plan?

• Approaches for monitoring adverse 
events in nonpharmacologic pain 
trials 
o What is the risk of the population?
o What events to collect and when?
o What is the mechanism for independent 

monitoring of adverse events in real 
time? DSMB? Safety Officer?

• Dissemination planning
o Worksheet of various strategies for the 

PMC3 projects to use when they have 
study results to disseminate 

o Article for publication detailing the 
strategies for studies to use when 
considering who to best communicate 
and disseminate their research findings

• Implementation planning
o Pragmatic trials are in essence hybrid 

effectiveness-implementation trials in 
which systematic assessment of factors 
affecting implementation of innovations 
being tested in the trials and the 
development of strategies to improve 
their use must be considered



Expansion of the Collaboratory

• The PMC3 has developed a rich infrastructure that can be used for additional pain 
research.

• This initiative will leverage the PMC3 for an additional 6 years including;
1. The continued support of the Coordinating Center through a limited competition 

funding opportunity announcement; and 
2. A second set of pragmatic clinical trials which expand PMC scope to new research 

areas relevant to veterans and service members experiencing pain



Thanks

Robert.kerns@yale.edu
www.painmanagementcollaboratory.org

Twitter:  @Drbob52; @painmc3

Cynthia Brandt, MD, MPH
Cynthia.brandt@yale.edu

Peter Peduzzi, PhD
Peter.Peduzzi@yale.edu

mailto:Robert.kerns@yale.edu
http://www.painmanagementcollaboratory.org/
mailto:Cynthia.brandt@yale.edu
mailto:Peter.Peduzzi@yale.edu
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