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Alison Whitehead:	Thank you so much. Thank you, everyone, for being here today. It’s my pleasure to introduce Dr. Diana Burgess. In addition to being Core Investigator for the VA HSR Center for Care Delivery and Outcomes Research at the Minneapolis VA, she’s also Professor at the University of Minnesota Medical School. And I get the distinct honor and pleasure of working closely with her as the Director of the Complementary Integrative Health Evaluation Center. So, with all of those many hats, a great presentation is to be had today. 

Dr. Burgess will be presenting the results of the Learning to Apply Mindfulness to Pain – or LAMP – Multisite Pragmatic Clinical Trial, which compares to scalable approaches for delivering mindfulness-based interventions via telehealth for veterans with chronic pain. I won’t go into too much more detail as I'm sure Diana will be presenting all of them in her presentation. So, Diana, over to you.

Dr. Burgess:	Oh, thanks so much, Alison, and thanks, everybody, for coming. Let’s see. I first want to thank everybody who’s worked on this study. It is a huge number of people that make a trial work. So, great research team. We had a lot of veterans who provided input throughout the study as members of our Veteran Engagement Panel, and our Stakeholder Advisory Panel. All the veterans’ names are in blue. 

And also, I want to thank the Pain Management Collaboratory that also provided a lot of support, and Adam Anicich, a veteran who leads the Pain Management Collaboratory Patient Research Group and PRG, our veterans who also provide input.

And I want to thank the Department of Defense who funded the study and then, of course, VA.

I'm going to provide an overview for LAMP, and I'm linking to a prior cyberseminar and our design paper, but just where we have all of our references.

But as many of you know, veterans are disproportionately affected by chronic pain and conditions that are comorbid with pain and that can exacerbate pain and are exacerbated by pain. That includes post-traumatic stress disorder, substance use, depression, anxiety, sleep disturbances, and, also, opioid harms such as opioid use disorder and opioid overdose.

For these reasons, evidence-based pharmacological treatment for chronic pain included complementary and intensive therapies are recommended as a way to avoid – you know, reduce dependence on opioid abuse and opioids, and address more holistically veterans’ pain. 

Yet, these are underutilized due to multilevel barriers, including in VA. So, some of these barriers, which have been extensively documented including by VA researchers, included patient barriers such as lack of awareness, lack of understanding, and about what these treatments are, how they can help with pain. 

Provider barriers; the same ones. Providers don’t always know what these treatments are.

And then, there are just barriers to deliberating these treatments. And this is true for mindfulness-based interventions – or MBIs – which are evidence-based, non-pharmacological treatments for pain, and they’re complementary and intensive therapies supported by VA. But there are some barriers to widespread delivery. 

What’s great about these MBIs is they also address comorbidities affecting veterans. So, they’ve been shown to address depression, PTSD, sleep disorders, and I'm going to talk a little bit more about them. 

But MBIs do have some features that make it hard to implement at the patient and system level; particularly, since, as many of you know, there’s over 9,000,000 patients in the VA healthcare system. And depending on the percentages, 50% to 70% have chronic pain so, that’s a lot of people.

For example, MBSR, which is the most common and widely studied approach to mindfulness, is pretty time-intensive. It requires eight two-and-a-half-hour sessions and a day _____ [00:04:50] retreat, 45-minute home practice or requires certified instructors. Alison may talk about this. And VA has moved to VA CALM, which addresses some of these barriers. It’s delivered by full-time licensed VA clinicians engaged in direct care.

So, there are still some barriers in terms of scalability when you think about all of the veterans that have pain.

And then, there’s obviously some patient barriers. Traditionally, these MBIs were delivered in person. And given that there were these eight two-and-a-half-hour sessions and people had to commute to the VA, that required a lot of time. And these certainly were barriers when the study was being designed and submitted and now, we’re using telehealth more. 

So, I see that Alison is putting some stuff in the chat. But definitely, at the time we submitted this, we wanted to figure out how to make a more scalable MBI that was more accessible to a range of patients and easier to deliver, and we want to choose innovative approaches to address those limitation barriers.

So, LAMP was designed to also address the need of women veterans who are disproportionately impacted by chronic pain and comorbidities such as mental health disorders. 

So, we over-sampled women. And also, as we talk about in some of our publications – presentation – there’s been some work with some of the barriers experienced by women veterans by Martinez et al. And women veterans often felt uncomfortable with the in-person group format. Many of them experienced sexual trauma or military sexual harassment – yes, military sexual trauma – so, they didn’t always want to be in a group setting with men. We’ll talk about some of the other issues that women face.

So, we really wanted to just create something that was sort of a more scalable, more customized version of mindfulness.

Just an overview; Mindfulness and mindfulness-based interventions are based on a lot of research on mindfulness. The pioneer in this space was John Kabat-Zinn that many of you might know his work. He defines mindfulness as, “Awareness that arises through paying attention, on purpose, in the present moment, non-judgmentally,” It’s characterized by curiosity, openness, and acceptance. 

And John Kabat-Zinn really came up with this protocol for testing mindfulness scientifically, which was called MBSR – Mindfulness-Based Stress Reduction. That produced lots and lots of studies that show that MBIs are effective for improving many biopsychosocial conditions, including depression, anxiety, stress, insomnia, addiction, psychosis, pain, hypertension, weight control, cancer-related symptoms and prosocial behaviors. 

So, there’s a lot mindfulness can do. And these mindfulness-based interventions basically are designed to provide training and practice in mindfulness, which leads to attention regulation, body awareness, emotional regulation, and shifts in self-perception, which undergirds a lot of these positive outcomes. And there’s been a lot of neuroscience looking at brain, looking at how this works. 

So, it’s very exciting. Really, I'm going to talk about LAMP itself. Lamp was just really trying to address these implementation barriers. Our goal was to test the effectiveness of two approaches for delivering MBIs that address these multi-level implementation barriers, at improving Veterans’ chronic pain and biopsychosocial outcomes. 

The LAMP interventions basically are built taking core elements of MBSR – or Mindfulness-Based Stress Reduction – but we also ground them in behavioral change strategies using the Behavioral Change Wheel Model. What’s exciting is that this is a way to really use what we know from behavioral science to increase engagement and adherence to the interventions. And I’ll talk a little bit more about that. 

In a nutshell, we tested two different approaches. One was a group mindfulness-based intervention. Traditionally, MBSR is done in a group setting. This consisted of eight 90-minute structured group sessions and a Session 0, which was like a technical session. We did originally plan to do this in person. Then, the pandemic happened and we switched to telehealth. At the time, we had done some focus groups and found out that veterans were just – at the time, were not very familiar with telehealth. That was before the big telehealth kind of revolution. 

So, in Session 0, we really practiced partly doing telehealth and what are some of the protocols like some of the safety considerations like have your screen on the entire time, or let us know if you’re turning it off; we want to make sure you’re okay. So, we spent a lot of time making sure everybody was comfortable with the format. 

And the big innovation is that whole intervention was delivered via videoconferencing, which was an innovation. But we had pre-recorded mindfulness education and skill training videos delivered by an experienced instructor. So, you don’t need experienced mindfulness instructors to deliver this. And instead, the group sessions were facilitated by VA staff. In this particular study, it was people with counseling backgrounds. But the idea is that people who are perhaps coaches would be able to facilitate that practice, the discussion, but you could use an expert to deliver the content.

The self-paced MBI doesn’t have the group component. So, this consisted of eight 30- to 60-minute weekly modules that people could watch on their smartphone or on their computer on a screen. It was the same pre-recorded videos. It was completed completely asynchronously, but we supplemented it by three individual facilitator calls by VA staff at beginning, middle, and end. And that’s because in our pilot, we found that just giving this to people wasn’t really enough to engage them.

All participants were encouraged to practice on their own between sessions, using a workbook, a mobile app, and the study website. I want to shout out; my co-investigator, Roni Evans, who really pioneered this model – the group model – for delivering it in this fashion in her NIH study, mindful-funded study, Mindful Movement for Physical Activity and Wellbeing in Older Adults. 

So, she was the one who came up with this concept of you can have this pre-recorded. But then, the group interaction could be done by trained staff.

Just a brief comparison comparing the LAMP MBIs to other programs. We basically use the same principles and concepts, and content was presented by experts. But we did have some differences to enhance accessibility, engagement, adherence, fidelity, sustainability, and scalability. Because we do know that in some of the studies of MBSR, there could be a high dropout rate and people weren’t always adhering or doing their homework and so forth. 

And fidelity is just that; you know, there are cases in which different mindfulness instructors deliver that mindfulness content differently and with these videos, it could be consistent. So, these are all shorter. 

We did use specific behavior change techniques, which I’ll kind of talk about. 

We had less jargon.

We, as I said, recorded the sessions by an expert instructor, and facilitated by non-experts. 

The sessions were very structured, and that was partly to fit into the shorter length.

We also made it specific to pain. So, regular MBSR can be used for heterogeneous conditions but we decided to really streamline this and focus on chronic pain. 

We customized it for veterans, including the needs of women veterans. 

It was trauma-informed and we had a mobile version. 

So, we developed the MBI package, which was the app, the videos, the workbook, a facilitator training manual, through iterative stakeholder feedback, guided by COM-B model, which I will talk about. 

So, here are some pictures of our Veterans Engagement Group; this is some of our group and we met with them through the course of the project over six years. We also had our Stakeholder Advisory Panel, including representatives from PMOP – you know, the Pain Program Office – and the Office of Patient-Centered Care and Cultural Transformation, Women’s Health. We also engaged experts in mindfulness and technology, including Jud Brewer, who is an early creator of an MBI app. We talked to veteran end users, we have pilot data, and we wanted to understand veterans’ capabilities, opportunities, and motivational needs – that’s the COM-B – for engaging in MBIs to support adaptive pain behaviors. 

So, here is a picture of a COM-B model, and I will be referring back to this. This was our guiding model. The Behavioral Change Wheel by Michie is a synthesis of about 20 behavioral models, which has been developed by expert panels and researched in non-related fields. And the premise, if you look on the right, is that for any behavior to occur, you need to have the capability – so, the knowledge of the skills – the motivation – so, conscious and unconscious – and then, on the opportunities, to enact these behaviors. 

We wanted to – I mean, Roni Evans led the intervention mapping thing and we wanted to make sure that we were hitting all of these things – capability, motivation, and opportunity. And that leads to changes in behavior.

We were thinking about helpful pain self-management behaviors. We know mindfulness is really important and then, we wanted to unpack it so, emotional and attention regulation skills, shifts in self-talk, use of more positive, more helpful coping strategies such as social interaction and exercise. This was used to guide some of our qualitative research, which I’ll be presenting to you.

It was also used to help us organize the information we got in our first phase when we were optimizing the intervention. I presented on this earlier but we’re very lucky to be part of a mechanism that is called the “UH3.” UH3; so, you had two years to basically kind of get your ducks in a row, develop everything, test things, optimize your intervention. So, that gave us a lot of extra time that one normally doesn’t get in a trial.

What they wanted was they really wanted, in terms of capability, information offered in shorter segments; more clarity. And the big thing, which we found in other studies, is they really wanted to know more explicitly, “How can mindfulness help me with my pain?” They wanted more explicit discussion of the mind-body connection and more analogies. Like how does that mind connect with the body and the body connect with the mind?

And then, they also had some critiques of some of the examples we used in some of the MBSR guidelines. So, we had something about hitting your thumb with a hammer as an example and they said, “No, we’re in chronic pain; we’re not in that kind of acute pain. This is different.”

We really got so much feedback from our veterans and from our other stakeholders such as clinicians and people working with veterans.

We did a lot of work with the app for usability and flexibility. 

They wanted reminders like calls. They wanted written materials so, they could take notes. So, we made sure that we had the work available online but we sent them written workbooks so, everybody could write things down. 

They really did want the shorter session length. 

And they wanted flexibility and opportunity to make up for missed sessions. That’s where we really emphasized that everything is available, even if you’re in the group, on the app, on the website. Everything is in your workbook. So, there’s a lot of ways to kind of address all of these things.

They also had some motivation-related needs. They wanted less mindfulness jargon, more secular; support from other veterans.

Some of this was what we found from other VA researchers who do qualitative studies, and you told us about this. We really needed to keep the group sessions on track, provide reminders and guidelines for home practice so, very, very focused. 

We did some usability tests with women. These tests were really designed to just see; does the app work? And we did it not specifically focused on gender issues but the women we talked to had experienced different types of sexual trauma and they said, “We want a guided meditation and female voice.” So, we made sure that we had that. 

So, just an overview. This was a 3-arm design where we had three conditions; the group MBI, the self-paced MBI, and usual care. Everybody was able to do what they usually did. It’s called a Hybrid Type 1 Effectiveness-Implementation Pragmatic Clinical Trial, which is very jargon-y. But basically, we were collecting data to inform future implementation during the course of the trial. And it was pragmatic because we did things to make it more generalizable to the VA setting, and I'll talk about some of that.

This was supposed to take place in person. Minneapolis, Durham, and Greater LA. But it ended up using participants from the systems but being delivered via telehealth. We chose these locations, in part, to have a more diverse sample racially and gender-diverse. 

To be in the study, you were selected through the electronic health record and you had to have two qualifying pain diagnoses. I’ll have time to go over what the top ones were.

Then, you did an online survey or screener. You had to have a pain duration of six months and over. You had to have a pain intensity score of greater than or equal to 4 during the past week on a 0 to 9 scale. 

You had to have access to a smartphone and internet.

You couldn’t be enrolled in another pain study or MBSR.

And then, we did a chart review because we wanted to make sure that people would be appropriate for the study. We’re looking for a diagnosis of schizophrenia, bipolar, or active psychosis within the past 18 months. And current psychotic symptoms, suicidality, severe depression, a manic episode, poorly controlled bipolar, or serious behavioral problems. 

And that was really just because we weren’t using – we were using facilitators; these were not people with like – necessarily wasn’t designed with people with mental health backgrounds. It was this online intervention. So, we wanted to make sure that – we did care about safety concerns. 

But we also did have people with mental health diagnoses because we wanted it to be generalizable to VA patients. And that’s why we didn’t restrict any type of pain care that people could get. So, they can do their usual pain care. 

So, here’s our primary outcome was pain-related function using the Brief Pain Inventory Interference Scale over, as mentioned, over 12 months. We assessed these outcomes at baseline, 10 weeks, six months, and 12 months. This is measured on a 0 to 10 scale with higher scores equaling worse function.

And then, our second outcomes; we had some pain outcomes such as pain intensity, something called “Patient Global Impression of Change,” which is people’s perception of how their pain improved. And then, we looked at the percentage improvement in pain functioning from baseline. So, from baseline, did they improve zero or get worse? Did they improve 30%, 50%, or 75%?

We looked at some psychological improvement when we looked at these outcomes. We looked at anxiety symptoms, depressive symptoms, PTSD symptoms. 

We looked for health; we looked at physical function, fatigue, sleep disturbance, and participation in social roles and activities. 

These PROMIS measures that we used are kind of these standardized measures that many people use. 

All of these measures; we were part of a larger team, management collaboratory, and many of us used the same measures. So, later, we’re going to be able to potentially combine our data. 

So, moving to results; here is just a flow diagram. I won’t go through all of it but just sort of to show you basically what we did. We sent recruitment materials to a lot of people through the EHR. They had to basically meet our criteria of, you know, our algorithm for chronic pain, which we could talk about, and being in one of the study sites.

What was important is we did most of this by email. So, we weren’t using paper mail and that made it really easy. 

And then, we basically would send people postcards in waves and then, they would be directed to an online screener. 1,945 were eligible based on the screener. 

When we say, “refusal,” one of the reasons people would be ineligible would be they weren’t able to make one of the study in-person sessions. So, we didn’t offer these all the time so, in order to be in the study, even though not everybody would be in the – sorry, not in person but the group telehealth are – we wanted to – for comparability, you had to be available. You had to be willing and able to participate in the times we had sessions. 

About 1,700 completed the baseline survey then, we excluded some; you see on the right. You know what? I have a – where’s my laser pointer? Here’s my laser pointer, okay. So, we excluded some of them based on chart review; that was about 20% of the people that were eligible based on other things. Some we were not able to contact because we did do a phone call to verify everything. 

Some refused. Again, mostly, they refused because they weren’t able to make some of the times. Some were out of the randomization window.

We randomized 811; roughly, 270 per group. 

And then, we had very high followup rates. For a study at 12 months, we had 90% in the usual care and 83% in both of the MBI groups. So, because it’s higher in the usual care, that’s called non-random missingness. We had to statistically deal with that; we had to account for that.

This has happened in either trials where people somehow just – sometimes you get better response rates in usual care. 

So, here’s a snapshot of our baseline participant characteristics. We were 52% men and 48% women, which we’re really happy about because as you know, we had to over-sample women. The VA is – you know, I think if we didn’t over-sample, it would’ve been like 11% of women were eligible, although women did respond and were more interested than men in participating.

68% White; 26% Black.

Mean age was 54.6 years.

94% had at least some college education but only 31% describe their household financial situation as “live community.” 

41% were employed, 25% retired, 22% disabled.

And 63% had at least one mental illness diagnosis in the electronic health record. 40% of this was depressive disorders; 25% anxiety disorders; 25% PTSD; 7.5% substance abuse disorders. 

The most prevalent pain conditions were extremity pain and arthritis; back pain; fibromyalgia; neck pain; and headache.

BPI score; the median was 5.6; that’s a 0 to 10 scale. And intensity was 5.5.

We did a gender comparison and we published this. Basically, compared to men, women veterans were more likely to have chronic overlapping pain conditions and higher pain interference and intensity. 

They also had a higher prevalence of psychiatric and sleep disorder diagnoses, more depression, anxiety, PTSD disorders, fatigue, sleep disturbance, stress, and pain catastrophizing, and lower levels of pain self-efficacy and participation in social roles and activities. And pain catastrophizing, in particular – which is a lot of anxiety and kind of negative cognitions about pain – is important because that really predicts how well you’re going to recover from chronic pain. That was something we addressed in the intervention.

But on the plus side, women were less likely to smoke or have a substance abuse disorder and they also used more nonpharmacological pain treatment modalities, including more complementary integrative health modalities.

Okay, so, adherence. For the group MBI, 69% completed at least six visits; that was considered adherent. But only 26% completed all nine sessions. 

Self-paced MBI; we had 76% complete at least two calls, which is considered adherent. But interestingly, 62% completed all three calls. And these calls were done at a time that was most convenient for the patient so, that was probably part of it. That was an advantage as a self-paced MBI.

Just a snapshot of weekly practice adherence. In both groups, over 90% reported at least some weekly practice. In this case, it was mindful mini-practices at ten weeks. It varied for the different types of practices. 

But interestingly, 80% continued to engage in the mindful mini-practices at 12 months. That was something we really emphasized which is on-the-spot mindfulness. So, if there’s a stressful situation, if you’re feeling pain; you can do these different mini-practices. It might be focusing on your breath; it might be focusing on your body, sort of a mini-body scan. 

But we really cared a lot more that people would do mindfulness and a little – many, many times in a little bit versus sort of these longer practice sessions because we wanted them to be able to use it when they needed it as a tool. 

Primary analysis, just as a summary; we’re looking at pain-related function on the Interference scale at 10 weeks, six months, and 12 months. 

This was called Intention-to-Treat, meaning everybody was in the study if we had data on them, even if they dropped out of the intervention, as long as – I mean, they might not have shown up. If they wanted us to remove their data, which I don’t think happened very much, that would be one thing. But you know, they didn’t have to participate – they could’ve participated in zero of the intervention sessions and they would be in the data. 

Linear mixed model for repeated measures with random intercepts at all time points. 

One thing that’s going to be important is that we adjusted for these design factors of our sampling frame, survey wave, site. When we were looking at this, we adjusted for the individuals’ BPI interference at baseline so, their pain-related function. And also, pain self-efficacy, because that differed at baseline. 

One thing that was important is that this was over COVID-19; things were changing so, it was important to adjust for date.

And I'm not going to go into missing outcome but we did stop to address missing outcome data because, as I said, it wasn’t missing at random. 

This is the big slide where pain improved more in the two mindfulness-based interventions compared to usual care. I can walk you through this.

If you look at baseline, everything was adjusted for these design factors and pain self-efficacy. This is where everybody was at baseline; their adjusted score is 5.6. At ten weeks, this is where they were adjusting, also, for their baseline pain self-efficacy. 

If you look at Usual Care, which is gray, they improved a little bit, not significantly. But everybody improves usually spontaneously. But statistically, over time, if we averaged across the three groups – the three timepoints; 10 weeks, six months, and 12 months – the people in the group MBI, which is blue, and the self-paced MBI, which is red or orangey-red, were significantly more likely to have lower pain interference scores. So, they improved their pain functioning.

If you look at where they were in baseline; at ten weeks, people in the self-paced MBI improved at 1.2 on the scale, and 1 is a clinically meaningful difference. It was less in the group. 

But as I’ll show you on the next slide, this wasn’t – statistically in this, there was not a difference between the group and the self-paced MBI, although when you’re eyeballing it, the self-paced MBI looks better. 

So, that’s sort of our big takeaway. And this is what it looks like statistically. If you look at the difference between the group and the self-paced, it was a little bit different but not significantly. If you look at the group compared to usual care over the three timepoints, it was – you know, there was more improvement. Or there’s less pain interference in group and the same with self-paced MBI; less pain interference in the self-paced MBI.

This is a slide that I'm very interested in. Here, we really cared about the clinically meaningful differences. What I'm showing you here is an adjusted percent of people who had 30% and 50% reduction in pain interference from baseline after adjusting for these design factors.

So, if we look at the left – if you look here – at ten weeks, 33.6% had a – of people in that group – improved 30% in their pain interference. In the self-paced group, 40.3% improved versus 15.9% in usual care. Everything bolded is statistically significant. 

This is – 30% is considered moderate improvement; 50% is substantially. So, then, you look at 50%; 14% of people in the group experienced a 50% improvement. 21% in the self-paced experienced 50% improvement because the 6.6%.

So, when we’ve talked to clinicians, this is the stuff they’re more excited about saying like, “Hey, many more people are going to experience some improvement in these conditions.” At six months, you see that usual care is kind of getting better. People spontaneously – you know, pain goes up and down but it’s still better. More people showed this 30% improvement from baseline. That kind of persisted in the group and in self-paced. And at 50%, even at six months, you have a statistically significant difference between the amount of people who said their pain – you know, showed a 50% improvement of pain from baseline compared to usual care. 

And at 12 months, we were very excited that 42% of people in the self-paced group experienced still – you know, continued to experience the 30% improvement in pain compared to 24.1% in usual care and 20.8% had this 50% improvement compared to 13.3%. 

So, that’s something that is kind of exciting and we want to kind of highlight that in our future – you know, when we talk about this study.

We also wanted to look at all of our secondary outcomes over 12 months. What you can see here is that in all cases, people in the group and self-paced conditions did better than usual care. But the differences are big. These are an average over 12 months, controlling for baseline and these design factors. 

So, they improved in pain intensity, perceived change in pain, physical function. Self-paced improved in anxiety, fatigue, sleep disturbance, participation in social roles and activities, depression, and PTSD.

What we want to do is do what we did before; let’s look at the people who improved 30% and 50%. Because you tend to see – if we go up just one – you tend to see more dramatic differences here. And we think that’s because some people really respond. We’re going to look at why some people are responding more than others. Maybe they had a phenotype that was more appropriate, like they had the type of pain that responded. Maybe they liked it more, maybe they did more practice, they were more adherent. But we feel like our next step is to start looking at these responder analyses.

I want to go quickly through some of our qualitative data that show how LAMP improved veterans’ capability, motivation, and opportunity. 

Capability is knowledge and skills. These are just some representative quotes. “It helps bring attention to the fact that some pain can be overcome, and that we can have a ‘normal’ life with chronic pain.” So, that’s knowledge and skills. “I definitely find myself using the mindfulness practices and movements more to clear my mind and replace negative thought spirals.” 

Opportunity; it was great to talk to other veterans, especially the females, to know I was not alone.” I put some quotes about the groups. “The group interaction was so beneficial for me. Hearing what others do and the pain they experience and manage helped my perspective.”

So, even though we didn’t always see the big bang, we thought that group would be more effective, we may not have been measuring everything. So, certainly, qualitative people really love the group. 

And motivation. “When the pain wakes me, I use the meditation and breathing focused on relieving the pain. This does help and lessens the time I am awake before the pain is reduced and I can again sleep. I am going to try doing the meditation before going to sleep and see if that helps.” We counted this as skills, of course, but, also, goals, because they want to keep doing this; they’re motivated. 

“The program helped me get out of the mindset and learn to be kind to my body when it was telling me to stop, as opposed to getting angry that I was in pain and unable to do things I used to do. (Emotions) So, what’s important to us here is that we understand, we’re getting process data. Because the control, as you recall, didn’t do anything. And people have asked us, “Well, how do you know this just wasn’t like some unspecified effects? How do you know it was really the mindfulness?” 

The reason why we feel like it was the mindfulness that made a difference is we looked at these mediators qualitatively and quantitatively and people are learning. They’re picking up the capabilities, the opportunities, and motivations that we wanted. 

The bottom line; two scalable, telehealth approaches to delivering MBIs improved pain-related function and other biopsychosocial outcomes compared to usual care among veterans with chronic pain and high levels of psychiatric comorbidity. 

The effects were consistent across outcomes and were sustained over 12 months.

The two MBIs did not significantly differ from one another on the primary outcomes and most secondary outcomes.

There are more differences on “responder analyses.”

There were no gender differences on the primary outcome and we want to look more at potential gender differences.

So, the next steps we want to explore; why the group MBI wasn’t superior to self-paced. 

What is it about the responders versus the non-responders? That’s this thing that we’re working with our colleague, Rob Edwards, kind of looking at phenotypes. We have a lot of pain diagnoses. Maybe there are some types of people, like people with chronic overlapping pain conditions, people who have more psychiatric conditions that respond more to this. 

We look at some mediators such as we measure people’s applied mindfulness, their pace of efficacy, their pain catastrophizing.

We want to look more at dose.

We want to do that responder analysis I told you as secondary outcomes and really dig into what’s going on with women veterans.

We’re doing something called the RE-AIM analysis to just try to understand these different barriers in terms of implementation at different levels. 

Alison will talk about this. Our dream is to have this implemented in VA with whole health coaches in the Whole Health system. This is something that really needs to be done in partnership with VA Whole Health. There are a lot of requirements for Whole Health coaches. But we’re excited about the potential to make this more available. 

And then, of course, the package for broader dissemination. 

And really quickly, I just have a couple of slides on RAMP, which is sort of a followup-adjacent study in which we’re going to test a complementary integrative health intervention that addresses the needs of rural VA patients and overcomes barriers to care. It’s funded by the National Institute of Nursing Research as part of the NIH HEAL Initiative. Here's our MPIs, our co-investigators, our project staff. 

I was very excited. My colleague, Lizzie Goldberg, snapped this picture from the 2024 NIH Pain Consortium Symposium on Advances in Pain Research so, we were super excited to see that there. 

Basically, the rationale is that rural America is disproportionately affected by chronic pain, higher rates of chronic pain, more likely to be prescribed opioids and less likely to use non-opioid interventions. 

And this is for VA. The VA has a lot of rural patients; I think it’s something like 270 – it’s 2.7 million, it’s around 9,000,000 so, a lot. They’re less likely to receive comprehensive and specialty pain care; more likely to be prescribed opioids; are less likely to use self-management for pain; and they have less access to complementary and integrative health treatment for pain, which are really located much more likely at the main VA facilities. That’s where we have our full health flagship sites, as well.

So, basically, just a quick overview; this is going to be very similar to RAMP in that it’s a scalable complementary integrative health intervention. But it will be delivered by whole health coaches via telehealth that addresses rural veterans’ needs and overcomes existing barriers to pain care. And it’s meant to be more than just mindfulness. We’re going to address – do other mind-body things. Because veterans have told us that they don’t only want mindfulness; they want a variety of mind-body interventions. 

It’s designed to be implemented within the VA through the Whole Health system. 

We’re going to look at the effectiveness of RAMP at improving very similar pain and secondary outcomes among rural VA patients with chronic pain.

But the exciting part is we’re going to work with patients, community advisors, and VA healthcare system leaders and N staff to co-develop and evaluate intervention implementation strategies used in the trial and adapt these to scale up RAMP within the national VA healthcare system. 

And really, we view this as like a gateway drug to try to also get rural veterans into VA Whole Health. 

And this is it. I’m really excited to hear Alison’s perspective from a VA perspective and then, to answer some questions. Thank you.

Alison Whitehead:	Thank you, Dr. Burgess. That was a fantastic presentation. I was taking notes and have some questions of my own but I will hold my questions because I know there were some coming into the Q&A, as well. 

Just wanted to tag this back to the work that we are doing nationally in the Office of Patient-Centered Care and Cultural Transformation related to Whole Health. So, mindfulness and meditation are one of the eight required complementary and integrative health approaches covered under the veterans’ medical benefits package per Directive 11.37, Provision of Complementary and Integrative Health. And again, those various approaches can be delivered onsite in person, through telehealth, and as appropriate, through care in the community. And of course, it’s a part of the Whole Health System transformation. 

So, again, I do have some notes and some questions. I did want to mention one of the things that you had talked about was the feedback around the length of many mindfulness-based interventions. They are lengthy. The training for them is also lengthy. So, we have gotten that question before; Are there some shorter interventions, things like that, that we can potentially train people up on? 

So, that is always something that we’re looking at, as well. We do have, for example, other CIH provider skills trainings in addition to the VA CALM training. I’ll put a link in the chat for that for folks; one that is often of interest to people, available online/on demand guided imagery training. So, again, not the same thing as a mindfulness-based intervention but another tool that folks can have.

I will pause there, allow for the questions to come in and then, if we have time, I have a couple myself. I think Maria was going to facilitate questions for us today.

Maria:	Yes. [sound out] 

Alison Whitehead:	I heard you say, “Can,” I'm not sure if you were going to – Diana, are you able to hear Maria?

Dr. Burgess:	I'm able. I lost you for a second.

Alison Whitehead:	Maria, do you want to try again?

Whitney:	Sorry, guys. Give me one second; I’ll step in for Maria.

Alison Whitehead:	Great, thanks, Whitney. 

Whitney:	I think Maria’s network is down. The first question is; Can you speak a little bit about the structure and content of Session 0?

Dr. Burgess:	Yes. Session 0 is really an overview. We started it to just have an overview on the technology. And then, we realized – this was during the pandemic – we wanted to get some guidelines and some sort of group cohesiveness. And this was really – we had very great facilitators. We had – I don’t know if Mallory Mahaffey is on the call but she had a lot of good experience. 

What happened in the pilot was people would sometimes talk about things like masks and when it was talking about stress, like little things. It was sort of setting boundaries like what’s in bounds and what’s not bounds and how do we make sure that we function effectively? 

We also talked about safety. Because one thing we really cared about – and I had mentioned this – was we wanted to make sure that if somebody had to turn off their screen, they would let one of the facilitators know. We had two facilitators; the person who delivered and moderated the program and then, another facilitator who was really looking at people, making sure that they were _____ [00:47:41], that there wasn’t a stress. Because we had a safety protocol and we really wanted to make sure that people sort of knew how to be safe.

We also had Greg Serpa, who many of you know, is sort of, I think, the VA Consultant on Mindfulness. And he had talked to us about some of the issues he was having with people doing mindfulness online like basic things like don’t do it in the car, you know, how to position things. We wanted to make sure that there was privacy.

You know, again, in the early days, I think you can remember when we started, it was still early in the COVID days and there was a lot people needed to learn about using telehealth in groups. [Pause]

Oh, I can’t hear anything. Were you going to say …?

Whitney:	Sorry, I was muted. Can you also speak about the ways you customize this for women veterans?

Dr. Burgess:	Yes. Ultimately, we felt really lucky in a way that we were able to do the group session in people’s homes. 

But the idea of the mobile only as a condition without a group was based on feedback that not all women veterans wanted to be in groups and because of being in groups with men. And some of this was – or even going into the VA. And people have dealt with this in different ways. They’ve had all-women groups.

But at the time, there was feedback from people saying women don’t always feel comfortable in VA because of sexual harassment or because of just negative experiences. 

So, that was one of the reasons we designed that. And then, that’s one of the reasons. And then, that we had this sort of non-group session.  

Also, we made it very trauma-informed because we knew there was a high level of trauma. And we were really lucky to have Alex Haley, who is our mindfulness expert, and Mallory Mahaffey, who just really had experience in trauma-informed care. 

So, we really let people do what was comfortable with them. The meditations were short and guided. We had people not push beyond what they were feeling safe to do and we had grounding exercises.

So, just a lot to focus on; not just women but our particular population of women veterans.

Whitney:	Thank you. Did you do a subgroup analysis for people with diagnosis of centralized pain syndromes such as fibromyalgia?

Dr. Burgess:	We didn’t, but we are very excited to do this. So, working with – blanking on his name – we’re doing this project with – well, we’re going to – and my colleague and the statistician for this project, Collin Calvert, will be leading this to try to – that is definitely one of the things we’re going to see, to see whether people with centralized pain syndromes or chronic overlapping pain conditions, these different subgroups respond better to a type of mind-body intervention. 

Whitney:	Alright, thank you. Seems like that’s all the questions that are in the Q&A for now. To our attendees, you are more than welcome to submit your questions into the Q&A. We still have a few more minutes.

While we’re waiting for that, Diana, do you have any closing comments?

Alison Whitehead:	Actually, a couple of questions [overtalking]…

Dr. Burgess:	But Alison has to say because the key thing is to have this be – move from research to practice and I know there are a lot of considerations. 

Alison Whitehead:	And Diana, I think we’ve talked about this so, I know I consulted on some of this, as well. And so, a question that might come up from others – and certainly, I continue to have rounds, you know, the facilitation by folks who maybe aren’t trained in mindfulness-based intervention. Any pieces or protocols or procedures you have in place in case, let’s say, a reaction comes up while there’s a facilitated discussion by somebody who’s maybe nonclinical; you know, what might the team do around that?

And then, also, I could imagine questions coming up from a participant really digging into some of the content related to mindfulness. So, if the person, again, who’s facilitating the discussion is an expert facilitator but maybe not in the content, what have you been doing in those instances?

Dr. Burgess:	Yes, that’s a great question. We really make sure to highly train people. The facilitators were involved in being trained by the mindfulness instructor; in this case, it was Alex Haley. He’s a certified – or he’s a trained mindfulness instructor.

We also had an extensive safety protocol. We always had one person who was not facilitating who could keep an eye on things. We did have to activate the safety protocol.

There’s a system where we have a clinical psychiatrist who’s available, if needed. We have a process where there’s the Veterans Crisis Hotline, I think, is it 811? And we practice this. 

And then, the other piece that I think we – and then, there’s meetings with the mindfulness coach. But the other thing is we’re considering this sort of the “mindfulness-lite.” Like you don’t get as much; it’s not as intensive as probably VA CALM. 

And we’re trying to focus this on kind of supportive self-management intervention. So, a lot of this is stuff that people – we get on an app without support.

So, the idea is you’re learning skills from these videos and facilitators are trained to be able to answer questions and understand it. But it’s not considered to be a clinical intervention because it really is just, you know, on the level of self-management. 

I think that’s a good clarification, right? Because these are not clinicians. 

Alison Whitehead:	Yes, thank you for that. That’s helpful. And then, one other question that folks – other folks might also have that I know is interesting to me when thinking through VA CALM or other mindfulness-based interventions, or even other trainings that we might develop in the future. 

You all had found that it was helpful to have sort of less jargon-y language. So, I’m just curious if it’s in one of the papers or presentation or somewhere, any examples of the language that was used that felt more supportive, if that makes sense, and less jargon-y, I think that would be of interest to folks, as well.

Dr. Burgess:	This would be a great paper. I think a lot of it – luckily, there’s much more popularization of mindfulness. But you know, it’s interesting. MDSR really comes from the _____ [00:54:50] tradition, you know, where you say, “the body,” instead of, “your body.” Because the idea is there’s no self and we don’t want to talk about …

So, really just more in common-sense language and talking about the mind-body connection and the body – I think a lot of it, explaining how the mind influences the body and the body, the mind, and less about mindfulness itself.

But I would love to dig in and see some of the changes that – remember some of the changes we made – I think a lot of it is having less of a mystery approach to it. Just thinking about – we’re moving it more from its roots in Buddhism and much more sort of grounded in; these are skills, these are approaches, these are tools in the toolbox.

Alison Whitehead:	Great, thank you. And as you can tell, I think with my Operations hat, I'm always thinking of implementation. And so, I know this is much more focused in the research column.

Dr. Burgess:	Oh, that’s awesome.

Alison Whitehead: 	My brain always goes to the implementation pieces. So, thank you. I don’t know if anything else – there was a question about slides. It looks like that was answered; that there are employee slides in the recording, which will be posted to the HSR&D cyberseminar archives, as well.

Diana, anything else from you? Any parting words?

Dr. Burgess:	Parting words. Well, I’m very excited to – I am going to look and see what jargon things – what changes we made. And I'm just very excited to work with people in your office to figure out like how do you disseminate and implement more offerings. Because that, I think, is always the goal of researchers is to get things and make it usable. Because we have a lot of control in this study and I know there are a lot more complications when you’re doing things in real life.

So, I'm just super looking forward to learning about what those things are and what we could do to kind of help address the practical challenges and barriers. 

Alison Whitehead:	Thank you. And Whitney, I think we lost Maria. But any other things for us to close out today?

Whitney:	Yes, unfortunately, you guys don’t get her at the end today. To our attendees; when I close out the meeting, you’ll be prompted with a feedback form. Please take a few moments to complete the form. We really do appreciate your feedback to continue to deliver high-quality cyberseminars. 

Thank you, everyone, for joining us for today’s HSR cyberseminar and we look forward to seeing you at a future session. Have a great day, everyone. 

Dr. Burgess:	Thank you, everybody.

Whitney:	Thank you, both. 

Alison Whitehead:	Thanks, everyone. Take care.
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