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Moderator:	Without further ado, I would like to introduce our speaker today. We have Laura Damschroder; she is a Research Investigator at VA Ann Arbor Center for Clinical Management and Research. She is also the Project PI with the Personalizing  Options for  Veteran Engagement QUERI Program known as PROVE and the PI for the Leap for Move Study. So I would like to thank Laura for being with us today, and without further ado, I will turn it over to you now. 

Laura Damschroder:	Hello, I am going to talk about the Diabetes Prevention Program translation in the VA and this work is based on a series of projects that have taken literally a village of people, dozens and dozens of collaborators, partners, working with us who all contributed to the findings that I am going to be presenting today. I would like to call on in particular Dr. Caroline Richardson who really was the instigator of this work. And I have had the privilege to work with her on this and currently now the PI of the project, but really the conceptualization is in Caroline’s hands; also Dr. Tannaz Moin who has been a really key collaborator for us in LA, the VA in LA. I also want to call out Matt Maciejewski who was instrumental for the costing analysis and lots of other support on the project as well with the whole Durham team. Then in particular our partners at NCP  the VA’s National Center for Disease Prevention and Health Promotion in particular Linda Kinsinger at the time, she is now retired but she really was instrumental for this work as well as other NCP staff who have been so supportive throughout all of this. 

This is again the work of a village of people that also the work of many villages of funding I guess I could say, multiple sources of funding. We received funding from our partner at NCP, this was clinical operations actually P21 funding that supported the demonstration of the DPP program within the VA. We also received funding through QUERI and HSR&D and then I also want to call out the support that we got via training and other skill building support in delivering DPP from the Diabetes Prevention Support Center in Pittsburgh. Then I mentioned our collaborators at Durham and then really grateful and extremely, this never would have happened without our clinical demonstration sites in Baltimore led by, Nanette Steinle in GLA and Los Angeles, Jane Weinrab and again Tannaz Moin. In Milwaukee Kristyn Ertl who led the team there and I will talk about Milwaukee’s role in this in a minute and then Minneapolis led by Charles Billington. In addition, we received supplemental HSR&D funding to add an additional program, an Online program that was provided by Omada Health.  

Now I would like to turn to a poll to first of all find out who is on the call today. 

Moderator:	Thank you Laura. So far, attendees you do see a poll question on your screen at this time. Please take just a moment to select your option, you can click the circle right there on your screen so we would like to get an idea of what your primary professional role is. We understand that you may hold many different, may wear many different hats in your career, but we would like to know your primary role. It looks like we have a nice responsive audience, already seventy percent has voted. Your answer options are: Primary Care Clinician; Clinician other than primary care; Health Services Researcher; Other Researcher or simply Other. If you do select Other, please note that at the end, we will put up a feedback survey with more extensive list of job titles and you might find your exact one to select there. 

Alright without further ado, I am going to close that out and share the results. It looks like eleven percent of our respondents are Primary Care Clinicians; forty-seven percent are Clinicians other than primary care; eighteen percent Health Services Researcher; six percent Other Researcher; and eighteen percent Other. Thank you to our respondents. Laura can I go to the next poll?

Laura Damschroder:	Yes please. 

Moderator:	Alright so, we have a second poll up here for you. We would like to know – what is your perception of DPP? And the answer options: I do not know enough to know; DPP has mixed or low effectiveness; DPP might benefit some patients; DPP should be more widely available to more patients. It looks like people are a little slower to respond to this one and that is perfectly fine, take your time. These are anonymous answers and you are not being graded so feel free to get that out there. Alright it looks like we have about seventy-five response rate, and I see a pretty clear trend, I will wait until we reach eighty. Alright I am going to go ahead, close this out, and share those results. Forty-two percent replied that they do not know enough to know; zero percent said DPP has mixed or low effectiveness; twelve percent think that DPP might benefit some patients; and forty-seven percent of our respondents said that DPP should be more widely available to more patients. So thank you to those respondents and I will turn it back to you now. 

Laura Damschroder:	Thank you for that and thank you for responding to those polls. I really appreciate that there are so many clinicians on the call because you are really instrumental for helping to engage patients into Diabetes Prevention or lifestyle change for Diabetes Prevention. I am also grateful to know that there are people who really do not know enough to know, hopefully at the end of this presentation, you will know at least a little bit more about the DPP. And I also appreciate that such a high proportion of you do agree that DPP should be more widely available to more patients. That is a great mix with the audience so thank you. 

Just a really high-level overview and I have references embedded within this presentation throughout so for those of you who are less familiar with DPP there are many resources online as well as the references that I list here. I am only going to give just a very high-level sketch of what DPP is exactly. It is a lifestyle, a comprehensive lifestyle behavior change program that is targeted to people at high risk for diabetes specifically that they test within a pre-defined range based on A1C or blood glucose levels that have not reached full diabetes but that are approaching and are identified as being at high risk for full blown diabetes. 

The Program itself relies on a consistent health coach so this means the same person delivering sixteen behavioral support sessions. These in the original trial, they were individually delivered so one-on-one sessions with a coach and a patient. The focus was on iterative skill building or changing and sustaining behavior over time; building the relationship between coach and patient and really in terms of group version so since the original trial, many group versions of DPP is actually most commonly delivered in groups because of cost considerations for one thing. But when it is delivered in a group, the identity of the group is around pre-diabetes and the desire to or the goal of preventing full-blown diabetes. There are generic, meaning that everyone receives the same overall lifestyle behavior goals that they are concrete and they are assigned. Specifically by the end of the program that they would consistently walk, a hundred and fifty minutes a week and loses seven percent of their body weight at twenty-four weeks. 

In the original trial which was again delivered in a one-on-one environment the incidence of diabetes was actually reduced by fifty-eight percent compared to placebo and Metformin reduced by thirty-one percent. But the focus today really was on the lifestyle program that we refer to as the Diabetes Prevention Program or DPP. What is really amazing is that the number needed to treat is seven, which is extremely low especially in comparison with many other treatments that are regarded as being highly effective. 

That was in 2002, flipping forward we are just barely into  2017, and recent work has shown that, actually this was in 2003, but it has not changed a lot since then that the large proportion of Americans do not know if they have pre-diabetes so they do not know if they are at risk. Most Americans do not have access to DPP program although especially in the last few years options are increasing pretty significantly especially through community based YMCA programs. Diabetes prevalence continues to increase and is high within this country especially among Veterans and we know that diabetes care is costly. There are also plenty of positive consequences of participation in DPP as well reducing complications and incidence of other conditions that are related to obesity as well so there are many positive benefits for patients participating in DPP beyond just preventing diabetes. 

In this particular work, this is around a very pragmatic trial and comparison of multiple lifestyle programs and we did this and really tightly partnered with our compatriots in NCP. First of all how did this all start? It actually started with a Senator who is very interested in seeing DPP implemented within the VA because he heard of the great benefits from the original trial. So there is a decision to fund a demonstration within the VA and then NCP was asked to lead this demonstration. They then reached out to us; Dr. Caroline Richardson was involved and talked at this point. And then as teams, their team and ours, we went through quite a process of negotiation, of figuring out the best study design that would be feasible and practical within a clinical setting, within VA Medical Centers. And particularly within primary care and the interface with the already existing MOVE weight management program which is also a comprehensive lifestyle management program that already exists in all of the medical centers within the VA. 

Our basic premise with this work was to compare the DPP or the VA version of the DPP with the already existing MOVE Program. The comments that I have here in terms of comparing and contrasting these two programs has to be qualified by the fact that every MOVE Program is a little bit different. So the comparisons that I have here are kind of high level and based on the guidance at that point in time, at the point in time of this particular demonstration. Since then and actually even leading up to that MOVE is constantly evolving, the MOVE Program. But at the time, the topics that were presented in each of the lifestyle sessions led by a facilitator, they were relatively independent topics often presented by different people. Whereas in DPP, topics are built upon one another from session to session and delivered by the same coach or the same facilitator. 

In lieu of the goals might tend to be personalized although sometimes they are assigned, but within DPP there is the standardized goal of for example seven percent weight loss. In lieu of their open groups, participants are welcome to join at any point during the series of sessions. In VA DPP, they are closed so that the same cohort of participants are completing all of the sessions. In MOVE as I mentioned there are multiple leaders and in VA DPP there is a single consistent leader. With MOVE, the participants in MOVE are anyone who screens positive for overweight or obese and then for DPP it is more specifically targeting people with pre-diabetes. 

The eligibility criteria first of all I want to say that this presentation is not going to be the traditional here are our methods; here are the findings and then discussion and conclusion. I am going to try to weave in literature, how we compare to a particular and single synthesis. And I am also going to combine in this case the fact that we screened eighteen hundred and fifty Veterans across the three demonstration sites and then apply these inclusion and exclusion criteria to those over eighteen hundred Veterans. Basically, we wanted to identify people with pre-diabetes who were already referred to MOVE. So that is really important to know is that our sampling frame for this demonstration consisted of patients that were referred to MOVE. Then we identified people with pre-diabetes and they also had to live within one-hour driving time of the medical center because this is a medical center based program, it requires people to come in once a week. Our exclusion criteria were use of anti-glycemic medication within the previous six months. So we had very broad actually eligibility criteria. 

Our screening results are that we found that forty-two percent of the patients that were referred to MOVE already had diabetes and twenty-one percent had pre-diabetes. Because this is a pragmatic trial, we did not randomize, we were not able to randomize people to either the MOVE program or the DPP program. Instead, what we did was we systematically assigned for example the first ten people who qualified or met the eligibility criteria we assigned to DPP and then the second ten people we assigned to the MOVE program. We actually had to change that a little bit a little bit later in the trial because we did not get as many MOVE referrals as we originally planned on and based on previous years. So the number of referrals went down at the three facilities. As you can see here that is, partly why we had a hundred and fourteen people referred to or assigned to MOVE and two hundred and seventy-three assigned to DPP. 

The other thing I want to call out with respect to our study design is that everyone who screened positive and met the criteria for pre-diabetes were basically automatically enrolled in the trial. We did not take extra measurements any of the measurements of the assessments – blood glucose; A1C for example – were captured through administrative or the electronic health record. We did not do separate assessments for those basic outcome or primary outcome measures, clinical outcome measures. We did add additional measures that were the research component of the trial and that could be a topic of whole separate talk was how we created the boundaries between what was considered quality improvement in this work versus what was considered research in this work because we did for example administer surveys.

Then we also received supplemental funding as a result of a developed proposal that was completed in the middle of the night coupled with a very fast turnaround but really a wonderful opportunity for us to be able explore the feasibility and accessibility of an Online DPP program that was provided by Omada Health. This program also has sixteen weeks core curriculum, it was highly secure and HIPAA compliant and participants were provided scales so their weights were automatically captured each time they stepped on the scale. For many people we have daily weights but we recommended and encouraged at least weekly weighing’s. Even though this was online people were assigned to groups so there was a coach that worked with groups online and there was kind of a community, a group community or sense of community that was built and they were able to monitor their progress and also those of their group mates. 

Screening for the Online program consisted of sending out letters to people who we thought might have pre-diabetes and who had not participated in MOVE or DPP previously. That was over a thousand letters were sent and of those five hundred and fourteen expressed interest in participating which is a little bit less than half. Of those, two hundred and sixty-nine were actually eligible to participate and that is just over half of the people who were interested and then we enrolled. They have to go through quite a process between being eligible and actually enrolling including getting medical clearance from their primary care provider but two hundred and two people succeeded in enrolling in the Online program. 

In summary, we have our comparative effectiveness or kind of our pragmatic hybrid trial that did a head-to-head comparison of Diabetes Prevention Program and the MOVE Program, Weight Management Program. Then we were also able to do a comparison with the Omada Health Online Program that again this third program was an add-on so it is not an integral part or participants were not recruited in the same way between the two parts here. 

Just showing where all this work happened – Ann Arbor, our team in Ann Arbor were the main coordinating site, we had collaborated with Durham who provided economic and cost analysis and also support in so many other different ways. We had the three original demonstration sites that where the in-person group based DPP occurred and then we added a fourth site in Milwaukee who recruited females from their women’s clinic to participate in the Online program. Then the other three sites also added on recruiting people to the Online program as well. People from all four sites participated in the Online program. 

Now I am going to introduce a systematic review that was published in 2015 by Aziz and colleagues and they did a really nice review of what they called ‘real world’ DPP trials. Since the original trial in 2002 there has really been quite a bit published. And efforts are made to implement the DPP either in a community or a medical setting in an attempt to replicate the original findings and to spread it and scale it up on a larger scale to make it available to more high-risk patients or high-risk individuals. 

I am going to compare our particular demonstration of all three programs to the findings from this particular synthesis so you can see how the characteristics of what we evaluated compared to the other thirty-eight trials that were identified in the Aziz synthesis. First of all, most of the implementations of DPP and published trials have occurred in Europe and the U.S. and of course, all three of our programs occurred in the U.S. Most of them in terms of setting occurred in primary care and community based settings. All three I characterized as being in the primary care setting because we relied on referrals from primarily primary care although some people came in via other means. In terms of the target population, most of the implementations of DPP by design are focused on adults at risk for Type 2 Diabetes Mellitus and then of course all three programs were as well. Then in terms of, it is interesting to note that there was really pretty balanced distribution over the type of delivery of the program – group, individual or combination. What is a little disturbing or surprising is that a pretty hefty proportion of the trials were unclear about how the program was delivered. For all three of our programs they were all delivered via group, again even the Online program was delivered in groups. 

Going on in terms of number of sessions there was really a balance in the literature over the number of sessions, but all three of ours would be categorized as high using the criteria of Aziz and colleagues because they all had sixteen and actually the in-person programs had twenty-two sessions total over twelve months. The length of the program primarily at least six months and some programs are over twelve, pretty evenly balanced in the literature and ours were all twelve-month programs, all three. 

In terms of delivery, most of the DPP Programs are delivered in person, ours were the two MOVE, the VA DPP Programs were delivered in person at the medical center, and then the Omada Program of course was online. In terms of use of standard curriculum, most of the DPP Programs, the large majority reported using a standard DPP curriculum. Our programs MOVE and the DPP did have standard curriculums. MOVE has a separate curriculum from DPP but we did do a quality assurance in that reassessed fidelity of delivery or the characteristics of delivery for the MOVE and the DPP Programs. But we did not really have that for Omada although it is documented that it is delivered absolutely consistently the same. Really, the quality assurance process is not necessarily applicable to the online but we could certainly do an overall comparison to the DPP curriculum, which we have not done ourselves. 

In terms of weight and A1C outcomes, in the comparison, the head-to-head comparison between MOVE and the VA DPP Programs, both programs at six months did have significant weight loss. The DPP Program had nearly doubled the weight loss and the difference was significant. At twelve months, people started regaining weight between six and twelve months. People in the MOVE program no longer had significant loss from baseline probably due to the very high variance because you can see the outcomes are pretty comparable between six and twelve months that statistically no longer significant. DPP remaining significant in terms of weight loss at twelve months but the difference between the two programs was no longer significant. Then with A1C, we did not see a significant change in A1C in either of the programs at twelve months. 

This is based on an ITT analysis so we are including everyone, even people who said – I am not interested in participating and did not complete any sessions of either MOVE or DPP. They are all included in this analysis. 

In this analysis on the next slide here, we are only including participants who actually engaged or participated in the program, by completing at least one session. Here there are significant differences at twelve months where the VA DPP in person program and the Online DPP program both resulted in significant weight loss from baseline and also are significantly more weight loss than compared to the MOVE Program at twelve months. 

When we look for Reach because Reach is very important you can have a very effective program but if you are unable to engage people that are high risk for diabetes then it will not have a very big impact. For MOVE, it is really kind of hard to assess the denominator to use within our particular evaluation. But if we were to say in our ITT analysis what was the proportion of people who participated really a hundred percent did, we included a hundred percent in our trial. 

Then the people who completed at least one session because that is another way to consider engagement, fifty-eight percent, over half finished the one session of MOVE and seventy-three percent completed at least one session in DPP and there was significantly more participation between the programs, that said the difference was significant. With the Online DPP Program, again, it is kind of different ways that we can assess participation or completion. If we take the two hundred and sixty-nine people that were actually eligible and interested, seventy-five percent of them actually enrolled in the Online program and ninety percent of those people completed at least one session. 

One thing I want to note is that because of the unexpected decrease in the number of MOVE referrals we were not able to make our sample size goal within this demonstration. And the time and the funding that we had available of seven hundred and twenty people, we only got three hundred and eighty-seven people so it is kind of an important caveat to keep in mind. 

Then when we compare our outcomes again with the Aziz systematic review with the thirty-eight studies, in terms of weight loss you can see that there is a fairly wide distribution. And really, a lot of the programs kind of the median was having a low weight loss outcomes based on the reported studies there were a number who did not report. And for us in our results are categorized as high using the same criteria from Aziz and colleagues for the two DPP Programs online and in person. And the MOVE program would be categorized as low weight loss. 

In terms of risk reduction, it is surprising to see that sixty percent of the published studies did not report risk reductions. Of those who did report, most of them reported high and so you kind of wonder about a publication biased. It is very challenging though to assess blood glucose levels at baseline and follow up in a community or a pragmatic setting. For us our risk reduction is obviously low, for MOVE and for the two in-person programs. We have not yet assessed this for the Online program. In terms of participation the vast majority of programs, this is one of the big challenges with implementing DPP is engaging high-risk individuals. The preponderance of studies, two-thirds of studies almost are categorized as no participation, below one-third of the population that they had hoped to reach or that they invited. 

For us one way to look at this is to say that all three of our programs had a high level of Reach. But I am just going to caveat it by saying well maybe it is kind of low because what kind of missed opportunities might we experienced by relying only on people referred to MOVE because a lot of people who may be eligible and benefit from DPP may not have been referred to MOVE for example.

I just want to reflect and pause for a moment and say that up to this point we are really talking about establishing internal validity of DPP. We are looking at outcomes, very focused on weight loss and blood glucose levels and even more ultimately preventing diabetes. We know that under some circumstances, highly controlled circumstances, that DPP is highly effective. The focus has been on establishing a causal pathway that DPP is indeed the mechanism by which the incidence of diabetes was reduced or weight loss occurred, or blood glucose levels were decreased. 

In fifteen years that were covered by the Systematic Review, what did we learn? Based on the thirty-eight studies included in this synthesis the conclusions are that higher intensity programs, so that means that the more sessions that are offered and completed, lead to better outcomes. This is very consistent throughout the weight loss literature as well. But they also point out that long term study programs, and that are programs with fewer than sixteen sessions, also could have a high impact even though their outcomes are not as high, they can have a high impact on population levels if the uptake or engagement in their program is high. It is really important to look at both REACH in to the high-risk population that we are targeting and the effectiveness of the program to evaluate overall population level impact. When we look at or assess the impact of the DPP Programs that we evaluated and risk projects, we saw that the VA the in-person group based DPP we used a higher intensity outreach. This is relative, just in the fact that we rely on primary care providers to do a screening and then to do brief counseling and ask if the patient would be interested in participating in a weight management program and then put a referral into the system. We did achieve high, but then kind of temporary well maybe it is just moderate Reach and we definitely had high effectiveness using the Aziz criteria for a moderate or high impact. The caveat while it is moderate versus high is I just asked the question – what about the patients not referred to MOVE and there may be a lost opportunity given the high prevalence of people who refer to MOVE that already have diabetes. At least within the three sites within this particular project. 

With respect to the Online program, we had a relatively low intensity outreach. It was a matter of sending letters to people and then it was an opt in process where they reached out to our team to indicate their interest. This is a hard to reach population because we wanted to target people who had not previously engaged in lifestyle change. Again, it might be high Reach it might be kind of low if you are looking at the over one thousand letters that were sent and the proportion of people who responded, but we definitely had high effectiveness in achieving a high impact. 

Now I am going to turn, we have fairly well established clinical outcomes from DPP. It is some mixed but we can also see that a combination of high effectiveness and/or high outreach can result in high population impact. This is an example of one study that was included in that synthesis and the characterized this particular trial as being translational meaning that their intent was to provide information and implementable programs into primary care that was effective clinically. But then an accompanying editorial accompanied this article that called out the fact that even though they call themselves the pragmatic trials, because the interventionist paid for the research dollars, which the funding comes, and goes. And the interventionists were trained and managed by the research team, that Sherry Pagoto and her colleagues say that the trial offers little insight into how to adapt these interventions in a real world primary care setting with real patients that often present themselves particularly in the VA with multiple chronic conditions. So it is not just diabetes or pre-diabetes that we are managing. They go on and say that – trials are needed but use real world settings and employ staff in those settings. They used few exclusion criteria in their design to be integrated and delivered from within the context of these clinical settings. Our pragmatic trials really did meet these criteria. The only thing I will say is that the funding is that was provided for this did have a start and a stop to it. That the people that deliver the programs were clinicians within the medical center. 

So now moving from focus on internal validity, what have we learned in our focus also on external validity? Because we really want to be able to understand how do we effectively implement and scale up DPP into clinical settings in ways that can maximize impact at a population level. This really requires a different approach, different types of information then what traditionally is presented in the literature. 

We have our protocol for this project; it has been published in Implementation Science. We characterize this as a pragmatic effectiveness implementation type III trial, which means that in a nutshell that our primary aim was not on the clinical outcomes we wanted to focus on affirming those clinical outcomes. But our focus really was on what does it take to implement these programs and our unit of analyses was at the site level. Our secondary aim, which was focused on the clinical outcomes where the unit of analysis is the patient. These are the results that I presented so far and now I am going to focus at the site level what had we learned from our three demonstration sites. 
This information is mostly focused on the in person DPP programs that were implemented at the three demonstration sites. I do have a few insights related to the Online Program as well. 

Talking about focusing in on Reach, it is through our experience, it is really important to consider answer and decisions around these five questions. It is very complicated doing a screening for pre-diabetes. It is not straightforward and most clinical primary care clinics do not do population level screening for pre-diabetes. And the jury is still out, there is a lot of debate about the usefulness of doing this and there are a lot of kind of complex and competing considerations for doing this. If you decide that you want to do and for the DPP because it is designed for people at high risk for diabetes, you have to be able to identify people, who those people are. What is your sampling frame or your screening tool or your targeted pollution? Then when will you be assessing and screening within the context of your particular clinical flow. What are you doing for outreach? How are you making patients aware and educating them about the need to engage in this type of program? Where is your link to primary care? Primary care is so important and yet we know that primary care clinicians are overwhelmed and there is literature on burn out in terms of managing and especially within the VA managing multiple product conditions. Also at the same time trying to prevent onset of another condition diabetes. It is really important to design processes that make it easy for primary care to identify high-risk individuals and then to refer them, support them in the decision to engage or at least to have the willingness to engage in a program like DPP. Then specifically how will the laboratory screening be conducted and in particular, two of our three sites did point of care testing and one used the usual care kind of laboratory testing process. 

Then considering, I am going to walk through using the RE-AIM framework and the R in RE-AIM is for Reach, which I talked about. What we did was take a deeper dive to look at the things that affect Reach. There are constructs within the outer setting related to patients in terms of their initial engagement and in terms of their continued participation. One of course is that their transportation, how far away they live to the medical center and then time and schedule. Then to keep their participation that they have to have a positive program experience which we did do satisfaction or elicited satisfaction from participants and they all rated the program highly overall. 

Within the organization is a clinical setting. It is really important to answer those questions that I talked about in the previous slide. But also recognizing that this effort, if you choose to implement DPP as being done in the context of having to address same day access issues, it may be perceived to be a lower medical and administrative priority depending on other initiatives and other issues that patients may present with. 

In terms of looking at effectiveness and Reach our ability to have high Reach and high Effectiveness depends on high Fidelity Implementation. Then we also need to be cognizant of the cost of delivering the program. Before we implement we have to have clinics that are enthusiastic and receptive to actually making a decision and deciding to implement the DPP Program. This is the initial adoption decision. 

I am going to kind of skip through these pretty quickly, but just suffice it to say that there are multiple considerations from multiple levels. For example, one of our demonstration sites was really eager to participate, or one of the reasons that they were eager to participate was the idea of being able to get CDC recognition for a certified DPP Program, which professionally is desirable as well as clinically. They all believed that the evidence base was strong and they were familiar with the evidence base. They saw this as having an advantage over the current MOVE Program because of its focus specifically on preventing diabetes and identifying people at high risk for diabetes. One of the important things to understand within the context of this particular project is that we had Memorandums of Understanding and are used that were formerly signed by the Facility Directors. This was tremendously important in terms of getting support from each of the demonstration sites. But there was recognition and a little bit of trepidation about the bureaucratic processes that would be necessary to for example hire and to get those screening processes into place. 

Now focusing on implementation, we did do Fidelity assessment. Team members actually used a checklist and rated a sample of the sessions for both MOVE and DPP. The great thing about these ratings is that this allows us to look at the differences, the actual differences in how sessions were delivered for DPP versus MOVE. One important thing to note here is that both of the programs had highly professional, well-regarded patients thought highly of their coaches. And actually, in all cases, all of the ratings were high. We did have statistical significant differences between DPP having higher ratings for positive relationships among members and that they communicated easily with each other. We think that this is because the same people were participating in all of the twenty-two sessions and having the same coach. So every week they were able to kind of deepen their relationships with one another. This was not necessarily possible within the context of MOVE. With the goal reviewing there was much more structured reviews of goals and that did get rated more highly, happening more commonly in the DPP sessions. Then also in terms of group identity, which this is by design that MOVE is not focused only on diabetes prevention but rather, weight loss and healthy lifestyle. DPP focuses on that as well, but within the context of preventing diabetes. 

Then when we look at these Fidelity measures, what do patients, this is what our team members, their perception of how the two different programs were delivered. But then in terms of the participant feedback about the two sessions, they also agreed that coach characteristics in terms of answering, giving important information about questions and being treated with respect equally high, equally as good in both DPP and the MOVE program at the three facilities. In terms of confidence and trust giving useful suggestions and meaningful feedback, those had higher ratings for DPP and again, I think that the setting and the context of DPP really allowed the coaches to be able to engage more deeply with the participants. When asked how they would feel about being assigned to a different group, DPP had much stronger ratings about wanting to stay with their same group. Group cohesion of course was rated higher too and we would expect that for the reasons already have iterated. 

The cost to deliver in the first year and I scaled these costs to be on sixteen sessions rather than the twenty-two that we actually delivered in the first year. For DPP it was just under fourteen hundred dollars and these are not equalized in terms of year so I think the thirteen-ninety-nine might be 2002 or 2003 dollars. Whereas the VA DPP dollars are, I think maybe 2015 or 2014 dollars so much more recent. We just have to take that into account. 

I have this range here for DPP and for the YMCA model, mostly because these costs are highly reliant on the size of the group. If you have ten people participating consistently your cost per person is going to be much lower than if you have people dropping out and you end up with let us say only two people in a group. So for ours our actual average was seven hundred and thirty-six dollars because we did have drop out through the course of the program. If we did not have dropouts and we were able to fill every seat that we designed, the cost could be as low as a hundred and ninety-two per person. 

The Online DPP Program was four hundred and twenty dollars but that was a discounted rate so I do not know how representative that cost is. Then recently CMS has made or at least potentially, I do not how firm this decision is, but to cap reimbursements for DPP, at four hundred and fifty dollars per person. This is notable first of all in the fact that they put a cap in which is very important but also even more importantly that this the first time that participation in DPP has the potential for being reimbursed in the future. 

We look at the challenges and kind of variances and facilitator implementation again, there are many that were experienced by the three facilities and they occurred at different levels so multiple domains. Which means that we need to have multi-component, multi-level implementation strategies for a program like the DPP, which is fairly complex? 

Then when we put this all together, this is again walking through the RE-AIM Framework, then the question is – has the DPP Program then maintained and continued beyond the time of the evaluation. So one of the three sites is continuing DPP as a separate program for MOVE. What we found with the other two sites and this is not going to be surprising, is that it is very challenging managing two different weight management programs that have a lot of similarities actually between the two programs. The other two sites just were not able to maintain managing two separate programs, but both of the MOVE and the DPP Programs. 

Our partners at NCP did make a national level decision based on preliminary results from this work and also additional considerations to more closely align the MOVE Program with the DPP Program. For example, earlier guidance was around recommending twelve sessions and they increased that to sixteen sessions. The important thing to note is that this means that there is a move towards not screening explicitly for pre-diabetes because MOVE includes everyone who is either interested in or screens positive for obesity or overweight. 

In summary, there is high prevalence of overweight and obesity within the VA. NCP developed and piloted MOVE back in 2002 to 2004. In 2006, the National Policy Guidance came out to implement MOVE in every medical center and now it is in most CBOCs [ph] as well. In late 2015, the MOVE Program Guidance was updated to more closely with DPP and then of course the MOVE Program continues to evolve over time. 

In conclusion, in terms of organizational level considerations, it is important to consider and really understand that it takes a lot to design and implement strategies and processes to reach the targeted population and engage them into DPP. This is a huge challenge that we encountered and that is consistently recognized within the literature. In terms of the cost the higher participation and again this goes to Reach and Engagement because it also has impact on cost. The more people you get to participate in the group delivery of DPP, the more your costs will be. It is also important to recognize that there is a changing landscape with respect to reimbursement especially important for clinics outside the VA. It is important to anticipate organizational and policy barriers that may get in the way of implementing and to have strategies to mitigate those. I also want to recognize that our coordinating center provided consistent technical assistance and in some cases, facilitation for each of the demonstration sites and that was an important factor for success. 

In terms of program delivery based on our Fidelity and our Satisfaction scores, we can hypothesize that higher quality or higher alignment of delivery to the DPP Program design can lead to higher participation or higher satisfaction, which can then in turn lead to higher engagement. This means that it is important to have a checklist and to have a process for monitoring the delivery of the program so that it is consistent. 

This is a list of some of our publications, we also have a publication coming out of our partner experience and then also I have the citation for the protocol paper from earlier. 

Now I want to ask the same question again, about what your perception is of DPP after having participated in this presentation. The poll is up now. Are you on Molly because we… [00:54:40 to 00:54:52] [lost audio]

Moderator:	Can you hear me?

Laura Damschroder:	Yes. 

Moderator:	Okay sorry. Do not worry my audio just went out real quick. I am going to go ahead, close this poll out, and share those results. It looks like there has been quite  a change – two percent of our respondents still feel they do not know enough to know; nineteen percent say that it might benefit some patients and a resounding eighty percent say that it should be more widely available to more patients. Thank you again to those respondents. I will turn it back to you now, there you go. 

Laura Damschroder:	Okay. Thank you so much for your responses to that poll. I am especially gratified to see that many of you went from – I do not know enough to know to one of the other response. Thank you for that and I also want to say that if you have any questions and I want to highlight my colleagues Tannaz Moin and Caroline Richardson who have a lot of expertise in this area of course as well as myself. We are very receptive to your questions. I think we have a few minutes, unfortunate not as much as I had hoped but if you have any questions now we can get to them. 

Moderator:	Thank you we have several and your colleague I believe Tannaz Moin is on the call so if she wants to unmute and she is welcome to. Let us get going on the questions. This first one came in very much towards the beginning – was there any comparison of those interested or not interested or did not respond and why were those choices made? 

Laura Damschroder:	I am not sure if the caller is referring to the not interested in the Online Program or not interested in the Group program. Anecdotally, we can say in terms of the people not interested or not participating in the group based programs, a lot of them had to do with their own kind of logistics. Then there were a few people we did have a little bit of spill over probably not more than a handful who actually preferred to attend MOVE even though they were assigned to DPP. In part because DPP was offered one time in a week and MOVE may have been offered certainly at another time, and maybe they had offered multiple choices so it was probably a scheduling thing. For the Online, many people just did not respond to the letter, we did get, I do not know I think it was ten or twenty percent who said not interested and they did not give reasons as far as I know. I mean that would be a question to explore further but we really do not have much insight on that. 

Moderator:	Not a problem, thank you. The next question that came in – do we know what the estimated prevalence is of pre-DM and DM in Veterans, among the Veteran population.

Laura Damschroder:	Tannaz, if you do not mind, could I flip that question to you?

Dr. Tannaz Moin:	Sure, can you hear me?

Laura Damschroder:	Yes.

Dr. Tannaz Moin:	Great, in the general population as you mentioned it is thirty-seven percent of U.S. adults. We do not have to our knowledge; there is really no systematic formal assessment of pre-diabetes incidents in the VA that has been published. What we do know and I think you showed it earlier Laura on one of your slides is when we were doing the assessments for this program obviously we were targeting the higher risk groups, these patients were who were MOVE eligible and in that we were surprised to see a slightly lower prevalence of pre-diabetes. Again, this was the higher risk group and we had a surprisingly high number who already had Type 2 Diabetes. But my guess would be if I had to take an educated guess it should be very close to the national estimates that the CDC puts out, which is one in two adults above the age of sixty to sixty-five in the U.S. In the VA unfortunately, we have a higher prevalence of Type 2 Diabetes because we have an older, sicker population. 

Moderator:	Thank you for that reply. The next question – what accounts for the possible low referral rate to MOVE?

Laura Damschroder:	I do not have an answer for that, but in some cases clinics went from a more focused referral process and this is speculation on my part or hypothesis at least on my part. In the years leading up to those trials or to the demonstration, there was a lot of high-level focus on screening everybody and referring appropriate people to MOVE. Since that time, many of the facilities have de-implemented I guess a formal referral process. And at least one of our three sites had a self-referral process so patients had to take the initiative themselves to go find the MOVE Program and get involved. It is kind of a combination of factors and also we have to keep in mind that within the VA there is just has been tremendous pressure on access and then also the transformation to our version of the patient centered medical home that has really consumed a lot of energy. This is all happening within a very challenging environment. 

Moderator:	Thank you. We are at the top of the hour but there are several pending questions. Laura would you like me to have these people contact you offline with their specific question.

Laura Damschroder:	Sure, we can do that. We are also checking to see if we can keep the room for a few minutes if anyone wants to hang on. 

Moderator:	Absolutely. I am happy to keep going with the Q&A; we can keep going in that way it will be captured in the archive and in the transcript and that way people can refer back to it for the responses to their answers. I will just keep going and you let me know when you have run out of time. 

Laura Damschroder:	Okay.

Moderator:	Why could you not randomize versus assigning the groups of ten? You were still assigning which arm?

Laura Damschroder:	I think it was more of a practical logistical clinical consideration that we did not to, basically clinicians at the site level would have to do the randomization and that was just more complicated than we could handle. There were so many other logistics as well and so we compromised on this as being a relatively unbiased way of doing it, but that would be simple to execute in the field. 

Moderator:	Thank you. Is it possible to have a specialized MOVE variant based on DPP? Like one VA where there is a modified MOVE for SCI patients?

Laura Damschroder:	There are a lot of topic specific or group specific versions of MOVE and so I would have to say the simple answer would be – no there is no reason that a MOVE Program could not be designed to target specifically people at high risk for diabetes. There is one question about the screening and the outreach and the inclusion of people with diabetes specifically in a MOVE group or a MOVE Program. The other consideration is the extent to which MOVE is retooled depending on how MOVE is being delivered at that particular medical center and aligning the curriculum and the program design more closely with DPP. There may be a big difference and there may not be a very big difference just depending on the local program. 

Moderator:	Thank you. Did the DPP facilitators have similar credentials across all sites? And if so what were their credentials?

Laura Damschroder:	They were all registered dietitians and they all attended a two and a half day training program in Pittsburgh. 

Moderator:	Thank you. How many participants completed all sessions for each program or at least eighty percent of the sessions?

Laura Damschroder:	Tannaz I am going to refer that to you because it is in your paper, at least the number of people who completed eight or more sessions I think was what we looked at. Do you have that handy?

Dr. Tannaz Moin:	Yes, let me pull it up, it is very, very low for the in-person program or it is not as high as we would like it to be and for the Online it was much higher. But I will try to pull that up right now. 

Moderator:	We can move to the next question, we will come back to that. Which facility plans to continue DPP?

Laura Damschroder:	It was in Baltimore and Nannette Steinle is the point of contact for that program. 

Moderator:	Thank you. 

Dr. Tannaz Moin:	I should just add that the VA Greater Los Angeles was also continuing DPP but actually, our focus is now embedded with one of the new QUERI Programs with women’s health and so we are doing both in the in-person and Online DPP options for women Veterans and implementing those programs and evaluating them to build on.

Laura Damschroder:	Tannaz are you doing a peer approach or not?

Dr. Tannaz Moin:	Yes we are. One of the female participants who graduated from the VA DPP work that Laura and I and others did together she is every motivated and we got her formally trained, she is on staff at the VA Greater Los Angeles and actually is delivering the in-person version of the DPP for women Veterans. 

Moderator:	Thank you. Did you have the response to the other question or should I keep going?

Dr. Tannaz Moin:	Keep going, I am looking. 

Moderator:	No problem, no rush. What would be your recommendations to make MOVE more aligned with DPP?

Laura Damschroder:	That is a very difficult question to answer because the MOVE Programs are all so different. I will say that it is important to have consistent delivery of the curriculum of the topics. We hypothesize I mean we have not been able to test this directly but we think that having a consistent leader across the sessions is important which I think the MOVE Program in most of the medical centers have already moved to that model. The other thing and this is very difficult to do logistically and that is to have closed groups so that the same for example ten patients are interacting with one another and with the coach over the period of time of at least the sixteen sessions. I say that this is difficult logistically to pull off because a lot of the medical centers have backlogs for participating in MOVE. I am just going to say rather underfunded to provide the programming at the level of demand for that programming. Those are kind of trade off challenges that need to be addressed but those seem to be really important ingredients for kind of optimizing outcomes. Sixteen weeks, sixteen sessions, having the same consistent coach, and having closed groups. 

Moderator:	Thank you. 

Dr. Tannaz Moin:	I have the results here so I wanted to make sure to give the exact numbers here. What we reported in the manuscript was in terms of and I will just read off at least four or more session was 57.5% for VA DPP compared to 42.5% for MOVE. Then eight or more sessions was I am going to round up 43% for VA DPP versus 31% for MOVE and both of those p-values were significant and reported in the manuscript that Laura provided the citation for which will hopefully be published very soon. 

Moderator:	Thank you. Are you able, we already covered that it is Baltimore that is still doing the DPP Program. Did participants have to pay to attend the DPP Program?

Laura Damschroder:	They did not have to pay for any of the three programs. 

Moderator:	Thank you. We have a few comments. Minneapolis has created a group lifestyle balance MOVE Program based off DPP so thank you for that. An ongoing program evaluation in Miami, I am sorry that is for a little bit later on. What can other VA’s do if they are interested in participating?

Laura Damschroder:	This program is no longer in terms of the demonstration it is over. But in terms of participating and exploring implementing DPP at your own facility, I would strongly suggest working with your local MOVE Coordinator and/or your local healthy living team, which consists of the HPDP, the Health Promotion Disease Prevention Coordinator and the Health Behavior Coach of course including the MOVE Coordinator as well. Exactly who you would go to and the process to explore getting this up and going in your own facility would really vary widely depending on the context in your clinical setting. 

Moderator:	Thank you we are down to the last few questions, would you like to keep going?

Laura Damschroder:	I am game yes. 

Moderator:	Okay. This is a comment when we were discussing about the pre-diabetic rates in Veterans but correct me if I am wrong. This person writes in – an ongoing program evaluation in Miami revealed to us that nearly thirty percent of overweight and obese Veterans did not have an A1C in their chart thus there is a much under diagnosis of pre-diabetes and many missed the opportunities to be referred to MOVE.

Laura Damschroder:	Yeah so, that is a great comment and I think that is true not just of Miami but probably true of the state of the world. 

Moderator:	Regarding the impact assessment, do we have knowledge about the minimal intervention needed for change or MINC for the Programs?

Laura Damschroder:	That is a really great question. The Minimally Impactful Clinical Intervention or something is what the MINC stands for. I would refer that person to the Aziz paper because you can see the range of intensities of programs and they do provide a bit more detail but there are tradeoffs. The problem with the analysis, I mean the authors kind of make this conclusion that higher intensity programs have better outcomes but I did not see an explicit analysis that associates by number of sessions by outcomes. I really do not know where the line is in terms of minimally meaningful or the minimal intervention to achieve the optimal outcomes is a defunct question to answer. In part because you saw on the trial, information that I presented that there is a lot of unknown and unclear. And so it limits what we can learn from what other people published and I just want to make an appeal for anyone that is publishing in this domain to be very clear about what the intervention is and associating that with your outcomes so that we can begin to accrue that knowledge. Frankly right now we really do not know where that cut off is other than it is probably one of the few conclusions that we can stand on for lifestyle change, interventions in general including weight management intervention that more intensive programs do result in better outcomes. 

The other question that kind of comes in to this and is even more complicated is what is the minimal required in not only in terms of intensity over a specific period of time, but also what is the minimal duration of support that people need to sustain the changes. Because we know that pretty much six months is the inflection point between continual loss or maintenance of weight and then regain. What is the level of support needed to prevent or minimize even just regain minimal continued weight loss towards larger goals? 

Moderator:	Thank you. Somebody is curious why you cannot do DPP with diabetics since it was consigned for pre-diabetics?

Laura Damschroder:	That is an interesting question and I think Tannaz would have something to say about that. 

Dr. Tannaz Moin:	Yeah.

Laura Damschroder:	Our trials go ahead Tannaz. 

Dr. Tannaz Moin:	No, no, no please Laura. 

Laura Damschroder:	No, you go. 

Dr. Tannaz Moin:	I think you were going to say with our trial we were trying to implement something with sort of Fidelity to the original RCT which obviously did not include patients with Type 2 Diabetes. I think the comment is a very valid one, what is being taught in the DPP sort of those core goals, seven percent weight loss, a hundred and fifty minutes of moderate physical activity would not hurt, would actually benefit anyone with Type 2 Diabetes as well. I think the caveat as an endocrinologist is that the nutrition information that is provided in the DPP is pretty non-specific and really just focuses strictly on calorie restriction. Whereas a patient who as Type 2 Diabetes might be focusing on carb intake and such and much more details in more nuanced ways. I think patients with Type 2 Diabetes would really benefit from sort of DPP costs added nutritional specificity. 

Laura Damschroder:	Kind of leveraging off Tannaz’s comments I just want to say that the decision of the VA at this point in time not to recommend screening for pre-diabetes and also in recognition of this comprehensive lifestyle program being beneficial for that population. Anyone who is a candidate for MOVE would benefit from this whether they have diabetes or pre-diabetes or not. 

Moderator:	Thank you we do have just a few questions left but I am going to ask those two people to please contact you offline as we are already fifteen minutes past the top of the hour and need to wrap up. But Laura I do want to give you the opportunity to make any concluding comments that you would like to make. 

Laura Damschroder:	Thank you everybody for your participation. I see many of you are still on so that shows a high level of interest and please do not hesitate to contact us. Thank you. 

Moderator:	Thank you so much for coming on and lending your expertise to the field and also to Dr. Moin and your whole research team. Thank you to Christine Kowalski and Anne Sails who organized this monthly meeting that takes place the first Thursday of every month at twelve eastern so please keep an eye on your emails for future announcements for new QUERI sessions. For our attendees, thank you for joining us, I am going to close out the meeting now and please take just a moment to fill out the feedback survey, we do look closely at your responses and it helps us improve our presentations and our program’s thank you everybody. Thank you Laura. 
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