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Moderator:	Our speakers today are Melissa Polusney, PhD. and Ed Livingston. Melissa is the staff psychologist and an associate professor at the University of Minnesota, and the core investigator in the Center for Chronic Disease of Outcomes Research at the VA in Minnesota. Ed Livingston is a surgeon _____ but with interest in TBI and PTSD. He is a clinical editor of the JMA and quite interesting in airing veteran’s issues such as these widely. With that, perhaps, Melissa may proceed.

Female Speaker:	Thank you. And Melissa, you have the popup now to share your screen. Wonderful, thank you.

Melissa Polusney: 	Thank you. Before we get started, I would like to just start with some acknowledgments. I would like to acknowledge that the project that I am going to be talking about today was funded by a grant to Dr. Kelvin Lim by VA Clinical Science Research and Development, and I also want to just acknowledge that this project had a very large study team, and I have listed all of the different people that were involved in the study, that were part of the study on this slide here. 

So we are going to start with a poll question, so I would just like to get a sense of who is with us.

Female Speaker: 	Thank you. So for audience members, I am going to go ahead and launch the first poll, so please take a moment, and as you can see, we are trying to get an idea of what is your primary role at the VA. We do understand that many of you wear many different hats within your job, but we would like you to choose your primary role, so please select one of the following:  Clinician, researcher, manager or policy maker, student trainee or fellow, or other. And if you are selecting other, please note that at the end of the presentation, a feedback survey will pop up and it will have a more extensive list of career titles that you can choose from if yours is not on this list here.

It looks like we have a nice responsive audience. Thank you for that. We have already had 80 percent vote with a pretty clear trend, so I am going to go ahead and close that out and share those results. Do you want to go through those real quick?

Melissa Polusney: 	Great. So this looks like a little over half of the audience are clinicians and then we have got a quarter that are researchers and about 8 percent are managers or policy makers and then 12 percent other. 

Female Speaker:  	Thank you.  And if it is alright, we will move right into the next poll question. Okay, so that is on your screen at this time. How often does your work involve complimentary alternative medicine, known as CAM, approaches to treatment of PTSD or other related conditions? Not at all, occasionally, often or all of the time. And these responses are anonymous and you are not being graded, so just give us your best go there.

Melissa Polusney: 	And here if your work involves research, consider that, or if your work is involving clinical work, be considering your work in that way.

Female Speaker: 	Thank you. It looks like we have had just over 80 percent of our audience reply. Again, we have got some pretty clear trends. I am going to go ahead and close that out and I will share those results.

Melissa Polusney: 	Okay, this is very interesting. Gosh, so we have got over a third, 39 percent saying occasionally that there work involves some CAM approaches, and also an equal number, 38 percent saying not at all, and then a small percentage, 16 percent saying often and a very small eight percent saying all of the time. Thank you.

Female Speaker: 	Thank you. And you are going to see the popup again to share your screen.

Melissa Polusney: 	Alright, I want to move back along here and just give you a little overview of what I want to talk about today in this cyber seminar. I am going to start out with just a brief overview of what is the state of our current evidence-based treatment for PTSD, and then define what we mean by complimentary alternative medicines or CAM, and actually the current term being used now is complimentary integrative health, and I will talk more about that in a moment, and then I will summarize with that existing literature tells us about CAM therapies for PTSD. 

We will discuss some potential benefits of a particular CAM therapy for PTSD, particularly mindfulness meditation and then I will present some results from a recent randomized clinical trial of a mindfulness based intervention for treating PTSD.

So, PTSD is a very high priority in the VA. It is estimated that nearly a quarter of OEF/OIF veterans that are receiving their healthcare within the VA carry a diagnosis of PTSD and left untreated, we know that PTSD is associated with high rates of co-morbidities. It increases risks for disability and is associated with poor quality of life. So, making sure that veterans receive effective treatment is a very important problem that we are addressing here in the VA. The VA DOD Clinical Practice Guidelines for the management of PTSD that were published in 2010, emphasize a number of recommendations for the treatment of PTSD. In particular, evidence-based psychotherapies are recommended as first line treatment for PTSD, and most commonly trauma-focused cognitive behavioral psychotherapy, specifically prolonged exposure therapy, or PE, and cognitive processing therapy, or CPT, are used as first line treatment for PTSD. And this makes sense, because there is really robust evidence that supports the efficacy of PE and CPT, and the VA has really invested heavily in the dissemination of these to first line treatments for PTSD.

However, many veterans do have difficulties completing these treatments, or once they do complete them, they may remain symptomatic. There have been high rates of treatment dropout that have been documented amongst veterans receiving PE or CPT. For example, in randomized clinical trials, the dropout rates are 30-38 percent, and in clinic-based studies, dropouts are as high as 44 percent.

In one chart review study, of OEF/OIF veterans who have been found to be eligible for either PE or CPT, researchers found that 60 percent of those veterans either failed to begin or they dropped out of these treatments prematurely. This makes sense. These are difficult treatments. It may be that avoidance or difficulties tolerating trauma focused material might contribute to dropout. However, really the reasons for dropout are still unknown. 

Also, high rates of non-response have been documented. Our colleague Dr. Singcamp and colleagues in the JAMA special issue that will be talked about today, the August 4th special issue, published a study showing that 30 to 50 percent of veterans receiving evidence-based treatment for PTSD failed to show clinically significant improvement.

These findings taken together, really point to the need for not only improving the evidence-based treatments for PTSD that exist, but also the importance of testing novel treatments for PTSD, so what other treatments might be available to be developed and tested for PTSD.

So complimentary alternative medicine or the CAM field, is a rapidly evolving field that might offer a more acceptable promising approach to the treatment of PTSD. The National Institute of Health has a center called the National Center for Complimentary Integrative Health. It is formerly known as National Center for Complimentary Alternative Medicine or NCAM, and according to this center, CAM is defined as a group of diverse medical practices, products and systems that are not generally considered part of conventional western medicine, so there is a range of different kinds of modalities that are including here including mindfulness, meditation, yoga, and including herbal products and supplements. 

CAM modalities tend to be well accepted, and they tend to be widely used. For example, the National Health Interview Survey, which was conducted in 2012, estimated that about a third of the US adult population had used at least one CAM modality in the previous 12 months. There is also some evidence from large national studies of military personal and veterans might even by more likely than civilians to use CAM. One study showing that 44 percent of military personnel compared to about a third of civilians reported using CAM approaches.

When we talk about complimentary integrative health approaches, they are, as I mentioned, very diverse and can be broken down into three general categories. The first category being mind/body therapy, so modalities such as meditation, yoga, taichi and deep breathing exercise, acupuncture and guided imagery kinds of modalities would fit here, and then manipulative body-based therapies, such as chiropractic spinal manipulation types of strategies, massage and then energy therapies, which might include things like healing touch, Rieki, light or magnet therapy. And these are all different kinds of complimentary integrative health approaches that are recognized by the MCCIH and can be found on their website. 

I am going to focus in on the mind/body therapies, personally because that is where most of the work has been done in the area of PTSD and particularly, that is where the study that we have recently completed falls. I wanted to give you a sense of how new this field is and how much work has been done here. I recently conducted a search of the pilot’s database for RCTs of CAM modalities for PTSD, and I limited the search to adults with PTSD that involved RCTs that were published in English language, that involved any CAM modality that has been recognized by the National Center for Complimentary Integrative Health, and that have been conducted in either North America, Western Europe or Australia, New Zealand. Of those RCTs that have been conducted, there were only six that have been conducted with meditation. There were a total of three with yoga, two with acupuncture and one had been conducted with healing touch for the treatment of PTSD.

Now, while these RCTs are a promising start, they do suffer from a number of methodological limitations. They tend to have generally small sample sizes. Most often their comparison group is treatment as usual and inactive control. They tend to have short followup time periods and often times they lack assessment of outcomes, not always, but that tends to be some of the limitations of these studies.

So, now I just want to kind of move a little bit more into the particular area of meditation, the particular area of mind-body therapies that involve meditation and mindfulness. Now, in the literature, there is good consensus in terms of how we define mindfulness. But I will draw upon a common definition that was offered by John Kabat Zinn. He defined mindfulness as paying attention in a particular way, on purpose, in the present moment and doing so nonjudgementally.  Now, I think what this definition captures, is really kind of two very key important components of what makes up mindfulness. First of all, this idea of intentionally regulating ones attention, so paying attention on purpose. And secondly, that as one is paying attention on purpose to this present moment, that you are doing so in a nonjudgmental and accepting way.

Another idea that was really important here in terms of thinking about mindfulness in the work that John Kabat Zinn did was the idea that mindfulness could be cultivated through practice, through a meditational practice, and that really has led to the development of a program of mindfulness training that started with John Kabat Zinn’s work, and that leads us, I think, to our next poll question. I would like to ask people about their familiarity with this program.

Female Speaker: 	Thank you. I will go ahead and launch that now for our attendees. So, how familiar are you with mindful based stress reduction, MBSR. Choose the best answer:  I do not know what MBSR is. I have read about it but cannot recall the details. I know about its outcomes. I have participated in MBSR or I have led MBSR groups or studied MBSR. It looks like about two thirds of our audience has replied thus far, so we will give people a few more seconds to get their responses in. Okay, it looks like we have capped off at just about 75 percent so I am going to go ahead and close the poll and I will share those results now.

Melissa Polusney: 	Great. So it looks like about a third of our audience has done some reading about MBSR, knows a little bit about it but does not recall all the details and about 19 percent has participated in MBSR, 24 percent knows about its outcome. About 13 percent reports that they have either led an MBSR group or they have studied MBSR, and then a small number, about equally a number of 13 percent does not know what MBSR is. Okay, great. Alright.

Female Speaker: 	And Melissa, can you remind me is our next poll up now or is that later on?

Melissa Polusney: 	It is a little bit later on. 

Female Speaker: 	Okay, thanks. I will give you back control now. You should have that pop up on your screen.

Melissa Polusney: 	Great. Okay. So let us move on and I will just give a very brief kind of description of what is mindfulness based stress reduction and then talk about how we ended up studying this approach as a treatment for PTSD. So, the mindful based stress reduction program was developed by John Kabat Zinn at the University of Massachusetts Medical Center in 1979, and it is now widely available within the community and also it is quite widely—I should not say widely though because it is offered in many places within the VA. The standard protocol for the MBSR program, which is how I will refer to it here for brevity, is an eight week intensive training and introduction in mindfulness meditation. So groups meet weekly for a two and a half hour session and then towards the end of the eight weeks, have a daylong retreat, which it is a silent retreat and group members practice mindfulness and skills that they have been learning throughout the intensive training course. 

The purpose is to introduce participants to mindfulness practice, the attention to the present moment and nonjudgmental in an accepting way, and sessions focus on didactic training and formal practice in three specific meditation techniques. First, is a body scan, which is a guided exercise that involves a systematically, medically directing ones attention through various areas of the body, so paying attention to sensations in a person’s parts of their body and their feet and their legs, and working through the body. 

Sitting meditation which involves developing a capacity for sustained self-observation by directing attention to specific experiences, internal experiences like ones breath or thoughts, other internal experiences, and mindful yoga which involves gentle stretching and movements that are practiced with present moment attention and encouraging awareness of one’s body in the present moment.

So how might this approach, mindful based stress reduction, or MBSR, potentially be beneficial to PTSD? If you think about what you are asking someone to do in an MBSR course, you are asking them to focus in a nonjudgmental, accepting way on the internal things. You are asking them in a gentle kind of way to expose themselves to their private experiences, to their internal experiences, which may at times be distressing, but to do so without effort to block or avoid or push those thoughts or feelings away.

It has been hypothesized that by encouraging nonjudgmental acceptance of internal states, this might actually reduce the level of distress associated with intrusive symptoms, with trauma related triggers, and so might reduce re-experiencing symptoms. Also by encouraging approaching rather than avoiding of distressing thoughts, this may result in a reduction of avoidance behavior or avoidance-related symptoms of PTSD. Also, be focusing on paying attention in the present moment and kind of focusing on gentle stretching and practicing present, in the moment attention, that this may also decrease physiological arousal and the stress reactivity that is characteristic of hyperarousal symptoms associated with PTSD. So these are some of the benefits that are hypothesized to be associated with mindfulness meditation practice that may be active in what is occurring in an MBSR course.

So, in the randomized clinical trial that we conducted, our goal was to compare MBSR to present centered group therapy, PCGT, for treating PTSD, and so we chose present centered group therapy because it was a group format, so we were trying to choose an active control condition that would control for some of the nonspecific kind of therapeutic factors that would be present for MBSR. We wanted it to be a credible treatment. We did not want to include just a weightless control or treatment as usual group, because we thought it would be a stronger test to include an active, credible control condition. And present centered group therapy has been used in several other randomized clinical trials of PTSD treatments and has been shown to have some positive benefits for veterans with PTSD. So, the present centered group therapy was very similar to MBSR with the exception that there was no focus on any mindfulness skills. No mindfulness skills were addressed. The focus instead was on problem solving of current life problems, providing support and validation to group members.

This is a schematic that shows our CT design. All of the subjects that were included in our trial met diagnostic criteria, DSM four criteria for PTSD or met subthreshold criteria for PTSD diagnosis based on the CAPS, the clinician administered PTSD scale. This was conducted at a baseline eligibility assessment screening by an independent evaluator, and after they were determined to be eligible for inclusion and they were randomized then to either the MBSR condition or to the present centered group therapy condition. We randomized 58 individuals into each condition and then continued to assess their outcomes at weeks 3 and 6 and 9 of the treatment. The treatments lasted for nine weeks, and then we conducted a 17-week followup, which was two months of post-treatment followup. We also assessed treatment integrity. In other words we wanted to make sure that, and this was done by evaluators that were independent from the treatment that was delivered, we wanted to ensure that the MBSR treatment did not include any of the critical aspects that were part of the present centered group therapy, and that none of the critical aspects involved in present centered group therapy were offered in the mindful based stress reduction. 

Our analysis were conducted with an intent to treat analysis. And then here is a description of who our participants were, primarily they mirrored or veteran population for the most part, primarily male, on average they were mid to late 50s, primarily Caucasian. We did notice that we had more Vietnam era veterans than we had anticipated. It was difficult to recruit OEF/OIF veterans into this study, so 75 percent were Vietnam era veterans, and we had a range of different combat experiences. Almost everyone had multiple traumatic experiences. The mean number of traumatic experiences reported was over seven and these include combat, sexual assault, physical assault, just to name a few here listed in the table that describes our participants.

The outcomes that we assessed, we measured primary outcome, with PTSD severity, measured across all of the waves during treatment and post treatment and at the two month followup. The clinician administered scale, the CAPS, was administered just at baseline nine weeks and at the two month followup. You can see here that we measured a number of other secondary outcomes. We also measured mindfulness skills, self-reported mindfulness skills using the FSMQ and also tried to assess treatment credibility  and satisfaction. I will talk about these a little later.

I mentioned that we used an intent to treat analysis, which many of the other RCTs in the existing literature have not necessarily done that, and so because we had collected the PCL over multiple time points, we were able to use a mixed effects model where we were able to look at the efficacy of MBSR compared with PGCT in reducing PTSD symptoms over time. And so, we looked at maximum likelihood, growth curve models, which included a treatment by time interaction, and then we looked at between group sizes and computed those with ONCs and I will talk about our effect sizes after we present the main results. Then we looked at specific clinical outcomes. So what percentages of participants showed clinically significant improvements in PTSD symptoms based on established minimally clinically important differences, and what percentage showed a loss of PTSD diagnosis.

So here we are at our next poll question.

Female Speaker: 	Thank you. So for our audience once again, I am going to put up that poll question on your screen now, and we are looking for how effective do you think MBSR might be for treating veteran’s PTSD symptoms? At least moderately effective, might improve quality of life but not PTSD symptoms, not effective at all and maybe harmful, or not sure. It looks like we have had just over half of our audience vote, but the responses are still streaming in, so we will give people some more time. Okay, it looks about three quarters of our audience has voted and I see a pretty strong trend. I am going to go head and close this out, and we will share those results.

Melissa Polusney: 	Alright, so it is fairly clear here that the trend is that the majority of people think that it may be at least moderately effective and then a few people think that it might improve quality of life, but they are not so sure about whether PTSD symptoms would be improved.

Okay, so let us go to the results here. So, first just looking at our primary outcome, the PCL PTSD checklist, looking at the PTSD severity based on the veteran’s self report. Not surprisingly when you have an RCT where you are comparing two active treatments, we found that both treatments showed a significant improvement in PTSD symptoms over time. So both treatments worked. However, the growth curve modeling showed that the improvement in PTSD symptoms was greater for the MBSR group than it was for the present centered group therapy group. And not only was the improvement greater during treatment, but it was also greater improvement at the two-month followup.

The same trend was found for interview-rated PTSD symptom severity, based on the CAPS. Again, both the  MBSR and the present centered group therapy patients improved, but the improvement was greater for the MBSR group from baseline to the two-month followup for the MBSR group than it was for the present centered group. 

For the depression symptom severity, based on self-report, here there was a greater improvement for the MBSR group in depressive symptoms, but the difference was approached significance. It did not reach statistically significant difference here at the level of 0.06. In terms of quality of life, I think this finding is quite interesting. You see here the quality of life is measured by the World Health Organization quality of life scale. From baseline to post-treatment, there is a significant improvement in quality of life reported for the MBSR group, significantly greater increase for the MBSR group compared to the present centered group, and that improvement is maintained at the two months from the MBSR group, but the present centered therapy group, their report of quality of life returns to their baseline level, actually dips a little bit below it by the two month followup. 

So the difference is significant at the two-month followup with a greater improvement that sustains to the MBSR group compared to the present centered therapy group. In terms of loss of diagnosis, when we based on the CAPS diagnosis, we found that there was no significant differences between the MBSR and PCGT group in the proportion of veterans who no longer met diagnostic criteria for PTSD based on the CAPS at either post treatment or at two month followup. However, it looks like there is a little bit of a trend here with MBSR going from 42 percent at post treatment, having a lost diagnosis to 53 percent reporting lost diagnosis at the two month followup. So they are continuing to report improvement in PTSD symptoms, but that is not a statistically significant difference. We also looked at clinically significant improvement in symptomatology, both self-report and clinician rated symptoms, and for the PCL we used a difference of pinpoints on the PCL as an indicator of a clinically significant improvement, and this is a well-established guideline that has been published in the literature, and we did find that a greater proportion of veterans in the MBSR group reported clinically significant improvement at the two month followup compared to the PCGT group, with 50 percent reporting clinically significant improvement compared to 30 percent in the PCGT question. 

However, I want to caution that that is still modest in that 50 percent are not seeing a clinically significant improvement in their PTSD symptoms in terms of the CAPS and PHQ-9 which measures depression, there were no difference in the percentage reporting clinically significant improvement based on those guidelines that have been used in the literature.

Next, we looked at whether the MBSR group led to changes in mindfulness skills as one might expect, if we are teaching mindfulness skills in this intervention. Again, using an intent to treat analysis, we looked at changes in mindfulness skills based on the FSMQ measure, from baseline over the two month followup, week 17, and we saw that there was a significant group by time interaction for mindfulness skills. With participants who received the MBSR group reporting greater improvement in their mindfulness skills from baseline to the week 17, and there was essentially no change in mindfulness skills for the present centered group therapy condition, which is what we would expect since that was not a focus or could be included in that treatment.

Next, we looked at whether changes in mindfulness skills correlated to the outcomes for participants. Specifically we looked at the change in mindfulness skills reported from baseline to post treatment, to week 9, and how that change in mindfulness from baseline to post treatment, to what extent that correlated with two-month followup outcomes, and we found that those veterans who had greater increases in mindfulness skills during the course of treatment had better outcomes across all domains. In this table here you can see the correlation with PTSD symptoms based on self-report, clinical interview, depressive symptoms and quality of life. They also looked at treatment completion and satisfaction. There were no differences between the MBSR group and the present centered therapy group on their ratings of treatment credibility or their expectations of therapeutic outcomes or their satisfaction. Overall, there was good satisfaction with both treatments. They expected both would be beneficial and expected that they would have a good therapeutic outcome. I do want to point out though that the dropout rate for MBSR was higher than it was for the present centered group therapy. However, when you look at it, it is 22 percent was the dropout rate for MBSR, and the dropout rate for present centered group therapy was only 6.9, which was very, very low as many of you who have been involved in group therapy outcome studies or if you do group therapies, that is unusually low. 

To compare the mindfulness based stress reduction drop out of 22.4 percent, that seems to be lower than what we are seeing in dropout rates from first line PTSD treatments. So, I want to just take a look at how do the effect sizes to MBSR compare to those of existing evidence-based treatments for PTSD. So what I have here is we have calculated the effect sizes. These are between group effect sizes comparing the MBSR and present centered group therapy. The active control group. Our effect sizes are about 0.4 which are modest effect sizes for self-reported PCL symptoms and are between group effect size is 0.41 for clinician rated PTSD symptoms. The effect sizes reported by Resick, et al. for her study of cognitive processing therapy compared to present centered therapy, both individual therapy approaches, but an evidence-based treatment compared to an individual present centered therapy had similar effect sizes, 0.4 for the PCL and using PSSI effect size is a 0.22 for clinician rated PTSD symptoms, and then the Shaner, et al. 2007 study comparing PE and present centered therapy, again with veterans. I should have mentioned the Resick study was with military personal. The effect size based on self-report PCLs was effect size of 0.4 versus clinician rated PTSD symptoms effect size of 0.27. 

So, the results of this RCT provides some support for the efficacy of MBSR as a treatment for PTSD among veterans. MBSR resulted in greater improvements in PTSD symptom severity and quality of life than present centered group therapy. However, these improvements are modest and we need to take that into account. The gains and quality of life maintained at followup for MBSR were sustained over two months, but any gains in quality of life that were made for present centered therapy were not maintained. The increase in mindfulness skills following MBSR was associated with the improvement across all of the outcomes suggesting that there may be some learning of a skill, some kind of self-management that veterans may be able to carry over to use in their day-to-day life to help with managing symptoms. The effect sizes appear to be similar to what had been observed in PE and CPT, but dropout rates appear to be lower in MBSR, at least in this study.

But there are a number of limitations that I want to mention here. This was a very short followup in the study, two month followup period is really not a very long followup study and most of the larger RCTS with evidence-based treatment have at least 3-6 month followup. PCGT may not have fully accounted for all of the nonspecific factors that are present in MBSR. For example, even though there may not have been patient expectations about outcomes, the therapist may have had their own expectations about MBSR being the active treatment or the experimental condition. There is also limitation in that the active control was unequal in terms of the duration of the session. I mentioned that MBSR standard treatment is two and a half hours weekly for nine weeks, whereas the present centered group therapy was an hour and a half for the nine weeks, and we wanted to test real world MBSR to real world present centered group therapy, and so we felt that it made sense to let the groups vary in terms of length, so that we could be testing real world therapies. We did not think it would really be reasonable to have a two and a half hour supportive group.

Also, despite the fact that we randomized veterans to the two conditions, the conditions differed at baseline on PTSD symptom severity with the PCGT groups ending up having lower symptoms at baseline, which might have affected our results. And also, we ended up having a sample that was predominately male that came from one geographically region that was predominately from the Vietnam area, and so there is definitely a need to replicate these findings with a more diverse sample. So, I think a question that comes to mind, what does this mean for the future of MBSR? This is only one study although it is promising, it is not adequate to suggest that MBSR should become a primary first line treatment for PTSD. Additional studies would be needed to support the findings of this study to show that this study can lead to robust effects for PTSD and to be compared to other first line treatment. 

I want to end with sharing some resources that could be very useful to you. There are some helpful online resources. The VA Evidence Synthesis Program has a number of reports that look at complimentary integrative health approaches, including an evidence synthesis report on CAM modalities for PTSD as well as one that is specifically focused on mindfulness. And also, for those of you that may not be aware, the National Center for PTSD has developed a mobile phone app called Mindfulness Coach, and this is a mobile smart phone that is free. You can download it from the iTunes app store onto your iPhone and it is free to veterans. They can download it as well. It can be used as a kind of free standing kind of mindfulness tool or you could use it as part of your clinical care. The idea is that it introduces the core concepts of mindfulness and also, not only includes education to help users understand the benefits of mindfulness, but also has guided exercises and a log for tracking mindful practice. I downloaded it myself and it really is a nice little app, and then I also included the website for the National Center for Complimentary Integrative Health, which is the agency that is responsible for CAM funding through NIH.

Alright, so I think I can end here with questions and comments.

Female Speaker: 	Great. Thank you so very much. Before we get to the Q and A portion, we are lucky enough to have Dr. Ed Livingston here. He is the Deputy Editor for Clinical Reviews and Education for JAMA, so Ed I would like to give you a moment to make some comments if you would like.

Ed Livingston:		I do not have too much to say. Melissa covered the paper very well. In that particular issue of JAMA, we had three major papers on PTSD. Melissa’s, we had a rational clinical exam on the diagnosis of the disease and a met analysis of psychotherapy. We also had a patient information page and a JAMA clinical review podcast where we interviewed a patient and some of the authors on the topic. So it is a fairly comprehensive overview of the topic. What I learned in putting that all together was how common PTSD is in the population, especially the civilian population, which I think most physicians are not particularly attuned too, and also how effective some of the therapies can be. So, we were quite pleased that we could deliver that message to the population at large, and we hope that by publishing these kinds of papers, we will increase the awareness of this disorder to the physician community. 

Female Speaker: 	Thank you very much. And we will go ahead and just jump right into the Q and A. For those audience members that joined us after the top of the hour, to submit your question or comment, just use the question session of your GoToWebinar dashboard. Just click the plus sign next to the word questions and that will expand the dialogue box and we will get to them in the order that they are received. 

So Melissa, the first question, why does it seem that the baselines are higher in the MBSR group for the PTSD self-report?

Melissa Polusney: 	Yes, so that was a very good point and that was something I mentioned in our limitation section. Despite the fact that we had randomized veterans to the MBSR group and to the present centered group, we ended up with more distressed group in the MBSR group at baseline. And that occasionally happens and that was unfortunate. It is unclear why that happened but that may affect the findings, because it means that there was a greater distance for people to improve when they were more distressed starting the treatment.

Female Speaker: 	Thank you. Was the intention to treat analysis comparable to analysis on only the participants who completed the protocol?

Melissa Polusney: 	So, yes. We had very few people discontinue the treatment. We did look at, and  I do not recall exactly the details of any completed analysis, we really just started looking at the results of this RCT. But the dropout rate, as I mentioned, was very low and overall the completed and the intention to treat results were about the same. 

Female Speaker: 	Thank you. A question about the mindfulness coach. Will that also be available for Android?

Melissa Polusney: 	I am not involved in the Mindfulness Coach app but reading online it looked as though there was an app that was in development for Android, so I am not sure who the person would be to contact about that, but I was seeing that information on the VA mobile app store website.

Female Speaker: 	Thank you for that reply. Did you look at comorbidity? How many were treated that also had MDTBI?

Melissa Polusney: 	Yes, so we did look at a range of different comorbidites. We did not specifically assess for mild traumatic brain injury. Everyone who was in the study, actually an exclusion criteria for the study was cognitive impairments that would interfere with their ability to participate in the study. But in terms of whether a person had suffered a mild head injury or not, we did not specifically assess that.

Female Speaker: 	Thank you. The next question, and you may have gone over this, I would like to ask her about what the main therapies are for PTSD and how mindfulness therapy fits in with the others. For instance, CBT and PE?

Melissa Polusney: 	So, in terms of the main therapies for PTSD that have been rolled out within the VA, PE and CBT, certainly are first line treatments within the VA. I think that one of the things to be thinking about is how might MBSR be, and I think we probably need to do additional research, and think about what might be the role of MBSR within our current toolbox of PTSD treatments. I do not think we have the answer yet to what is the best role for MBSR. It could be that learning mindfulness skills may be a way of augmenting exposure treatments, that learning mindfulness skills might help people to be able to better tolerate distressing experiences, distressing thoughts and feelings that accompany exposure therapies. 

And so by building the ability to attend to the present moment in a nonjudgmental way, this may actually facilitate people’s ability to engage in exposure. So it could be that it is something that is incorporated into work that is done, either prior to starting prolonged exposure or cognitive processing therapy work or that I could also see it being a therapy that could be offered after, doing an evidence based treatment for primary PTSD symptoms, where the work is maybe more focused on improving quality of life, and building gains to after someone has dealt with PTSD symptoms. 

But I think exactly how we will use this therapy within kind of our toolbox, is needs to still be addressed by a series of different studies.

Female Speaker: 	Thank you for that reply. Have you looked at the effect of participating in MBSR first and then participation outcomes of CPT or PE?

Melissa Polusney: 	That is a very good question, and we have not looked at that yet. However, I have a student that is working with me this year, an intern, who is very interested in the questions of how MBSR participation might affect treatment utilization and outcomes and that is a question that we have been discussing and looking at how participating in MBSR might actually facilitate approaching an evidence based treatment. Maybe it would enhance a person’s likelihood of accepting a referral and evidence based treatment. So we have not looked at that, but that is something that we plan to do.

Female Speaker: 	Thank you. Lots of good pending questions here. Have you formally measured any physiological responses associated with higher alternativeness to body awareness, for instance scans?

Melissa Polusney: 	Ha. Is that Kelvin on the line there? Yes, our colleague, Dr. Kelvin Lim, who is the principal investigator for the project that was involved in funding this project, has collected EEG recordings looking at different patterns of brain activity related to meditative states and he has been looking at those results and I cannot share the findings of those results yet, but they will be forthcoming and should be very interesting. 

Female Speaker: 	Thank you. Which version of PCL did you use? Was it the military version and was your analysis powered a priori?

Melissa Polusney: 	Yes, we used the military version of the PCL, and yes we had a data power analysis and I did not present that here, but the details of that are included in the article.

Female Speaker: 	Thank you. We are going to finish with the Q and A, Melissa. I am going to take control real quick, just because I want to put up this slide. But on to the next question, it takes a significant amount of time and money to become MBSR certified to implement to vets. What implement interventions would you suggest?

Melissa Polusney: 	Yes, I think that that is a very important question and part of what our work needs to be looking at is determining what our feasible strategies for training VA clinicians in teaching mindfulness based interventions. Do we need to be certified in MBSR? Are there other mindfulness based interventions that can be just as effectively delivered? And what is the level of training that is required? For example, does a therapist need to have their own mindfulness practice in order to be able to effectively deliver a mindfulness intervention? And I think these are research questions that we simply have not studied yet, and we need to learn the answers to those questions.

Female Speaker: 	Thank you. Melissa, we have several pending questions, but we are at the top of the hour. Are you able to stay on so we can capture these for the recording archive?

Melissa Polusney: 	I sure can.

Female Speaker: 	Excellent. And or Ed or Ralph do either of you need to drop off or can you stay with us?

Male Speaker:		I can stay on.

Male Speaker:		I need to go.

Female Speaker: 	Thank you. Okay no problem. Thank you so much for joining us. We appreciate it. The next question, how was loss of PTSD diagnosis assessed?

Melissa Polusney: 	We based lots of PTSD diagnosis on the DSM 4 criteria based on the CAPS, clinician administered PTSD scale, interviews. So using the CAPS interview the DSM 4 PTSD diagnosis. If the individual no longer met full criteria for PTSD diagnosis, then they were considered to be a loss of diagnosis.

Female Speaker: 	Thank you. Now what was the main hypothesis based on superiority of one treatment versus the other, and if so, which was hypothesized to be more effective?

Melissa Polusney:	We hypothesized that the mindfulness based stress reduction would be more effective than the present centered group therapy in reducing PTSD symptoms. I did not catch the last part of that question, can you repeat that?

Female Speaker: 	I can, I believe it was the hypothesis supported, but I can go back and look for it. While I do so, let me read the next one. How does the outcome of MBSR compare to other treatments such as CBT with exposure response prevention therapy or trauma focused CBT?

Melissa Polusney: 	Okay, yes. So, MBSR compared to other existing evidence-based treatments for PTSD such as CBT, and prolonged exposure therapy, MBSR is showing similar effect sizes; however, the rate of dropout from our clinical trial was less than the dropout rates from other randomized clinical trials of these established evidence-based treatments. 

Female Speaker: 	Can you tell us more about the group techniques used in the MBSR approach?

Melissa Polusney: 	I am not sure if I understand that question. Do you think they mean the group technique? 

Female Speaker: 	We can go ahead and just have the submitter write in.

Melissa Polusney: 	The group dynamics or?

Female Speaker: 	It could be. We can wait for them to write in while we move on to another one. Any analysis…

Male Speaker:  	Molly, I am going to have to drop out because I have another call at 4:00 but I would really like to thank Melissa for this wonderful presentation.

Melissa Polusney:	Thank you.

Female Speaker: 	Thank you for joining us and for setting this up Ralph.

Male Speaker:		Thanks, bye.

Female Speaker: 	The next question, any analysis by service connection status or rating?

Melissa Polusney: 	That is a really interesting question. We have not been able to, there are so many questions we still want to look at it, and we have really been limited to looking at our primary outcomes and a few of the secondary analysis. So, we have not looked at service connections as a predictor of outcome and we can certainly take a look at that in our future analysis. I read a couple of studies where that has not seemed to make a difference, but then I have also seen a few studies where it has. I will be curious to see what effect that has for us.

Female Speaker: 	Thank you. A few more questions. There were no error bars on the clinically significant improvement graphs, what does the individual variability look like on those graphs?

Melissa Polusney:	Yes, I am sorry about that. I could not get those in there with my Power Point, but there was a fair amount of variability in individual differences for scores and actually to look at the publication, there  is a better representation of the error bars in the JAMA article itself. You can kind of see how much individual variability there is.

Female Speaker: 	Thank you. What percentage roughly of MBSR involved yoga specifically?

Melissa Polusney: 	Again, a very good question. I have to say as one of the investigators on the project, I did not directly provide the interventions, so my firsthand knowledge of the ins and outs of the MBSR intervention are probably more limited than I would like them to be, and so perhaps the person with that question could direct that maybe to me as an email and I can follow up with a more detailed response, because I cannot actually answer that question, if it was one or two sessions. I know at least one session. There was an introduction of yoga practice and different techniques and modeling and adapting as needed, either yoga either practiced in a chair if there was someone who was in a wheelchair and could not get down on the floor to do different positions. I wish I could give a better answer.

Female Speaker: 	Thank you. Well people are welcome to contact you offline, a couple people wrote in about the mindfulness coach app and it is being developed for Android, but it is not currently available. The app POCs are listed within the app. It is Hoffman, Julie and others and if you want the link for the Mindfulness Coach app information page, it was done by the National Center for PTSD and it can be found at www.myVAaps.com/#/mindfullness. So thank you for that.

Do you think that physical activity levels prior to entering the study may have effected acceptance or dropout of MBSR group?

Melissa Polusney: 	That is a very interesting question. You know, I am not sure. And I wonder about that. It is an interesting question about we are asking people to do something in addition to coming to a therapy session. We are asking them to do something at home, to do practice. It is possible, and that is a very interesting empirical question. I do not know that we would be able to answer that because I do not know that we collected that kind of information, but it is certainly an interesting question. 

Female Speaker: 	Thank you. You mentioned using body scan, sitting meditation and mindful yoga. How as this structured within the nine week study?

Melissa Polusney:	Right. We have a manual that was used, that was based on John Cabat Zinn’s eight week sessions. The first session was focused on an orientation to the mindfulness group and focused on psychoeducation and really focusing on a rationale for how mindfulness might be helpful for PTSD symptoms, and then each group session introduced a mindfulness meditation technique. There was a formal instruction, didactic instruction about that technique and the technique is actually practiced in the group. So, if body scans is the topic that is being introduced that week, then the group together does an eye closed exercise practicing the body scan, and at the end of the practice, there is a discussion about this and then there is a homework practice that is assigned to practice that mindfulness exercise at home in a formal practice, but there is also an encouragement to practice mindfulness in just everyday daily tasks. So for example, being mindful while eating or being mindful while brushing ones teeth or driving.

Female Speaker: 	Thank you for that reply. Do you have any intentions to do a direct comparison between MBSR with PE or CPT directly?

Melissa Polusney: 	I think that that would make sense in terms of doing a non-inferiority comparison if we want to be able to consider MBSR as a first line treatment for PTSD, then we ought to compare it in a non-inferiority trial of PE or CPT. And so that seems like that would be a reasonable future study. I think there is probably more work that would need to be done before we get to that place, since the effects are somewhat modest and there is a little bit more refining that we would need to do. Someone brought up the issue of training of therapist and the feasibility of doing that. I think those are some of the practical things that we would want to sort out and be able to  show that this is an endeavor that we could take on, but I think ultimately that would be the trial that we would want to be able to conduct in order to say if it were positive, that indeed this is a treatment that we can feel confident recommending as a first line treatment. Without that, I do not think we can recommend that.

Female Speaker: 	Thank you for that reply. That was our final pending question, but I would like to give you the opportunity to make any concluding comments if you would like to.

Melissa Polusney:	I would just like to thank everyone for the opportunity to present on this topic today and also for the very thoughtful questions that everyone offered and certainly it is giving me some ideas to be thinking about and some more analysis to be running and I appreciate the opportunity to be here. 

Female Speaker: 	Well thank you so much. We really appreciate you sharing your expertise with the field, Dr. Polusney, and of course congratulations on getting your article published. And I am going to do a quick plug for what is on your screen right now is a called a VA Pulse and it is a new interactive platform where you can continue conversations, you can post announcements, it is just a great all around way to collaborate with your colleagues and we have started as HSRND VA poll site where we will be continuing the conversation about this and other topics, so feel free to check that out.

I do want to thank our attendees also for joining us, and I am going to close out the session in just a moment and a feedback survey will pop up on your screen. Please take just a moment to fill that out. We do look very closely at your responses, and it helps us to improve sessions we have already has as well as gives us ideas for new sessions to support. So, thank you once again to everybody and thank you so much, Melissa and this does conclude today’s HSRND cyber seminar presentation. 
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