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Dr. Robin Masheb:	Thank you, Maria, and good morning, everyone, and welcome to today’s cyberseminar. This is Dr. Robin Masheb, Director of Education at the PRIME Center of Innovation at VA Connecticut, and I will be hosting our monthly pain call entitled, “Spotlight on Pain Management.”

Spotlight on Pain Management is a collaboration of the PRIME Center, the VA National Program for Pain Management, the NIH-VA-DOD Pain Management Collaboratory, and the HSR&D Center for Information Dissemination in Education Resources, or CIDER.

Today’s session is entitled “Telecollaborative Outreach to Rural Patients with Chronic Pain; the Core Trial.” Our presenter for today is Dr. Travis Lovejoy, who is an associate professor of psychiatry at Oregon Health and Science University; core investigator in the VA HSR&D funded center to improve involvement in care at the VA Portland Healthcare System; and clinical director of one of five VA Office of Rural Health Veterans Resource Centers. His program of research focuses on the development, rigorous testing, and implementation of interventions that improve clinical and health services outcomes in patients living with chronic pain.

Also, on our call today is Dr. Bob Kerns. He was Director of the NIIH-DOD-VA Pain Management Collaboratory Coordinating Center and professor at Yale School of Medicine.

Also, I'm hoping that Dr. Friedhelm Sandbrink will be joining us today. He is a neurologist, the VA National Program Director for Pain Management, and Direct of Pain Management in the Department of Neurology at the VA Washington DC Medical Center.

Dr. Friedhelm and Dr. Kerns will be taking questions related to policy at the end of the talk.

And now, I'm going to turn this over to our presenter.

Dr. Travis Lovejoy:	Thanks so much, Robin, and good morning, everyone. Thank you for attending. I’m really excited to be here with you all this morning and to tell you a little bit more about an upcoming pragmatic effectiveness trial that we’ll be conducting called the CORPs trial.

As Robin mentioned, I am one of the co-PIs on the study. My colleague, Ben Marasco, is the other PI. And this study is funded by the National Center for Complementary and Integrative Health at the National Institutes of Health. 

So, to give a brief presentation overview, I'm going to provide a short description of the Pain Management Collaboratory. I think that some of you on the call may be very familiar with the PMC but for those of you who aren’t, I just wanted to give a little bit of background on that. 

And then, I’ll move into a study overview and talk a little bit in more detail about the particular CORPs intervention, as well as the comparator that will be used in this randomized controlled trial. I’ll highlight some of the study aims and leave some ample time for discussion and Q&A, as well as some of the conversations around policy that Drs. Kerns and Sandbrink will be fielding. 

So, what is the Pain Management Collaboratory? The PMC was created approximately, I think it’s going on about six years ago now. So, there was a funding opportunity announcement that was put out with applications being solicited in March of 2017 to conduct pragmatic effectiveness trials of nonpharmacologic approaches to pain management. From this FOA, there were eleven trials that were funded, as well as a coordinating center to oversee much of the work that was going on across these trials nationally and to provide leadership and technical expertise in conducting pragmatic trials. And you can see in the box on the right here that the coordinating center is housed in Yale and the co-PIs are Drs. Kerns, Brandt, and Peduzzi.

In, I guess it would’ve been last fall of 2022, there was one additional trial run but we’re the newest member to this group. So, now, from the original 11, it has now become 12, and it is this 12th trial that I’ll be talking with you about today. 

So, you can see in this figure here – and this was obtained from the Pain Management Collaboratory website – that there is the Coordinating Center in the middle. But there are also these trials, as well as a number of work groups, a steering committee, and really active involvement from the program offices, as well as various officers, within each of the funding agencies. The pragmatic trials cover a variety of nonpharmacologic approach to pain management; chiropractic, cognitive behavioral therapy for chronic pain, mindfulness approaches, physical therapy, and many others.

Within the work groups, these are designed and comprise members from the different trials, as well as other key stakeholders and cover topics such as biostatistics; the electronic health record, which is strongly leveraged in many of these trials that are being conducted within the VA, as well as Department of Defense; stakeholder engagement; implementation science; as well as other work groups. So, it’s a very robust intellectual environment and there’s some really great things that are happening within these work groups. It’s fantastic that all of the projects have someone from their study involved with each of the work groups. So, it really is a wonderful environment of collaboration.

I will say that this is one of the unique experiences that I’ve had being involved with this collaboratory and that we’ll attend steering committee meetings and there will be all the heads of VA Health Services Research and Development and research arms of the Department of Defense and NIH who will be there and being part of the conversations. They’re so closely involved with what is happening within these trials and so invested. So, it’s really been a wonderful opportunity to be involved as part of this collaboratory. 

There’s also a significant emphasis within the Collaboratory on veteran/ stakeholder engagement so, partnering with the key program offices, hearing the voice of veterans and active-duty military service members who are providing insights and to help inform not only the design but the execution of these clinical trials, as well. So, that’s been fundamentally important to our work thus far.

I will say that the funding mechanism used for these trials is the UG3/UH3 mechanism. And for those who are less familiar with that particular mechanism, there is an initial one- to two-year preparatory and planning phase. That’s the UG3 portion. And then, you move into the trial execution, which typically lasts about four years, and that is the UH3 phase. So, currently, our CORPs trial is in its UG3 phase and we’ll be completing that at the end of the summer.

So, the overall goal of the CORPs trial is to increase rural veterans’ access to pain care services. What we see in the rural landscape is that there are either a paucity of resources are available – but actually, there’s been a shift in recent years. And so, we see with telehealth, as well as a variety of other initiatives, increasing access to many pain services that have not traditionally been available to rural veterans. And frankly, many of the rural veterans just aren’t aware that these services are out there. I mean, I would even go so far as to say that many of the VA and other clinicians who work with these veterans are also unaware of some of these programs and different types of services.

And so, one of the goals of CORPs is to really figure out how do we get these patients to the pain care services that the desperately need. And I’ll talk a little bit about kind of the genesis of this concept and this idea of the CORPs trial. 

So, previously, our group had conducted some work around collaborative care for co-occurring chronic and substance use disorders. We’d imbedded collaborative care models within specialty substance use disorder treatments. And one of the things that we were finding is that when patients would come to receive these specialty care services, many of them would then move on when they were done with alcohol and drug treatment back to a rural community where they resided. And they would not get the full suite of services available for these collaborative care models, which I’ll talk a little bit more about collaborative care in a couple slides. 

So, we were looking to pivot and figure out a way that there could be greater continuity of care. When a patient came in-person to start a program, how could they complete that when they went back to their rural place of residence?

And so, we started to shift our model to exclusive telehealth delivery. And this was in 2019 with full implementation in VA Portland where I'm located by the fall of 2019. And this was very timely because, of course, as we all know, the next spring, in-person appointments shut down with the initiation of the COVID pandemic.

And so, we had already stood up this telehealth program and it was very robust. We were able to continue seeing patients quite seamlessly, even when COVID began. And so, we started to expand this model in 2020 and into 2021 to primary care settings – rural primary care settings – within the VA Portland healthcare system. 

And so, we continued to highlight that work and that was really the basis for the CORPs trial that we’re going to be talking about here today. 

One of the things that we found when working with rural patients is that there were a number of different systems of care that we navigated. We know nationally that across the VA, rural patients who are living with chronic pain, about 90% of them will access community care services, and this is through the VA’s Mission Act, which allows them to be able to obtain those community care services and they get paid for by the VA.

We also know that about 70% of these same rural veterans have other forms of health insurance. This could be Medicare or Medicaid or some form of private commercial insurance. And this enables them to go and get community care irrespective of the VA; care that the VA would not even pay for. And in doing so, these veterans are forced to navigate these many different systems of care where in the VA, we have the community care that’s paid for by Mission Act, we have other forms of community care. And that’s not to mention all the various types of telehealth services that are available at the local VA, as well as sometimes at the regional and VISN level. 

So, these patients are navigating multiple systems and a lot of times – I would say most of the time – these systems don’t communicate very well with one another. 

As a clinician in the VA, it is very challenging to know what care my patient is receiving in the community. Eventually, the VA will be able to get those records. They get uploaded as images. Sometimes there are many, many pages of records. It can be somewhat cumbersome and time-consuming to be able to do all these records. 

And so, in a very high-paced and busy healthcare setting such as primary care, it can be a true barrier to fully knowing and understanding what is happening in the community with the veterans that these clinicians are seeing. Not to mention that a lot of times, the records are delayed in getting into the VA system. 

We had the good fortune during our planning preparatory phase of this UG3 to be able to talk with numerous clinicians, as well as veterans, but the clinicians both within the VA and outside of the VA. And the themes are quite similar what we hear from all of these clinicians is that the systems just don’t talk well with each other and that it’s really difficult to work with the other. 

So, community care clinicians express a considerable amount of frustration in trying to work with VA. They will refer a patient back to the VA and they never know – there’s never any closure to that loop. They never know if the patient ends up getting to the VA, if they end up getting the services that were recommended. The same thing with the VA clinicians; once they go out into the community, as I mentioned, it can be really challenging to get some of that information and what is happening within the community. And sometimes the VA clinicians and the community clinicians don’t fully agree with the plan of care. But there’s really no communication that happens between those two systems and the patients are stuck in the middle. 

And so, this is what we were observing in these rural settings, quite ubiquitously. And so, one of the roles of this particular CORPs intervention is to help coordinate that care; help to coordinate the care that patients are getting both within the VA, as well as outside of the VA, and to be a bridge between those systems. 

Our team has a larger vision. We talk about a world where a patient who is a veteran and may have other forms of health insurance go into a clinic, receive the care that they need, understand what they’re going to get billed for and what they won’t, understand all of their eligibility, as well as the types of services which they can obtain. And that they won’t have the frustrations of having a bill show up and not understand why, why they’re being billed. Or they won’t go to a clinic and then, realize that they’re not able to access that particular service. And that actually, when they go in to receive that care, they won’t know whether it’s a VA provider or a community clinician but rather, the care is so seamless and the communication is so tight, that the patient won’t be in that situation that I described where they are really stuck in the middle. But rather it just feels like one larger system of care.

Now, I’m not saying that the CORPs intervention will do that but I think we’re trying to move the needle in a direction where it really unburdens the patient to be able to go in and get the treatment that the need without having to worry about whether or not they’re going to be able to get that next referral for acupuncture or where they’re going to be able to find the ability to go get that physical therapy treatment that they need.

So, this was really the premise and the genesis of the CORPs intervention. 

Let me talk briefly about collaborative care. Collaborative care has been around for several decades. It was originally championed in the field of mental health. And what we have in collaborative care models is they’re typically primary care-based models of care. 

But we have a care manager. And this has most often been a registered nurse – an RN – but it could be any number of professionals. We’ve seen collaborative care models that have psychologists as care managers, social workers as care managers, and other disciplines, as well. 

This care manager helps to oversee the treatment of a chronic condition. Oftentimes it had been used with depression but it’s increasingly being used with pain, as well. This care manager provides some recommendations, as well as decision support, to the primary care team around treatment of this particular condition. And they also work closely with some other experts in that area. And you can see here we have a therapist and a psychiatrist in this model that’s focusing more on mental health. Within the context of chronic pain management, collaborative care models will often include a pain physician expert who can consult with the care manager and help to formulate some of the recommendations and provide that additional decision support to the primary care team.

So, the collaborative care models within the context of pain in the VA – and those have been tested over the past couple of decades – Kurt Kroenke, Steve Dobscha, Matt Bayer, Erin Krebs are some of the folks, and there are many others, who have been testing these models. 

They’re pretty well-established. There hasn’t been a lot done with the rural population to address some of these complexities around multiple systems of care that I just described. 

So, what we’re doing in the context of CORPs is taking these collaborative care models that have a pretty strong evidence base behind them and we’re trying to implement these within the context of rural settings, recognizing some of the very unique challenges that rural veterans face.

It's hard to talk about collaborative care without talking about care coordination and, particularly, in the context of rural. So, there are a couple of roles that I think don’t always explicitly get called out when we’re thinking about care managers and collaborative care models. And those roles are care coordination and patient navigation. 

These are fundamentally important. We know that just because we have resources available for patients, it doesn’t mean that they will access the services. Even if a referral goes out, even if a consult is placed, even if the specialty service that’s receiving the consult calls the veteran and tries to schedule this appointment; there are times where the veteran won’t show up. Or there are times where they’ll initiate care but then, for whatever reason, stop engaging in that treatment. 

And there are so many different complexities at play here, particularly in the rural landscape. Transportation, of course, is one that always comes to mind but there are elements of culture. There are sometimes veterans I speak with in rural areas who don’t want anything to do with the city. They don’t want to go in, not just because of the challenge and the distance, but they don’t understand how to navigate the interstate during rush hour. Or it really creates a lot of stress and is very triggering for them. They find that in those contexts of the urban settings, that they feel like they’re just being run through services really quickly without a lot of attention to their basic needs.

And so, these are the things that we hear and we have a better understanding of what the rural veteran is seeking. Helping them to get to the care that they need is fundamentally important. And that could be in the VA. It could also be within the community. But it could also be through services that are delivered via telehealth and actually helping them get to those places. And I say, “get,” loosely. If it’s telehealth, of course, there are barriers such as; how do you actually obtain an internet-enabled device?

Well, increasingly, through various types of resources and programs within the VA, patients are able to have that hardware that they need; distribution of iPads, tablets, to rural veterans to be able to access telehealth services through the VA.

But this doesn’t change the fact that they have very limited internet bandwidth. So, what do you do when someone lives in a rural area and every time they try to connect with a provider via video, it freezes? Both the video and then, sometimes the audio goes out. Well, this is very frustrating to veterans and a lot of times, they’ll just want to resort to the telephone. 

Well, there are programs to be able to help with these types of things. And so, our care managers within this intervention are doing all of those things. They’re addressing not only; how do we get these patients the care that they need, or identify the types of treatments that they need, but how do we actually help them access that? If it is by internet or if it is in person.

So, there’s a huge component to care coordination and patient navigation that exists for these care managers.

So, to briefly provide an overview of the trial before I move into talking a little bit more about the study flow and the interventions, this is a pragmatic effect from this trial. So, we are charting, actually, enrollment of about 600 patients across several different healthcare settings that I’ll describe in the following slide. 

Our goal is to be able to test the effectiveness of this CORPs intervention versus a minimally enhanced usual care – which, again, I’ll describe in a few slides here. 

Our primary outcome is pain interference. This is a patient-reported outcome of pain interference. You can see a variety of other second outcomes, as well, in the box to the right here. So, we’re interested in intensity, physical functioning, quality of life, and these other types of secondary outcomes.

The trial itself is going to be conducted across four VA healthcare systems. You can see here there’s one in Portland, Oregon; one in Dallas, Texas; one in Nashville, Tennessee; and the other in Minneapolis, Minnesota. The large pin drop is the major medical center in each of those urban areas. And then, the small dots surrounding are the rural community-based outpatient clinics, or CBOCs, where many of the veterans receive their primary care if they are engaged with the VA in that capacity. We anticipate that some may be involved with primary care in the community, as well. 

One of the interesting things that you may be able to see here is that even though these are located – these major medical centers and healthcare systems are located – in specific states, many – well, maybe not many, but at least some of their CBOCs extend into neighboring states. So, for example, Minnesota is going to be serving a number of rural veterans in Western Wisconsin, as well, and that’s true across all of these.

These sites; we selected these sites for a variety of reasons. One of the reasons is that the focus of this intervention, in addition to improving pain interference, is really helping these veterans engage with multiple forms of pain care, and this includes complementary and integrative health approaches to care; acupuncture, chiropractic, yoga, tai chi, and some of the other movement therapies that we know have demonstrated some effectiveness in addressing chronic pain. 

And so, for this particular trial where we’re focusing on these rural veterans with chronic musculoskeletal pain, we were wanting to identify sites that had at least started to have some presence with the VA’s full health initiative that is really, among many other things, looking to expand access to some of these complementary and integrative health approaches. 

So, all four of these sites have robust programs in whole health that have already been stood up so, they’re able to offer many of these complementary and integrative health approaches. They have systems in place, if the veterans are not able to come into the major medical center where most of these are offered, to either deliver them to the community acupuncture, chiropractic, or to be able to deliver some of the other movement-based approaches versus telehealth; yoga, tai chi, and so forth. 

We were also interested in working with sites that had robust telepain programs. And I’ll talk a little bit more about these interdisciplinary telepain programs when I talk about our usual care arm. But these are programs that include pain physicians, pain psychologists, physical therapists, nurses and many other professions, and they truly work as interdisciplinary teams to be able to address kind of more wraparound care for the veterans living with chronic pain.

This is our flowchart here, and I will mention that we are using a variety of recruitment strategies. The primary recruitment strategy that we have in place currently, and we’re going to be piloting this out in the coming months here to see how effective this approach is going to be to identify veterans, is that we’re going to be using the electronic health record to do initial screening of veterans to identify those who have musculoskeletal pain diagnoses and meet other study inclusion criteria, such as residing in a rural area. 

Rurality, we define, actually, based on rural urban commuting area – or RUCA – codes. And this looks at kind of the workflow traffic so, in terms of the workflow to metropolitan area, distance from a metropolitan area, as well as the size of the communities. 

And so, RUCA codes go from 1 to 10, with 1 being the most urban and 10 being the most rural. The VHA defines “rural” as anything that is other than 1 and so, that’s the definition that we’re going to be using. We’re adopting VHA’s definition of rurality based on RUCA codes of 2 to 10.

Once we are – once we identify veterans who meet minimum eligibility criteria, we would be randomly selecting veterans and we would do this in multiple ways. But we’d be randomly selecting waves of veterans who meet these initial criteria and outreaching via letters and flyers through the mail and then, interest so veterans could call in to learn more about the study, complete a study screening with our research staff during that eligibility call. And if eligible and interested, could enroll into the study.

At that point, they would complete their informed consent and that could be done either through DocuSign, which we actually have a lot of success, even within the rural areas. Patients have internet; they just might not be fast so, doing things like DocuSign is quite tenable whereas video may be a little bit more challenging because of the bandwidth requirements.

But for those who don’t have – either don’t have the internet access or don’t have an email or they just choose not to, we can also do informed consent forms via paper through the mail. It just takes a little bit longer because of the mailing back and forth. 

One thing I will mention that I hadn’t previously is that this entire intervention on the study is exclusively virtual. We actually have no – our care managers and the study staff have no face-to-face contact with these patients so, it’s all done virtually, leveraging existing systems like the electronic health record, as well as our virtual telehealth technologies, to be able to execute the intervention, as well as do all the study activities. And our team has quite a bit of experience doing national studies of this sort and had a lot of success with that. So, it is quite feasible.

So, once they complete the informed consent form, either electronically or via paper, they would be enrolled. They would complete a baseline assessment and then, they would be randomized either to the comparator condition or to the CORPs intervention.

So, the nurse care manager oversees three primary components of this intervention in terms of the actual activities that are executed. The nurse will meet with the patient initially. This is typically about a 60-minute meeting, often over via Video Connect, which is VA’s videoconferencing for patient encounters. Or they can also meet by telephone, again, if there are internet bandwidth issues. And this is really just based on patient preference. 

And the nurse conducts a thorough biopsychosocial pain assessment for this patient; tries to better understand the genesis of the pain, the course over the period of its chronicity, what types of treatments the patient has tried for pain management, what things have worked, what haven’t, what they’re currently doing. As well as also, assessing other comorbid medical conditions; mental health, substance use disorders, and trying to better understand various social determinants of health that may be influencing the patient both in terms of their pain as experienced, as well as their ability to manage the pain effectively.

So, we are going to be – the nurse will do this initial assessment. During this period of time, the nurse, collaborative with the patient, develops a pain treatment plan. And at that point, then, the nurse really gets to work in trying to help the patient coordinate that care, access the care that they need, coordinate that care, and navigate the patient to that care.

Prior to the actual execution of that care coordination and that patient navigation, the nurse consults with the pain physician that is located at each of the sites. And once that staffing is complete, there may be additional recommendations or suggestions from that pain physician. And so, that team really is working collaboratively before making its recommendations to the primary care team. 

And important part of this intervention is the followup that happens. And while most of the intervention occurs about over the course of the first four months for these followup assessments, which can’t be done either via video or telephone, the patients are eligible to continue working with the nurse over the course of their time in this particular study, which is 12 months, total. 

But most of the work happens early on; really helping the patient get connected to services, helping them troubleshoot the area that they may encounter. And then, once they get connected, we find that the need for the continued care management decreases. And so, the number of appointments beyond four months really aren’t often that frequent.

The nurse also leads a pain education class, and this is a class that is not designed to be therapeutic in any way; it’s more than anything, a way to help patients learn about various types of pain treatments that are available to them. And so, these topics cover things such as mindfulness-based approaches, cognitive behavioral therapy approaches to pain management, physical activity, and nutrition, among many other topics. 

And by way of example, a patient may go to a class that’s focused on nutrition and say, “Oh, I'm very interested in this idea of an anti-inflammatory diet. That really resonated with me. Is there any way that I can learn about that?” And then, the nurse can help connect the patient to a registered dietician to work individually with them on developing meal plans and thinking about ways to reduce inflammatory food in their diet. 

So, it’s really meant to kind of be a tantalizing type of thing. Like if the patient has exposure to that and there’s something that really resonates, then, they can work directly with a care manager to be able to access those services.

This is a visual depiction of the CORPs intervention so, you can see the components that I mentioned here with the initial assessment. This ongoing pain education – and actually, I should mention that there are times where patients within these virtual groups – and we host the virtual groups via WebEx. We found that that’s a much better platform for doing the virtual groups relative to BBC. I think BBC was probably designed more to deliver individual care and we found that WebEx was just a little bit better in terms of allowing patients to connect virtually but as well as patients who, again, don’t have the bandwidth to be able to do so. They can call in and it feels pretty seamless for them to be able to use that particular platform. Fewer technical bugs that they encounter.

One of the things that, you know, if a patient is not able to attend a group session early on, the next thing is that the nurse is meeting pretty regularly with these patients for individual care management appointments. And if a patient is not able to attend a group, the care manager can individually provide some of the information that was presented within the group so that the patient at least has exposure to that and isn’t missing out on those particular topics that were covered within the group.

Alright. So, let’s talk about the usual care arm. The idea or the concept for usual care, it was somewhat serendipitous. At the time we were conceiving of this particular intervention, we were thinking about what usual care looks like within the VA. And this was right around the time that Dr. Friedhelm’s office had generously supported the standup of some regional interdisciplinary telepain teams. So, through the PMOP office, they provided some funds to the VA’s clinical resource hubs, and these are VISN-level telehealth services that have VA clinicians. Traditionally, they were stood up to deliver primary care, as well as mental health services. And so, this was a joint funding by the VA’s Office of Rural Health, Office of Connected Care, the Office of Mental Health and Suicide Prevention, Primary Care Services, as well as some other VA national program offices.

We’re seeing now that there’s an increasing amount of specialty care being delivered through these clinical resource hubs. And so, these particular interdisciplinary telepain teams – again, I mentioned previously – have pain physicians, social workers, pain psychologists, physical therapists. Sometimes they’ll have yoga instructors and a lot of administrative support, as well. 

And so, they really act as true interdisciplinary teams; not multimodal care but like true interdisciplinary care where they are sometimes joint-meeting with patients, the different providers. They are talking with one another on a regular basis and they are using team-based approaches to ensure that the patient’s pain management needs are being met.

So, all the sites over this particular trial have either stood up these interdisciplinary telepain teams at a VISN level, or are in the process of standing them up. If they did not partner with the clinical resource hubs – and I'm thinking of VISN 23, which is where Minneapolis is – they had stood up their own program; an analogous program that is administered across the VISN but is separate from the clinical resource hub. 

So, all of the sites that we selected have this. And this is a requirement across VA nationally to have these types of services. And so, we really see this as being kind of at the vanguard of what usual care is going to look like in terms of telepain services within the VA moving forward.

And so, our approach, and thinking about usual care for this particular study, was to help patients get connected to these interdisciplinary telepain teams.

Now, our premise is that it requires more than just getting connected to the interdisciplinary telepain teams. Those teams are not interfacing with community care. They are not necessarily helping patients navigate across these multiple systems and between these multiple systems. And so, there is an added benefit to what the CORPs intervention is providing. But we did want something that was more than just saying, “Oh, we’re just not going to do anything for these patients.” And from an ethical standpoint, as well, when patients take the time and make the effort to come into a trial like this, we wanted to make sure that they were at least receiving something. And so, this seemed like a nice alternative to the standard usual care approach.

I want to briefly talk about our study aims. We had three main aims for the UH3 phrase, which, again, the UH3 is the execution of the pragmatic effectiveness trial. 

So, the first aim is the standard effectiveness aim. We are comparing the effectiveness of CORPs very minimally enhanced usual care in improving these patient-reported primary and secondary outcomes.

We’re also looking – if you recall back to the slide that had some of the secondary outcomes – we’re looking at utilization of nonpharmacologic approaches to pain management; particularly, the complementary and integrative health approaches. So, that’s also one of our secondary outcomes.

One thing I didn’t mention, but that we are going to be doing, is that we are going to use our process of EHR recognition of rural patients who are living with chronic pain in these VA catchments; we’re going to be able to use the EHR to also identify some of the demographic characteristics of these veterans. And our goal for this particular trial is to use our stratified random sampling approaches to be able to over-sample some veterans who are maybe less well-represented within the VHA system of care. So, these are women veterans, as well as those who identify with a minoritized race or ethnicity. We’ve done this with some of our prospective cohort studies, national prospective cohort studies, with considerable success. And we were looking at the composition of the rural population within our VA healthcare systems that are part of the study and it looks quite feasible to be able to do this. 

So, we’re really excited to be able to attempt to recruit about half of the sample would be women veterans and half are identified with a minoritized race or ethnicity, which would allow us to do some of these additional analyses for Aim 2 to test heterogeneity of treatment effects across these groups.

I'll spend a little bit of time talking about Aim 3, as well as past this slide here. This is our – essentially, our implementation aim. So, as part of Aim 3, we’re going to be collecting quite a bit of data to be able to understand the rollout of the core intervention across these healthcare systems. We’re also going to be conducting some cost-effectiveness analyses to trying to understand the economic impact of this particular intervention. And I’ll go into some of those details in subsequent slides here. 

Much of this work has already begun in the UG3 phase. We’ve been talking with clinicians, as I mentioned previously, administrators at all of the different healthcare systems. We’ve talked with all the leads and some additional support staff of the interdisciplinary telepain teams across all the VISNs. We’ve talked with _____ [00:37:13] coordinators of the VISNs. We’ve talking with veterans – rural veterans, veterans who are living with chronic pain. We engaged a variety of veteran engagement groups; one through the Pain Management Coordinating Center. There’s also another one through the VA Health Services Research and Development Pain/Opioid CORPs as a veteran engagement group. There’s also an entity based out of Denver called “Growing Rural Outreach Through Veteran Engagement” or “GROVE.” The Grove Center is really focused on how do we engage rural patients in the research process. And so, we’ve been working closely with GROVE and talking with some of their regional veteran engagement groups. 

We’ve also partnered with the Oregon Rural Practice-Based Research Network, which is a non-VA practice-based research network but has a number of connections to rural clinicians who are not part of VA. These are community clinicians but who serve veterans. So, we’ve been talking with a number of them, as well.

So, all of these kind of formative implementation activities have started during this UG3 phase and we’ve learned so much from these various stakeholders and we’re really excited to continue to engage with them as this trial unfolds.

But let me tell you a little more about some of the components of this Aim 3. So, three ongoing activities that will be going on during the course of the UH3 phase; we’re going to have the care managers, as well as the pain physicians, be – do online diaries. And these are not, you know, terribly burdensome types of questions. We might see a question or two in there and we expect that these would take several minutes to be able to complete and doing these on, you know, for example, a biweekly basis. 

One of our collaborators on this particular trial, Sarah Ono, is a medical anthropologist; has done a lot of work that’s been funded by AHRQ and they’ve used various methodologies in some of these studies that include the online diaries with a considerable amount of success.

So, we’re really excited to be able to implement these online diaries as part of this trial. Again, we can – as we’re learning, we can iterate on these questions and ask different types of things to really understand how the implementation process is unfolding.

We’re also going to be holding virtual learning communities, and these are monthly virtual calls that will bring together all the care managers across the sites, all the pain physicians across the sites, and it will be an opportunity for them to be able to troubleshoot issues that they’re having, to learn from one another, to be able to get the support. And we’re going to have some researchers in there doing some ethnographic work where they’re going to be observing this group and understanding these processes, listening to the content but, also, you know, trying to understand how things are going from a process standpoint. 

So, we have that component and then, we’ll be doing some more standard semi-structured interviews with veterans who have participated in this trial with other study contributors across the four sites, as well. So, all of this will be happening during the UH3 phase.

Our cost-effectiveness analysis, for any of you health economists on the call here, I presented here the incremental cost-effectiveness ratio. Essentially, what we are looking at with cost-effectiveness is we’re trying to determine how much it costs to do CORPs versus minimally enhanced usual care. What are the direct costs associated with that? What are the usual costs associated with each intervention? Because sometimes those can be different, as well.

And then, this ratio on the denominator here, you can see there’s a difference between the mean changes and the clinical outcome so, pain interference, pain intensity, and some of those outcomes. And so, this ratio is essentially looking at the cost of doing the CORPs intervention versus minimally enhanced usual care relative to the differences in the clinical outcomes between the two conditions.

So, why collect all of this stuff? Well, one of the things that our group often thinks about is; how do we implement, right? And so, we always preach this notion of designing trials for – or designing interventions for – implementation. We don’t want to design something that will not get implemented in the future if it is found to be effective. 

So, we want to think about all the different components of implementation. And we want to ensure that there is a way forward to be able to spread something if it is – if it ends up being the greatest intervention that the world has ever seen, we want to make sure it gets out there. Because we know that just because we build it, it doesn’t mean that people will come to it. So, we want to make sure that there is a pathway forward to this. 

And so, one of the pathways – and there are many others – but one of the pathways that we’ve been considering is this notion of a Rural Promising Practice. And this is a program that is supported by the VA’s Office of Rural Health. You can see in the center column here, we have RE-AIM constructs. And this is Russ Glasgow’s heuristic to describe ways to more effectively disseminate interventions through systems of care. RE-AIM stands for “Reach Effectiveness, Adoption, Implementation, and Maintenance.” 

And so, the VA Office of Rural Health has adopted this particular framework when thinking about its own dissemination activities. And one of the things that it asks of its programs that it will support for national dissemination is that it meets six criteria. And those are listed in the first column here under the Rural Promising Practice Criteria. You can see the definitions on each of these in the second column. So, increased access, clinical impact, operational feasibility, right? If we design the best intervention but it’s not feasible to actually implement this across the system, then, it’s dead in the water right there. Return on investment is the economic component. 

The improvements in patient outcomes; are they aligned with the cost, right? If the cost is so exorbitant, even though something might be beneficial, then, is it something, realistically, that a system of care like the VHA can actually implement?

Customer satisfaction is in terms of both the patients, as well as some of the other end users, and these are the clinicians, right? Who are at each of the facilities who will be implementing this.

And then, the strong partnerships; these could be with national program offices but the partnerships also exist at each of the VHA facility levels, and maybe even at the individual clinic level. So, ensuring that there are strong partnerships.

So, the criteria that are required to be able to gain support for this office to implement programs nationally, they need to meet these six criteria. And so, our goal coming out of this particular trial is that we want all of this information. Is that, in fact, found to be effective? We want to make sure that we have all the information that can support a rollout nationally through VHA’s Office of Rural Health.

So, like I mentioned, there are numerous pathways forward but this is just one of the ones that we’ve considered. So, we’re really focusing on not only designing but, also, executing this particular pragmatic trial for future implementation down the road. 

Alright, so, this is my last content slide. I just wanted to provide some acknowledgements here; certainly, to NCCIH who funded this program of research. And I want to call specifically out Pete Murray, who’s our program officer at NCCIH. Pete is amazing. This is the first large-scale trial, or virtually, any study that I’ve been involved with, where you have your program officer show up to your team meetings every two weeks. Pete helps on the call with us and is there to troubleshoot issues that we’re having, to talk about various things that NCCIH is needing from us, as well as things that we’re needing from the Institute. And so, it really is collaborative and so, we’ve been very grateful and appreciative for all of the effort and the attention that NCCIH via Pete has provided for us. 

I wanted to call out several of our national partners, as well; the VA Office of Rural Health I’ve mentioned, as well as the PMOP Office. They have always been supportive of our work in this sphere and so, we’re truly grateful. It’s wonderful to be able to reach out to Dr. Sandbrink. When I have questions about these interdisciplinary telepain teams, within a few hours, it feels like, he’s connecting me with all the people I need to speak with. So, truly grateful in that support from these offices; the Collaboratory that I talked about initially, as well.

I list some of these veteran engagement groups that we have a great opportunity to be able to connect with. I called them out on a few slides previously but just wanted to list them here. For those of you who are doing any work in the rural sphere, you should definitely look up GROVE; they’re a great resource available to VA researchers across the entire system and they’re very willing to help study teams bring in the voice of rural veterans into the work that they’re doing. We’ve found the work with them to be truly instrumental to the work that we’ve conducted.

And then, members of our study team. It’s a great study team. We have great folks here at OHSU and the Portland VA, as well as our collaborators at the other sites in Minneapolis, Nashville, and in Dallas, Texas. So, thank you to all of them. They’ve been instrumental in us being able to move this work forward. 

And with that, I will pause and we can – I think Robin, we’ll turn it back to you for any discussion or questions. And I think that Drs. Kerns and Sandbrink also might be commenting on some of the policy implications at some point. So, take it away, Robin. Thank you.

Dr. Robin Masheb:	Terrific. Thank you, Dr. Lovejoy. This is – what a joy to listen to this project and hear the scope of what you’ve done and, you know, connecting with rural veterans and looking at the impact of this not just at the veteran level but in terms of being able to implement this and look at the cost-effectiveness of it. It’s really such a huge collaboration and contribution. So, congratulations to you and all of your colleagues and teams that have put this together. It’s really tremendous to see.

I just want to let Maria know; I'm having difficulty seeing the Q&A. I just see the chat. 

Maria:	Okay.

Dr. Robin Masheb: 	I don’t know if you can help me or if you can jump in with some of the questions here. 

Maria:	Sure. So, let me start with one of the questions. It says, “Great idea to engage NCM for pain care coordination. Please comment on reasons – lessons learned regarding what has been veteran acceptance of RN in this role relative to social worker or NP.”

And the second part is, “What are characteristics of ideal NCM?” And the third part, “Which implementation or change management approaches have helped with buy-in for senior nursing leadership?” Thank you. 

Dr. Travis Lovejoy:	Those are great questions. Okay, let me see if I can – I’ll try to answer them down the line here. 

So, in terms of patient acceptability working with RNs, I think patients are very willing to work with RNs. At least that’s what we’ve found thus far in our preliminary pilot work. 

One of the things that we really emphasize with the RNs – and we go through copious amounts of timing with this – is around how to be with patients. And we approach this from a motivational interviewing framework. So, our nurses get a lot of training in motivational interviewing and how to ask open-ended questions and how to have empathic reflections and how to come into a meeting with a patient without an agenda but really meetings patients where they are at that moment. 

It is amazing to see how patients historically don’t always feel like they’ve been heard. And I think that there’s a therapy component to just feeling like someone is listening to you and understanding what it is that your experience is like. And once that happens, the rapport that is built between the care manager and the patients is just extraordinary, and it’s almost unbreakable.

I would say that it doesn’t have to be an RN who does that. Because I think that the question also commented on, you know, relative to NPs or social workers. Sure, this could be done with other professions, as well. The reason that we use RNs has been, in part, a familiarity in VA care management; that typically, care management roles within the VA have been RNs. And so, it’s a role that was known by the system of care where these patients were getting their pain management. 

The other pieces that we found relative to social work – this would not be the case with the NPs but relative to social work or even health coaches, because health coaches are becoming increasingly used within the context of the VA. When communicating and coordinating care between VA and these community clinics, it’s really helpful to have some type of medical training. We find that it is very beneficial for the RNs to be able to understand both the medical terminology but, also, have a general understanding, even though they are not themselves prescribers, but have, I would say probably a more robust understanding of many of the different types of medical comorbidities, as well as medications that these patients may be taking. It really helps with that care coordination so, it’s been quite valuable.

The other piece, I think part 3 of the question, was around nurse care leadership. We haven’t run into barriers at all around nurse care leadership. Most of the support that we receive, or any barriers that may exist, is in the context of Primary Care. So, the question becomes; how is it that these nurse care managers are going to interact with primary care teams that may have their own care managers for other types of conditions? 

And so, we really try to be nonduplicative in this work. We don’t necessarily want to be doing things that other nurses are doing.

But the reality is that within these primary care teams, within the PACT teams, there isn’t someone who’s dedicated to doing this type of service with the pain management. And so, it’s often, more often than not, it’s welcome. The primary care team wants to know what our nurse care managers are doing. They really appreciate the recommendations that come in. They sometimes even really appreciate when the nurse care manager tees up a consult that they can quickly look at and be like, “Oh, yes, this is exactly what this veteran needs. I don’t know why we hadn’t considered that previously,” and can sign right off on it quickly.

So, it really is about understanding the dynamics within that primary care team. But haven’t been met with any barriers from either Primary Care or the nursing leadership at the facilities.

Dr. Robin Masheb:	Okay, the next question. From EHR data, what are trends that you’ve noticed regarding differences in rural living veterans compared to nonrural veterans, aside from more obvious differences like driving distance and relative lack of video bandwidth?

Dr. Travis Lovejoy:	I would say that lack of video bandwidth is actually not something that we can ascertain from the EHR. I mean, we can make certain assumptions.

The EHR is somewhat limited in terms of what we can identify in terms of social determinants of health for many of these veterans. What we learn is from talking with the veterans directly and interacting with some of our program partners who are a champion in care for veterans in rural areas.

So, you know, in terms of some of the differences that we see in those realms, there’s culture, right? There’s cultural differences in terms of, you know, we tend to see rural areas have really strong feelings of community and that it’s important to know your neighbor and know your neighbor’s neighbor and kind of everyone is in this together.

There are elements of – certainly, I mean, in terms of our demographic characteristics in the rural area, it tends to be – if we’re just looking at some of those characteristics, it tends to be older, more male, and more white. 

And so, what does that mean? Well, certainly, kind of with the age piece – and again, I want to make sure that I'm not coming across with any notes that feel ageist here – but in general, what we end up seeing is there’s less familiarity with technology and less access to technology than we see in some of the urban areas. But it’s not all the different, I would say, appreciably different. It’s the same types of things that – you know, someone who has not had a lot of access to technologies is just going to be less familiar with it.

So, those are some of the things that we’re seeing, I guess, that we can’t ascertain from EHR. But really, around the other pieces, it’s about – you know, it is about more of the cultural components, I would say. 

Dr. Robin Masheb:	Thank you, Doctor. I'm sorry, Maria, I got the Q&A back up.

Maria:	Okay.

Dr. Robin Masheb:	Thank you, Dr. Lovejoy. I just want to say, also, you’re getting so many wonderful, kind words about the work that you’re doing and people being really excited about seeing this moving forward.

I'm going to put a few questions together and then, after that, give maybe Dr. Kerns or Dr. Sandbrink a chance to say something about – at the policy level.

But some questions that we have are, you know; How were you able to hire the nurse care managers? Were these funded by the grant? And we know it’s going to take some time for all of your results to come out but do you have a sense of something like the economic analysis, when that will be published? Do you have an idea about that? And if you can a little bit about how you define that cost-effectiveness formula just in lay words, what kinds of things factor into that? I know that’s a very complicated formula.

Dr. Travis Lovejoy:	Yeah. Okay, so, cost-effectiveness – I mean, this trial launches – the execution of the trial launches this fall so, we’re four years out from having our final data. And so, it’s going to be a while before we know about the effectiveness data.

There are opportunities to be able to do some preliminary cost analyses; not the cost-effectiveness components but at least the cost. And so, what goes into cost? Well, there are a variety of things that go into cost. As I mentioned, we’re going to be looking at VHA. There are VHA costing algorithms for various types of services; clinical encounters, as well as pharmacotherapy. And so, we’ll be looking at that within VHA. 

We were able to – and we’re working closely kind of with the PMC group to be able to – and other entities outside of the PMC; Health Economics Resource Center, HERC, within the VHA and so forth are some that come to mind. But to try to understand the impact of community care via MISSION Act. 

And then, we also have some, as part of our assessments – and this is self-report so, it’s too arduous to be able to try to understand what community care veterans are getting outside of VA-paid MISSION Act; what kind of care that they’re receiving and trying to get those records from their individual clinics. That’s just not tenable for what it is that we’re doing. So, we’re actually using this based on patient self-report but we have some validated measures that we’re using to be able to collect some of that community care information.

So, overall, cost is enveloped with VHA and VHA community care for MISSION Act, as well as non-VA-paid community care. And those are all the different things we’re looking at in terms of the cost of the intervention. 

The nurses have been a really tricky one. So, the nurses we were looking to – it’s really challenge to go to a system of care and say, “Hey, can you donate a nurse for a year for this trial?” Or are you willing to hire a nurse? And the timeline that it takes to do so is just really challenging.

And so, we looked at different models and we actually, what we’re going to end up doing is we’re centralizing the nurses. We’re going to centralize them here in Oregon. So, we’re going to have all the nurses affiliated here in Oregon and are going to be – individual nurses are going to be working with these different VA healthcare systems through teleservice agreements.

Now, the nurses will go onsite periodically probably a couple times a year for building a social capital and being able to put faces to names and those types of things, and to really go out into the communities and to better understand the rural communities. However, they’re going to be located here in Oregon. And that was a model of care that we decided to approach because of some of the barriers that we were looking at in terms of for a study, at least, being able to utilize the existing nurses, or even hiring nurses into the systems. And there are so many layers to it that I won’t go into on this call but I'm happy to [interruption] …

Dr. Robin Masheb:	No, thank you for pulling back the curtain a little bit. That is super interesting to hear how it’s run.

Dr. Travis Lovejoy:	Yeah.

Dr. Robin Masheb:	Let me give Dr. Kerns a minute to share some thoughts with us. 

Dr. Bob Kerns:	This is a great presentation. I’ll take from the perspective of our Pain Management Collaboratory and the Coordinating Center. We’re delighted to have this new project at the PMC portfolio. I think already, they’ve been able to take advantage of some of the strengths of our collaboratory through our workgroups and other discussion groups to help them through this first phase, pilot phase, kind of preparation phase for their project; taking advantage of some of the lessons learned from our collaboratory.

The key, though, on this project, from my point of view, is to tackle a very important issue whether it’s pain care or almost any kind of care in the VA, let alone the conduct of clinical research and pragmatic trials. Which is - the challenge is reaching into rural settings but, particularly, under-resourced settings, settings that have limited resources that even meet the clinical needs, let alone be involved in clinical research. And I don’t want to conflate the two. Being rural doesn’t necessarily mean under-resourced or vice versa. 

But both of these issues and the focus on some of the economic work that you’re going to be doing is all just so great. And I hope that we actually will have an opportunity in this forum or others to zoom in on those particular challenges that are so, you know, generalizable to lots of researchers in the VA regardless of their focus of interest.

So, thank you for a great presentation and this opportunity to participate today.

Dr. Travis Lovejoy:	Thanks, Bob.

Dr. Robin Masheb:	Thank you. Thank you, Dr. Kerns. Thank you, Dr. Lovejoy, for an incredible presentation and some marvelous work. It was a pleasure having you here. I just want to thank our audience for taking the time to attend today. If you can just take a minute to complete our feedback form, it’s very important for our programming and we really appreciate it. 

Our next cyberseminar is going to be the first Tuesday of June and we hope that you’ll be able to attend this next one or a Spotlight on Pain Management in the future.

Thank you so much, everybody, for attending this HSR&D cyberseminar and I hope you have a great afternoon.

Maria:	Thank you, have a good day.
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