Mattocks Kristin (Orcid ID: 0000-0002-6012-3008)
Higgins Diana M (Orcid ID: 0000-0002-6885-26 6X)

Pre-Implementation Formative Evaluation of Co-Operative Pain Education and Sel-Management (COPES)
Expanding Treatment for Real-World Access (EXTRA): A Pragmatic Pain Trial

Kristin M. Mattocks PhD'-2, Kathryn M. LaChappelle MPH?, Sarah L. Krein PhD*3, Lynn L. DeBar PhD®,
Steve Martino PhD37, Sara Edmond PhD?-7, Brett Ankawi PhD?7, R. Ross MacLean PhD?7, Diana M. Higgins
PhD??, Jennifer L. Murphy PhD!?, Emily Cooper MPH!-2, Alicia A. Heapy PhD?/’

1. VA Central Western Massachusetts Healthcare System, Leeds, Massachusetts
2. University of Massachusetts Medical School, Worcester, Massachusetts
3. VA Connecticut Healthcare System Pain Research, Informatics, Multimorbidities, and Education

(PRIME) Health Services Research and Development Center of Innovation
4. VA Amn Arbor Center for Clinical Management Research, Health Services Research and Development
Center of Innovation, Ann Arbor, Michigan
University of Michigan Medical School, Ann Arbor, Michigan
Kaiser Permanente Washington Health Research Institute, Seattle, Washington
Yale University School of Medicine, New Haven, CT
VA Boston Healthcare System, Boston, Massachusetts
Boston University School of Medicine, Boston, Massachusetts
0 US Department of Veterans Affairs Central Office, Washington, DC

SeeNaw

Corresponding Author:

Kristn M. Mattocks, Ph.D.

Associate Chief of Staff/Research

VA Central Western Massachusetts Healthcare System
Building 12, Room 113

421 North Man Street

Leeds, MA 01053

Phone: 413-584-4040 x2060

Fax: 413-582-3121

Email: Kristin.Mattocks@va.gov

This is the author manuscript accepted for publication and has undergone full peer review but has not
been through the copyediting, typesetting, pagination and proofreading process, which may lead to
differences between this version and the Version of Record. Please cite this article as doi:
10.1111/papr.13195

This article is protected by copyright. All rights reserved.


http://orcid.org/0000-0002-6012-3008
http://orcid.org/0000-0002-6885-266X
mailto:Kristin.Mattocks@va.gov
http://dx.doi.org/10.1111/papr.13195
http://dx.doi.org/10.1111/papr.13195

Word Count: 4,749; text pages: 13; number of references: 27; tables: 1
Author E-Mail Information

Kristn M. Mattocks. PhD, MPH (Corresponding Author)
Email: Kristin.Mattocks@yva.gov

Kathryn M. LaChappelle
Email: Kathryn.Lachappelle@ va.gov

Sarah L. Krein
Email: Sarah.Krein@va.gov

Lynn L. DeBar
Email: Lynn.Debar@kp.org

Steve Martino
Email: Steve.Martino@ va.gov

Sara Edmond
Email: Sara.Edmond@va.gov

Brett Ankawi
Email: Brett. Ankawi@ va.gov

R. Ross MacLean
Email: Robert.Maclean@va.gov

Diana M. Higgins
Email: Diana.Higgins2@va.gov

Jennifer L. Murphy
Email: Jennifer. Murphy2@ va.gov

Emily Cooper
Email: Emily.Cooperd@ va.gov

Alicia A. Heapy
Email: Alicia.Heapy@va.gov


mailto:Lynn.Debar@kp.org
mailto:Robert.Maclean@va.gov

Abstract

Objective: Cognitive behavioral therapy for chronic pain (CBT-CP) is an evidence-based treatment for
mproving functioning and pain intensity for people with chronic pain with extensive evidence of effectiveness.
However, there has been relatively little investigation of the factors associated with successful implementation
and uptake of CBT-CP, particularly clinician and system level factors. This formative evaluation examined
barriers and facilitators to the successful implementation and uptake of CBT-CP from the perspective of CBT-
CP clinicians and referring primary care clinicians.

Methods: Qualitative mterviews guided by the Consolidated Framework for Implementation Research were
conducted at nine geographically diverse Veterans Affairs sites as part of a pragmatic clinical trial comparing
synchronous, clinician-delivered CBT-CP and remotely delivered, technology-assisted CBT-CP. Analysis was
mformed by a grounded theory approach.

Results: Twenty-six clinicians (CBT-CP clinicians = 17, primary care clinicians = 9) from nine VA medical
centers participated in individual qualitative interviews conducted by telephone from April 2019 to August
2020. Four themes emerged in the qualitative mterviews: 1) the complexity and variability of referral pathways
across sites, 2) referring clinician’s lack of knowledge about CBT-CP, 3) referring clinician’s difficulty
identifying suitable candidates for CBT-CP, and 4) preference for interventions that can be completed from
home.

Conclusions: This formative evaluation identified clinician and system barriers to widespread implementation
of CBT-CP and allowed for refmement of the subsequent implementation of two forms of CBT-CP in an
ongoing pragmatic trial. Identification of relative difference in barriers and facilitators i the two forms of CBT-
CP may emerge more clearly in a pragmatic trial that evaluates how treatments perform in real-world settings
and may provide important information to guide future system-wide implementation efforts.

Brief title/Running head: Co-Operative Pain Education and Self-Management

Keywords: Pain management; education; Veterans; access
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Background

Chronic pain treatment in the US has undergone considerable change in response to the opioid epidemic
and harms associated with opioid use.! Current treatment guidelines?> emphasize restraint in opioid use and a
multi-modal strategy that includes nonpharmacological approaches to pain management. One widely studied
nonpharmacological approach, cognitive behavioral therapy for chronic pain (CBT-CP), is a psychological
mtervention that emphasizes the use of cognitive and behavioral pain coping skills to manage pain and promote
mmproved functioning. CBT-CP has significant, small to moderate long-term improvements in pain intensity,
disability, and mood compared to usual care for non-headache pain.*> To ensure access to CBT-CP for its
patients, the Department of Veterans Affairs (VA) undertook a national training and dissemination program
in CBT-CP, training over 1000 VA mental health clinicians to deliver CBT-CP to date.® An evaluation of CBT-
CP provided by clinicians trained by this program to 1,331 VA patients found moderate to large effects on
catastrophizing, pain interference, physical quality of life, depression and pain intensity, supporting the
effectiveness of the training program.’

Though the effectiveness of CBT-CP has been studied extensively, there is relatively little mformation
about factors associated with implementation and uptake of CBT-CP. A few studies have focused on patient-
level barriers and facilitators to engaging in CBT-CP.® A consistent reported barrier is that patients often
conceptualize pain as having only biomedical causes and doubt that a psychological intervention could address
physical pain.%- 10 Patients also have perceived that the psychologically-oriented CBT-CP could delegitimize
theirr physical pain. Further, people with widespread chronic pain have expressed a strong preference for
exercise or exercise plus CBT-CP and rather than CBT-CP alone.” Nonetheless, participants who have received
CBT-CP have reported that CBT-CP promoted their understanding of pain triggers and proactive use of pain
management skills. Post-treatment they have reported more favorable attitudes toward CBT-CP, which suggests
patients’ negative perceptions may be related to lack of knowledge about CBT-CP and biopsychosocial
explanations for chronic pain. Efforts to address negative attitudes toward CBT-CP are needed to promote its

uptake.?



Additionally, travel to appomntments, shortages of trained clinicians, and stigma have been found to be
common barriers to nonpharmacological treatments including CBT-CP.!-!10 Technology-based options,
particularly through internet and telephone, are increasingly being used to address travel and clinician shortage
barriers by delivering treatments such as CBT-CP to people in their homes.!!"!2 A recent non-inferiority trial
conducted by our group in VA found that CBT-CP can be delivered via interactive voice response (IVR) with
remote, asynchronous therapist support, and that treatment outcomes for IVR-CBT-CP are comparable to in-

person CBT-CP.13

Little is known, however, about the relative effectiveness or clinician-reported barriers to patient
engagement and adherence for asynchronous IVR-CBT-CP and synchronous, real-time forms of CBT-CP (in-
person, videoconferencing, or telephone), when implemented on a large-scale basis in real-world care settings.
To that end, we conducted a formative evaluation as a prelude to a large-scale pragmatic multi-site trial
examining the relative effectiveness of these two treatments to 1) understand pain care practices and referral
pathways at the clinical sites where IVR-CBT-CP and synchronous CBT-CP (in-person, videoconferencing,
telephone) will be delivered, and 2) identify clinician-reported barriers and facilitators to implementation of
both IVR and synchronous CBT-CP. This allowed us to 1) adapt study procedures to local practices and
resources levels, 2) identify and monitor factors associated with referral and widespread uptake of each version
of CBT-CP, and 3) address implementation barriers that might hinder use of either version i the trial or clinical

practice broadly.

Methods
Study Design

This is a qualitative descriptive study that used data collected through semi-structured qualitative
mterviews to examine clinicians’ initial views of contextual factors that could influence the implementation
of IVR-CBT-CP and synchronous CBT-CP within the Co-Operative Pain Education and Self-
management: Expanding Treatment for Real-World Access (COPES ExTRA) trial. The COPES ExXTRA
trial is a randomized pragmatic trial designed to directly evaluate the relative effectiveness of asynchronous

IVR-CBT-CP compared to synchronous CBT-CP delivered in person or by videoconferencing platform or



telephone as COVID-19 conditions allowed by trained clinicians providing CBT-CP as part of their regular VA
clinical duties. A detailed protocol is published elsewhere.!* These interviews served as the basis for
identifying factors before the trial began (i.e., pre-implementation phase) that could facilitate or hinder
use of either form of CBT-CP in participating medical centers during the trial (i.e., imple mentation
phase). We used the Consolidated Framework for Implementation Research!s to guide the development
of our interviews, which contains constructs organized into five major domains affecting implementation:
(1) intervention characteristics (e.g., complexity and adaptability), (2) outer setting (e.g., broader organization
system and policies), (3) inner setting (e.g., climate and organizational structures that could affect the
mtervention), (4) characteristics of the individuals involved (e.g., knowledge and beliefs), and (5)
implementation process (e.g., strategies and tools employed for adoption). Because interviews focused on the
factors present in the study sites prior to the start of the trial, strategies for implementing CBT-CP (item
5, the implementation process) were not examined.
Study Setting, Sample and Recruitment Procedures

Participants were recruited from nine VA medical centers across four US Census regions covering the
Northeast, Midwest, South, and West. Local site investigators identified staff engaged in referral to or
provision of CBT-CP as potential study participants. Sixty-eight VA clinicians from primary care, pain
management, and mental health were sent an e-mail describing the study and requesting their participation i a
telephone or videoconference mterview. Of these clinicians, 26 agreed to an interview. Before the mterview, an
informed consent document and a brief reiteration of the study purpose was provided, and the interviewer
confirmed consent to electronically record the interview for transcription and analysis purposes. Each interview
lasted approximately 30 minutes. All interviews were conducted between April 2019 and August 2020.
Participants at six of nine sites completed mterviews prior to the beginning of the COVID-19 pandemic; three
sites participated during the pandemic (July-August 2020). An Institutional Review Board approved the study.
Qualitative Interviews

The primary author, a health services researcher, conducted all interviews. The interviews were

conducted using a semi-structured interview guide (included in Appendix) developed by the study team. Guide



development was informed by the Consolidated Framework for Implementation Research and information
gleaned during site selection about how CBT-CP was delivered at each of the nine sites. After an mitial
orientation to COPES ExTRA, interviews assessed the process for pain care referrals (specifically CBT-CP
referrals), areas for improvement in the process, and facilitators and barriers to adoption of the intervention.
Audio-recordings of all interviews were transcribed. Atlas.Ti software was used to facilitate the analysis.
Qualitative analyses were informed by grounded theory methodology, a systematic approach to deriving
qualitative themes from textual data.'® We first conducted open coding in which two investigators (KM and EC)
identified key concepts emerging from the language used by participants and assigned codes (descriptive
phrases) to segments of text. These codes were used to create a top-level codebook that was applied to all
qualitative data. At all stages, coding was performed and discussed by two investigators, and the codebook was
refined until agreement was reached. Themes that emerged in the interviews were examined for similarities and
differences in perspectives in a process known as constant comparative method. Subsequently, prominent

themes and quotes exemplifying each were presented to the research team and refined.
Results
Participants Characteristics

Our sample included 26 CBT-CP or primary care clinicians from nine VA medical centers. Seventeen
(65%) of the clinicians were female, and 17 (65%) were psychologists (ie., CBT-CP clinicians). See Table 1
for site characteristics.

Four major themes emerged from the interviews: (1) Pain care referral pathways were complex and vary
substantially across VA medical centers; (2) Limited clinician knowledge of biopsychosocial mterventions may
limit referrals to CBT-CP; (3) Clinicians find it challenging to identify appropriate candidates for CBT-CP; and
(4) Growing preference for telehealth pain care options during the COVID-19 pandemic.

Pain care referral pathways are often complex and vary substantially across VA medical centers

Across the nine VA facilities, there was substantial variability in how veterans were referred to CBT-

CP. Most facilities had a multidisciplinary pain clinic that acted as a gatekeeper to a wide variety of pain care

options, including CBT-CP. Pain clinics typically consist of medical and behavioral health clinicians jointly



assessing patients and making referrals and recommendations for pain care often highlighting non-
pharmacological and non-surgical options. In some facilities, veterans were first required to attend a series of
educational sessions that would be used to explain the fundamentals of chronic pain and describe available pain
care options, which may include CBT-CP. As one CBT-CP clinician from the West explained:

They are scheduled into a four session education group series where we talk about chronic pain,
different treatments, different ways to think about pain. Then they re scheduled into an hour-long
intake, (with) a psychologist and a medical provider seeing them together. That’s typically the core of
their treatment where we will prescribe, refer to different treatments with mostly a non-medication
emphasis or non-surgical emphasis.

One primary care clinician from a Northeastern site with a pain clinic talked about the advantages of having
one place to go, which often led to better coordination with the veteran’s pain care:

1 think for the patient to go to the pain clinic, one of the advantages is that it is coordinated. The social
worker or the psychologist on the team will follow-up with the patient and say okay, ‘we made these 12
recommendations, which ones are you following through with?’. They'll follow-up with them and that
helps with coordination.

However, patients may not be ready to act on recommendations immediately and that can hamper follow-up and
cause gaps in veterans’ care. As one CBT-CP clinician from the Northeast said:

What can happen is if the veteran isn’t sure, wants to process a little bit more, they get a copy of their
recommendations in the mail. Their PCP gets a copy as well and their mental health clinician is copied
on the note too so everybody can be on the same page. But sometimes the veterans don’t take us up on
referrals right away. Sometimes there can be a lull in follow-up.

Another CBT-CP clnician from the Midwest noted a similar experience with the pain clinic and the frustration

both the veterans and clinicians had with the referral process:

Some veterans say, ‘I went to that pain clinic and nothing ever came of it’. And then you go back in their
[medical] record and you realize that they said ‘well, maybe, maybe, maybe, maybe’. No referrals were
made. They got the recommendations in the mail and then we don’t necessarily follow-up with them
again unless theyre referred to one of the five of us on the team for something individualized or to pain
school and we don't see them again; we don’t necessarily follow-up.

Some clinicians also said that the pain referral pathways were too complicated, with too many different pain

care routes in one hospital. A primary care clinician from the South noted:

We have a pain clinic which primarily is involving things like pain injections and prescribing
medications for pain, specifically with a pain specialist. We also have a multidisciplinary pain clinic,
which is for patients who have not responded to standard pain interventions.



Limited clinician knowledge of biopsychosocial interventions may limit referrals to CBT-CP

Clinician knowledge regarding biopsychosocial interventions for chronic pain and other conditions varied
substantially across sites. Many physicians admitted they had little knowledge of biopsychosocial interventions
such as CBT-CP, and in these instances, clinicians decided to refer a veteran directly to the pain clinic rather
than directly to CBT-CP, as they felt the pain clinic had better knowledge of biopsychosocial pain care
treatment. One CBT-CP clinician from the Midwest spoke about the need for more CBT-CP education among
primary care clinicians:

Overall, ’'m not sure some primary care clinicians are even aware of CBT for chronic pain. I should
be out there doing more education about CBT for chronic pain.

Another CBT-CP clinician from the Southeast concurred about the need for expanded education to increase

CBT-CP referrals:

I think there’s a lot of variability. Because some (clinicians) are more familiar than others, and even
though we’ve done some education, some are still more open than others.

A CBT-CP clnician from the South also described the challenges of getting primary care clinicians to refer to
CBT-CP:
Within the clinic that I'm working with we have maybe like 1.5 providers that are really comfortable
with referring for CBT for chronic pain. I have one who's really good and just about everyone he sees
he offers it just as an additional resource. It’s been kind of slow to get some of the others to send
referrals. Sometimes I'll get some primary care referrals but there’s very few and far in between.
Some primary care clinicians were knowledgeable about CBT-CP, but worried that their colleagues in primary
care were less knowledgeable and left decisions about pain care to the pain clinic. When describing referrals for
CBT-CP, one primary care physician from the Midwest explained that the decision to refer was “clinician
dependent”, based on the primary care clinicians knowledge of CBT-CP and ability to explain its benefits:
I would say many of us, and I hope many of us, go to CBT early in the flow of how we care for chronic
pain. Others probably punt that discussion to the Pain Clinic. It probably comes in different varieties,
depending on the patient, and depending on the provider’s willingness to engage in that fairly lengthy
discussion about the benefits of CBT-CP.
Clinicians find it challenging to identify suitable candidates for CBT-CP
Clinicians spoke at length about which veterans they believed would benefit most from CBT-CP. A range of

beliefs were expressed. A primary care clinician from the Northeast explained:



Probably people that have already been through the pain program and have chronic pain and are
consciously managing it through tai chi or acupuncture, things like that. [ would think this could be a
good adjunct to help them along to manage it. I imagine CBT would help those patients.

Another psychologist from the South stated:

1 think people tend to get referred to mental health to help with the transition off of opioid usage and
come up with other strategies, and so I think that that’s where a lot of the referrals that ['ve been seeing
from that team in particular, is veterans that are being tapered off opioids are being sent then to the
CBT-CP, to kind of help with new strategies for pain management.

Conversely, a primary care clinician from the Northwest noted:

The ones who have PTSD, depression, and anxiety that’s all untreated. Those are the people who would
definitely benefit from CBT for chronic pain. Versus the 40-year-old whose got chronic back pain but is
otherwise working and he doesn’t have any mental health diagnoses. That’s somebody who I probably
wouldn’t be as eager to send to the mental health, even though they would probably also benefit from it.

Other clinicians spoke of the importance of veterans being committed to trying CBT-CP, and if the
commitment was not there, it was hard for CBT-CP to be effective. One primary care clinician from the
Northeast explained:

I've had the experience where a veteran agreed to do CBT for chronic pain, then ended up going to see
a spine specialist who recommended surgery. He decided he wanted to do surgery. But he said, ‘I’ll still
do CBT for chronic pain in the meantime’. And what I found in working with the veteran is that he kept
putting all of his eggs into, ‘the surgery is going to fix-it’ basket. And I think he was less motivated to
come to the CBT for chronic pain group. He wasn'’t really as invested in trying out the skills.

Growing preference for telehealth pain care options during the COVID-19 pandemic

Many VA clinicians spoke about the increasing comfort that veterans feel when engaging in remote pan care.
For some veterans who live rurally, remote options are ideal and save them a trip to the VA. One CBT-CP
clnician from the South noted the challenges of frequent appointments for pain care for rural veterans:

They have to go to the CBOCs [community-based outpatient clinics], and even for some of them, the
CBOC:s are still an hour, 90 minutes away, and you 're talking about weekly treatment to get there, and
so that can provide a significant hardship among our veterans.

A primary care clinician from the Northwest concurred:

There are a lot of patients who, for one reason or another, come from further away to be seen here
rather than go to a closer clinic like one of the CBOCs for example. The ability to do things like CBT
remotely, either from the comfort of their home or from, you know, their closest CBOC would be great.

One CBT-CP clinician from the South spoke of the success of CBT-CP telehealth approaches:



I'm finding that a lot of the veterans, especially with chronic pain, a lot of them are responding really
well. I'm seeing huge improvements and actually following through with the protocol, just from offering
it via telehealth.

Another psychologist from the Northwest agreed with the strength of the telehealth option for chronic pain:

I've been doing chronic pain treatment through VVC [VA Video Connect, a secure online telehealth
platform like Zoom] for five years now, and I feel like it’s just as effective as in-person. The results and
trying to do the program has been just as well received as if it was in-person. I see absolutely zero
issues with it, because everything I've done with chronic pain, training, or implementation, has been
virtual.

Several clinicians reflected on how the COVID-19 pandemic shifted pain care from in-person to
videoconferencing or telephone appomntments. Clinicians noted that the VA was already a leader in telehealth,
and the pandemic only further strengthened VA’s ability to provide remote care. One CBT-CP clinician from
the South noted:

I think is wonderful about how the VA has responded to the pandemic. We had the infrastructure in
place and were doing quite a bit of telehealth before the pandemic. I think we’re one of the telehealth
leaders in the country. We do a lot. I was doing some telehealth even before the pandemic and so, for
me, it was just about enrolling more patients in it and educating patients about it.

Finally, a CBT-CP clinician from the Midwest spoke about how videoconferencing, specifically, has improved
care for veterans during the pandemic:

[ feel that thatll benefit people more because you can actually look at the patient. You can look at their
expressions to get a feel for where they re at. You know, I think that it is something that is worth doing,
especially with COVID-19. We don’t know when we re gonna get back to normal operations. If this
works well, the reach is so much wider. It’s exciting.

Discussion

This formative evaluation examined pain care referral practices and clinician-reported barriers and
facilitators that affect the use of CBT-CP across nine VA facilities participating in a randomized pragmatic trial
examining a synchronous and asynchronous version of CBT-CP. Our findings identified several themes, which
mapped onto Consolidated Framework for Implementation Research domains. Overall, pain care
referral pathways were complex and varied by site (Inner Setting). Referring clinicians lacked
knowledge about CBT-CP and expressed differing standards for identifying suitable patients for referral
(Characteristics of Individuals Involved). Our findings also revealed a perception of the relative advantage of
telehealth or remotely delivered CBT-CP in addressing patient travel barriers (Intervention Characteristics), a

perception that grew after COVID-19 began and more patients used telehealth successfully.



Although each site had its own referral pathway to CBT-CP, often a pain clinic served as a hub
for patients’ referral to CBT-CP and other specialty pain care rather than directly from a primary care
clinician to CBT-CP clinician. The VA has adopted the Stepped Care Model of Pain M anagement
(Stepped Care Model),!”-13 which endorses primary care management of chronic pain with stepwise referral to
higher levels of care for patients as needed. VA endorsement of the Stepped Care Model provides outer
setting support for comprehensive and organized pain care, but it does not specify referral pathways, the
timing of referrals, or the sequence of treatments (all inner setting matters). A study conducted in VA
found that despite adoption of this model, primary care clinicians expressed a need for a more specific pathway
or algorithm to guide referral of patients with chronic pain.'® Absent evidence to guide such an algorithm,
referrals often depend on clinician knowledge of treatment availability, their own preferences and the patient’s
real or perceived preference. Clinician’s reliance on a pain clinic likely reduces uncertainty and shifts referral
choices to those specializing in chronic pain care. However, a drawback noted by interviewees included
delay or disruption in receiving recommended care especially when patients did not accept pain clinic
recommendations during their pain clinic visit, which necessitated post-visit care coordination that may
not be available at all sites.

Our interviews revealed two barriers to accessing CBT-CP involving characteristics of referring
clinicians: 1) referring clinician’s lack of knowledge about CBT-CP and 2) referring clinician’s difficulty
identifying suitable patients for referral. Though there were clinicians who were knowledgeable about CBT-
CP and indicated clear reasons for referring (e.g., catastrophizing or fear of movement, opioid tapering),
many clinicians were unaware of its availability, indication, or when to refer patients. In interviews, some
clinicians said that patients with mental health diagnoses would be the primary group of patients who should be
referred to CBT-CP, despite the evidence for any patient with chronic pain potentially benefitting from CBT-
CP, and clinical guidelines encouraging CBT-CP and other nonpharmacological interventions as first line
treatments.?%-2! Limited clinician knowledge and negative attitudes about CBT-CP and nonpharmacological
interventions generally has also been found in prior studies.?>?3 Additionally, clinicians may anticipate or share

patient skepticism of non-pharmacological interventions or preference for medications.?? These attitudinal



barriers could be addressed through improved clinician and patient education about CBT-CP. Given that the
rationale or benefit of CBT-CP is not intuitive for patients,®° it is particularly important that clinicians are
knowledgeable about CBT-CP and able to communicate to patients the rationale, benefits and validity of CBT-
CP and other nonpharmacological mterventions. In light of the predominance of the biomedical model for
understanding pain a large-scale population-based education or messaging campaign to explain and
promote CBT-CP and other nonpharmacological interventions may be required to ensure widespread
acceptance and uptake of these treatments.>4

Finally, referring clinicians noted that including remote or telehealth delivery of CBT-CP, as in the
IVR-CBT-CP option, as a characteristic of the intervention may be favored by patients due to its potential to
reduce travel burden. Even prior to the start of the COVID-19 pandemic, clinicians in the sample were
supportive of these interventions and noted that some patients, especially those who experienced travel
difficulties preferred technology-based treatments. In interviews conducted after the COVID-19
pandemic commenced, clinicians indicated the positive role that technology-based treatment played in
allowing pain care to continue. Acceptance and greater experience with technology-based treatments
gained in the pandemic will likely facilitate implementation of IVR-CBT-CP in the planned pragmatic
trial and indicates that marketing and education to clinicians about the benefits of technology-based
treatments may not be necessary. Clinician’s positive assessments of telehealth and technology-assisted
mterventions for chronic pain is consistent with the growing literature showing positive treatment effects for
patients using these interventions.!!> 23-27

The results of the pre-implementation formative evaluation informed adjustments made to the trial to
support successful implementation of in-person and telehealth delivery of CBT-CP. The varied pathways
to CBT-CP within the sites prompted us to tailor study referral pathways to each site’s existing pathways (Inner
Setting). At some facilities, referral to CBT-CP was made directly from primary care physicians to CBT-CP
clinicians, while at other facilities, patients were referred to pain clinics, which served as gatekeepers for other
pamn treatments including CBT-CP. At sites where referrals were made directly from primary care to CBT-CP,

we installed an electronic medical record referral alert into the electronic health record. The alert fired for any



patient with a musculoskeletal diagnosis code commonly associated with pain (e.g., back or neck conditions,
osteoarthritis, joint pain) and repeated pain intensity ratings indicating at least moderate pain (see previously
published protocol).!* The alert enabled a streamlined two-click referral to the study. At sites where the patient
referral pathway to CBT-CP is through a pain clinic referral rather than directly from primary care, CBT-CP
clinicians recruited from the pool of patients who were referred to CBT-CP through the usual clinical activity of
the pain clinic (ie., non-trial related).

To address the lack of clinician knowledge about CBT-CP and facilitate identification of suitable
patients for CBT-CP (Characteristics of Individuals Involved), we included informational supports in the body
of the referral alert tool. These updates were developed based on feedback gathered from primary care
clinicians during a small pilot study. The alert states that CBT-CP is an evidence-based, first line treatment for
chronic pain and includes a link to informational handouts about CBT-CP that referring clinicians can access or
provide to patients. In response to clinician requests, the alert also provides language for introducing CBT-CP
to patients (CBT-CP mvolves learning skills to help patients manage chronic pain (e.g., relaxation and
increasing physical activity slowly) and improve their functioning). Proactive identification of patients who are
eligble, which is enabled by the alert, is designed to promote referral of a larger and more representative pool
of patients who could benefit from CBT-CP and to remind clinicians of suitability of many patients with
chronic pain for CBT-CP.

Barriers and facilitators identified during this formative evaluation will continue to be assessed during a
process evaluation conducted while the study is underway and a summative evaluation after the study is
complete. In this way, we can monitor and reassess identified barriers and capture unanticipated barriers and
facilitators during the conduct of the study. Additionally, we will assess use of the referral alert and
referring clinicians experience and satisfaction with it. Another goal of upcoming evaluations is to solicit
additional mformation from CBT-CP clinicians regarding the barriers they experience providing CBT-CP. For
example, in the current interviews several CBT-CP clinicians noted a need to provide ongoing education to
referring clinicians about CBT-CP, a task that may represent a barrier to uptake and a dram on CBT-CP

clnician effort. Other potential barriers and facilitators include level of leadership support and professional



effort available for CBT-CP provision relative to local demand. Finally, future assessments may incorporate
questions about the Consolidated Framework for Implementation Research construct of culture. The culture
of the healthcare system is oriented toward the biomedical model rather than the biopsychosocial model that
underpins many nonpharmacological interventions including CBT-CP and may be a reason for clinician and
patient skepticism for nonpharmacological interventions. Information from CBT-CP clinicians can be
added to existing evidence about barriers and facilitators that has thus far focused primarily on patients and
referring clinicians.

This study had several limitations. First, we used purposive sampling which is a non-probability
sampling technique that could limit the representativeness of the sample. Second, interviews were conducted
with clinicians only and other staff such as nurses or administrators may have offered differing views.
Third, we used both telephone and videoconferencing mterviews. Prior to the pandemic, we relied primarily on
telephone mterviews as videoconferencing interviews were less accepted in VA. However, interviews during
the pandemic were conducted when videoconferencing options became more widely used in the VA. Itis a
possibility that the quality of the interactions with the participants were richer during videoconferencing rather
than during phone mterviews.

Conclusion

The need for accessible, low burden non-pharmacological interventions is particularly important to
address the negative effects of painful conditions and support recommended changes n pain care. Although
many nonpharmacological treatments for chronic pain exist, uptake of those iterventions is limited and
identifying barriers to use and, more importantly, implementation strategies to promote widespread uptake of
nonpharmacological interventions is critical to closing this gap. This formative evaluation identified barriers to
widespread implementation of CBT-CP, including complex referral pathways and lack of knowledge about
CBT-CP and who clinicians should refer. Use of technology-based treatments or telehealth was endorsed as
facilitating uptake. Simplifying processes for identifying patients for referral to CBT-CP, educating clinicians

to accurately understand CBT-CP and helping them convey that understanding to patients, and using more



virtual and technology-based approaches to deliver CBT-CP to patients could help VA reach more veterans to
help them manage their chronic pan.
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Table 1

Demographic and Descriptive Information for the COPES EXTRA Trial Sites (N=9)

US Census Unique Age Under | Race/Ethnicity Female Clinicians
Region/Division Patients (n)? 55 (%) (%) Patients (%) Participating in
Interview
Northeast/New 25,816 25 Black =5 7.2 4 (primary
England Hispanic=5 care=2, CBT-
Asian =0 CP=2)
Native Am =0
Midwest/East 64,363 26 Black =10 9.9 2 (primary
North Central Hispanic =2 care=1, CBT-
Asian =0 CP=1)
Native Am =0
Midwest/East 54,521 26 Black =19 10.8 3 (primary
North Central Hispanic =6 care=1, CBT-
Asian =1 CP=2)
Native Am =0
South/South 75,395 37 Black =34 14.8 2 (CBT-CP=2)
Atlantic Hispanic =3
Asian =1
Native Am =0
South/East South | 38,651 28 Black =45 12.8 3 (primary
Central Hispanic =2 care=1, CBT-
Asian =0 CP=2)
Native Am =0
South/West South | 130,528 38 Black =26 12.8 3 (primary
Central Hispanic =8 care=1, CBT-
Asian =1 CP=2)
Native Am =1
South/West South | 104,183 43 Black =22 15.8 3 (CBT-CP=3)
Central Hispanic =14
Asian =1
Native Am =0
South/West South | 61,250 37 Black =15 12.3 2 (CBT-CP=2)
Central Hispanic =4
Asian =1
Native Am =3
West/Pacific 102,201 35 Black =10 12.9 4 (primary
Hispanic =5 care=2, CBT-
Asian =3 CP=2)
Native Am =1

aUnique patients in fiscal year 2020 obtained from the

outpatient encounters cube (VSSC)






