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Moderator:	And we are at the top of the hour, so at this time I would like to introduce our speakers presenting his research today. We have Dr. Danil Makarov. He is a, sorry Dr. Danil Makarov and he is an attending urological surgeon at New York Harbor Healthcare System. He is also an assistant professor of urology in the department of population health and health policy, and director of surgical research in the Department of Population Health and Director of Urological Health Services research in the Department of Urology. That is at New York University School of Medicine. 

Joining him today, as I discussed, will be one of his mentors, Dr. Scott Sherman. He is a staff physician also at New York Harbor Healthcare System and associate professor of Population Health, Medicine, and Psychiatry at New York University School of Medicine, and co-chief of the section of Tobacco, Alcohol, and Drug Use. Sorry for tripping over my words there. So at this time. Danil, I am going to turn it over to you now.

Danil Makarov:	Thank you, all right, let me just close my email down, as you told me. Okay, here we go. Good afternoon everybody. Thank you for attending and listening in on this afternoon’s cyber seminar. I am pleased to be able to be able to present my research with you today. It’s nice to see a number of friendly faces or friendly names in the lists of folks who are listening in. So I hope it’s useful for everyone. In speaking with Molly and with some of the organizers, I have heard that it’s important not just to present the research, but also to present sort of the development of the research and how it progressed with the career development award. I will try to inject as much of that as possible. Feel free to ask questions, though I guess it’s difficult to interrupt, but I will try to get to everything. You can always connect afterwards if you have any specific questions. I will get started with the presentation without further ado. The title is Optimizing Imaging among Men with Incident Prostate Cancer: A framework-based approach.

First, just to get a sense of what our audience is like, just wondering with that first poll question, what is your primary role in the VA? Are you a student, trainee, or fellow; clinician; researcher; administrator, manager, or policy maker; or other? 

Moderator:	Thank you. It looks like we have got a nice responsive audience. We have already had 80 percent response rate. So with that, I will go ahead and close out the poll and shows those results. So it looks like eight percent of our respondents are student, trainee, or fellow. No clinicians responded. Fifty eight percent researchers and a third of our respondents, administrator, manager, or policy maker. So thank you for those replies. Do you want to head straight into the next poll?

Danil Makarov:	No, that’s fine. That just helps me tailor maybe some of the things that we will be talking about. So we can skip this. 

Moderator:	Okay, I was just going to say I guess we don’t need this one if nobody replied clinician. All right. 

Danil Makarov:	I do see at least one urologist in the audience, as well, so. Which describes your research experience then? Haven’t done research at all; have collaborated on research; have conducted research myself; have applied for research funding; or have led a funded research grant; choose just one.  

Moderator:	Thank you so it looks like people are a little slower to reply to this one. That’s perfectly fine. These are anonymous responses. You are not being graded, so take your time here. All right, it looks like we have got about 82 percent response rate. So it looks like seven percent of our respondents have not done research, 29 percent each for collaborated on research or have conducted research myself, and 36 have led a funded research grant. 

Danil Makarov:	Okay, thank you. Then I think we have one last question. If you are a researcher, what is the primary focus of your work?  Implementation science, health services research, clinical epidemiology, basic science, or other. 

Moderator:	Thank you. I am seeing a very clear trend among our respondents. We will give people a few more seconds to reply. All right, it looks like we have heard from the majority of people so I am going to go ahead and close this out and share our last results. No respondents for implementation science, a very vast majority of health services and then eight percent each for clinical epidemiology, basic science, or other.

Danil Makarov:	Okay great, so then hopefully, I will be able to highlight some things about implementation science and sort of the relationship between implementation science and health services research. So one of the things that has helped guide my research that actually Scott Sherman, my mentor is on here with is understanding where a particular project that I was working on fits within the grand scheme or a grand story of what we are trying to describe. NIH has this example of stakeholders to translational steps and the NIH Roadmap. This is one way to think about it. So basic scientists develop information which then in T1 research, they communicate the clinical and behavioral scientists. Then in T2 research, further along to health services and public health scientists. Then T3 are effectiveness studies and implementation studies which go to dissemination and implementation scientists. Then T4 takes it to the decision makers in public health. 

So understanding translational work is incredibly important. The VA, within the context of this sort of translational roadmap or this guide to implementation has a really excellent framework for thinking through your research and what the next steps might be. I would like to highlight my process through this framework that Scott pointed out to me early on when I started at NYU, New York Harbor. 

That is the QUERI process. It is essentially the framework for implementation science.  There are six steps to it, the first being identifying high risk/high volume diseases or problems. As a urologist who is interested in prostate cancer, that is pretty straightforward. Prostate cancer is certainly high volume and important. Then to identify best practices, which sometimes is a little bit harder, because in urology as compared to a field like cardiology or something else where there is a lot of data, there is often not. There are a lot of papers, but there is often not excellent guidelines or excellent data on what we should be doing. But we can within some contexts there are. Then to define existing practice patterns, outcomes, current variations from best practices. I think health services research and certainly before I became interested in implementation science, I think most of our work is kind of really in here. It’s very easy, I think, to kind of sit back and kind of sling arrows and what people are doing, rale against the establishment and all sorts of things like that. It’s fun, but it’s hard to affect change from there if you are stuck in this mode permanently. So the next step in the QUERI process is to identify and implement interventions to promote best practices. After that is document the best practices that improve outcomes. Then finally it is to document outcomes that are associated with improved health-related quality of life. 

So using this framework, I would like to discuss my career development award, what led up to it, what I did during it, and now what the next steps are. So identifying high risk/high volume disease or problems, step one, again, it’s pretty easy. So for me, for prostate cancer and prostate cancer imaging, it’s a very interesting problem. So before the PSA era, most men or many men who were diagnosed with prostate cancer had intermediate or high risk disease. Most of the treatments for this kind of disease rely on the disease being localized before moving forward. But when PSA was introduced, there was a huge cull effect. So we found a lot of the prevalent cases. We were finding through a lead time, we were finding more low risk cases. So by the time you have PSA screenings sort of in the late Eighties becoming adopted, by the early 2000’s, you have now there is a majority of low risk men, of incident cases of being low risk. So you need to be the staging approach, early on you needed to document that the disease was localized because treatments like radical prostatectomy or radiation are really only though to benefit men with localized disease. So you don’t want to be doing a lot of unnecessary surgery or radiation. So everybody who is being diagnosed early on was getting imaging. 

Identify best practices. Obviously, that is sort of not the case. So there is a consensus once we enter into the PSA era that a lot of these men were low risk that routine staging imaging was essentially overused. This is a compendium of organizations that have digested that we don’t need to image everybody and have issued guidelines for when we should do it. It’s important that you have consensus among a wide variety of groups. You have the American Urologic Association, American College of Radiology, the Radiation Oncologists, the Oncologists, everyone is basically behind decreased imaging in low risk disease. You have PQRS and Medicaid picking up on this. Medicare _____ [00:11:12] a quality measure. It’s really important to note that there is really no one on the other side of it. There is really broad consensus that prostate cancer imaging is overused. We have known this since the mid-Nineties. 

Here is an example. These are the NCCN Practice Guidelines in Oncology, popularly used a gram or a pathway for treating patients. So here you have men who were diagnosed with prostate cancer. We usual visual, rectal exam, PSA and Gleason score as a way to risk stratify everyone who has been diagnosed with prostate cancer. If you have a short life expectancy, you probably don’t need much workup, but if you have sufficient life expectancy, than imaging is only required. There are two things you can do, a bone scan or a CT scan. A bone scan is only required if you have PSA greater than 20, Gleason score greater than 8, or you have symptomatic disease or T3, T4. These are sort of markers for advanced disease. Similarly, advanced disease would warrant pelvic CT or MRI to look for lymph nodes to see if things have spread. But even though such guidelines with minor tweaks have been available since the mid-Nineties, even into 2012 when Choosing Wisely came out, prostate cancer imaging would include another top 5 risk of both American Society for Clinical Oncology and the American Urological Association, saying that there haven’t been a lot of work done to fix this problem. So this ASCO’s Choosing Wisely list and their number three recommendation. They will perform PET, CT, and radionuclide bone scans and staging of early prostate cancer at low risk for metastasis. So those are best practices. But how are doing? 

When I was actually a VA special fellow and RBJ clinical scholar at Yale and VA Westhaven, we looked at this in the SEER Medicare population. It sort of began as kind of a one off, pretty simple project. It was easy to define who was low risk and high risk. You could do this as a cross sectional approach, just to see how many men were being imaged appropriately or not. So when we look within SEER, we found that men with low risk prostate cancer, actually 45 percent of them were being imaged who shouldn’t be. Among men with high risk disease, where maybe 100 percent of them or very many should have been imaged, we saw actually only 64 percent. So there was a lot of discordance from the guidelines and a lot of inappropriate use of imaging. 

So next, I had the opportunity once I got my career development award through Stacy Loeb who does a number of works with the National Prostate Cancer Register of Sweden, had the opportunity to look at these rates in Sweden and a completely different healthcare system to see if maybe sort of the U.S. healthcare system was driving inappropriate utilization, certainly fee for service Medicare. You see a lot of that kind of stuff. When we look in Sweden, we saw the numbers were almost exactly identical in the late Nineties. This is important because they subsequently had an intervention to improve upon this. But when they started, they basically also had 45 percent inappropriate imaging and they had 63 percent appropriate imaging for the high risk patients. You can see these things overlap almost exactly when you toggle back and forth. 

So for my CDA, I wanted to look at what was going on with this inappropriate imaging within the VA population. Figure out what some of the prevalence of this issue and figure out some of the correlates associated with guidelines of appropriate imaging and then sort of pave the way to try to fix it and understand what next steps might be. So when we looked at the VA using the VA Central Cancer Registry, we found that there was a little bit less inappropriate imaging. It was significantly less, more on that later. But clinically, probably it was not a huge difference. They had a 41 percent inappropriate imaging on the low end compared to 45 percent. On the high end, a little bit more, 70 percent imaging compared to 63 percent. 

So we tried to tease it apart and tried to understand why there was inappropriate imaging and what some of the factors were. We did two separate models. We looked at imaging within the low risk men, which was inappropriate. We looked at imaging within the high risk men, which was appropriate. So things on the low risk side—and we also had working with Steve Delius who I think is on the line now, working with Steve and their group, we found a variable that looked at whether you were only VA or whether you were using VA with some Medicare. Then you were able to take that data and merged it with SEER Medicare and see if there was any difference across the areas, these various groups. We found with regard to the insurance group, we used Medicare as our reference group that you saw the lowest inappropriate imaging in the VA only cohort and an intermediate risk of inappropriate imaging, if you will, in the VA with some Medicare. I have a description of that a little bit later. On the high risk side, there was essentially no difference. You were getting as much appropriate imaging regardless of what setting you were being treated in. You see also among the lowest group that clinical stage was driving it. So perhaps people, patients are approaching a grey area or there is not good understanding of the guidelines. Not much difference with that in the high risk group. Gleason grade also driving imaging in the inappropriate imaging and low risk, again probably heading towards the grey area or poor knowledge of the guidelines and same trends with PSA. 

So when you look at it here, this is a graphic description. We see no difference among the various cohorts. The VA only, the VA with Medicare, or Medicare only in terms of appropriate imaging. Here we see sometimes I describe this a little bit tongue in check, but as dose response of inappropriate care with exposure to Medicare. So you are least likely to get inappropriate imaging if you are seen in the VA only. If you are VA with some Medicare and this bumps up the 0.87 and then your highest likelihood of getting inappropriate imaging is if you are in the pure Medicare population.

We went and looked with one of these earlier studies, we looked at regional levels of appropriate and inappropriate imaging. We wanted to see and we were hoping, I guess we were hoping to find that there were certain regions that were better at doing guidelines overall and maybe others that weren’t so that we could try to influence these regions or try to intervene in some way. So we plotted these SEER registries by their predicted probabilities of appropriate imaging versus their predicted probabilities of inappropriate imaging here on the X axis. So completely ideal would be in the upper left hand corner up here. You would get 100 percent appropriate imaging and you would get zero percent inappropriate imaging. Completely opposite to that would be zero percent appropriate and 100 percent inappropriate. 

So we wouldn’t want anyone to be here. We want everybody clustering the upper left. What we found though was that it wasn’t clustering up here. We found that when we plotted all of these areas, they plotted out a line like this where certain regions like New Jersey were very good at doing appropriate imaging for high risk patients, but simultaneously , they did a lot of inappropriate imaging for the low risk patients. We saw other areas like Utah that did a great job of not doing inappropriate imaging on their low risk patients, but these similarly seem to limit appropriate imaging for the high risk patients. After thinking about this for a while, we are still sort of exploring it and trying to figure out how to describe it. But this generated something that my mentor at Yale, Harlan Krumholz called the thermostat hypothesis in that there would be certain reasons would sort of dial it up and others would dial it down, but there was very little discrimination or little appropriate, little guideline concordance. You just either like to or you don’t and you fall somewhere along the spectrum. Another way to think about this is that this could be thought of as the flat end of the receiver-operator characteristic curve. One corollary to this If this is a flat end of the receiver-operator characteristic curve, if there is a thermostat as such, then potentially if you try to limit inappropriate imaging without focusing at all on appropriate imaging, than instead of trying to move to this upper left hand corner which would be excellent quality, perfect discrimination, you might, instead, slide down to inappropriate imaging. You may slide down this curve along here and experience something like a chilling effect on appropriate imaging. 

We had the opportunity to investigate whether something like this might actually happen in the real world with our Swedish colleagues. In Sweden, remember I was telling you that their baseline imaging rates were about the same as SEER Medicare and pretty much the same as they were  in VA, a little bit worse, but pretty much overall similar. Well, around 1998, the group there did essentially an audit and feedback and physician education intervention across the many sites in Sweden that took care of prostate cancer. So at their various meetings, they would put up their inappropriate imaging rates. They would benchmark them to their peer, competitor institutions. They did this over and they would present the guidelines from the European Urological Association. 

What they found was they did a really terrific job on this low risk cohort. They went from this inappropriate imaging rate of about 0.46 down to about 3 percent inappropriate imaging, which is pretty impressive and it probably shouldn’t be zero because there are definitely reasons you might want to do some imaging to figure out if somebody presented with back pain and you did it. It shouldn’t be zero. But what they found at the same time was in this high risk group that should be getting imaging, appropriate imaging in this group went down. There was never really the focus on ensuring that the high risk patients would get the appropriate care as well. So they perhaps validated the observation, the thermostat hypothesis, if you will. 

So this was an important caveat in terms of thinking about what kind of interventions you might want to do within the VA, if we wanted to do one at all. 

So then comes the next step. Identifying and implement interventions to promote best practices. So just seeing this observation is probably not enough to generate a really good intervention to try to fix it, although especially presenting to clinicians, we often present quantitative data. You can get a ton of hypotheses of people who really think that they understand the problem and have a lot of anecdotal experience. They might have spoken with patients or with their colleagues about it, but it’s not exactly a rigorous way of understanding these problems. The quantitative data us often really only hypothesis generating. One way to understand what is really going on is to actually talk to people in some sort of rigorous way. A set of methods that addresses this is qualitative research. You have qualitative research and needs to understand the depth and breadth of human experience, which is a pretty or very large, very grandiose. But it does do this. So we use quantitative research to recommend a final course of action, find out whether there is consensus on a particular issue, project results to a larger population, identify evidence regard cause and effect relationships, describe characteristics of relevant groups of people, test specific hypotheses and examine specific relationships, identify and size market segments. The qualitative research might help you develop initial understanding of an issue or a problem, look for a range of ideas and feelings about something, understand different perspectives between groups and categories of people, uncover underlying motivations and factors that influence decision making and opinions, and provide information needed to design a quantitative study or explain findings from a quantitative study. This is basically how we approached it. When you combine these two sets of methods, it’s often called mixed methods. 

So within my career development award, we devote a number of time to qualitative exploration of why physicians and patients order prostate cancer imaging and how do guidelines play into that. So this is an example of what this kind of data analysis looks like after performing semi structured interviews. You get those transcribed and then you find we have a kind of art of medicine here. You can see that coded. We have an art versus science theme that we explored. When we initially started off, we were thinking about using something called grand to theory methodology. We would start from the position where we had no idea what was driving these behaviors. There would be no theoretical framework underlying it. We would just let that organically bubble up from the interviews. What we found when we analyzed a few of those interviews, was that actually all of the things that we were finding fit within domains of a framework called the theoretical domains framework. The theoretical domains framework is a way of understanding physician and patient behavior in the healthcare space. It is really nice because it not only allows you to understand qualitative findings within this framework, but it also allows you to map those findings onto interventions in case you wanted to go intervene on those issues. So these are the domains within the framework. I won’t bore you with reading them. We will get to that in one second. 

Here is an example about one of our domains within the TDF, beliefs about capabilities. So what we found is physician endorsed a variety of opinions regarding whether they follow guidelines, intuition, or personal heuristic when they are making decisions. Here is someone from a low imaging VAMC saying, “Well if there was some clinical factor that or some clinical suspicion that, you know, the guidelines are sort of intended to direct us and I mean I think it would be very, very infrequent that we’d veer from the guideline based on just my judgment alone.” That is one way to think about it. Then when we talked to a physician from a high imaging VA Medical Center, that person said, “I understand the guidelines and I know them but I’m going to go against them for this particular reason and that’s why we go to medical school, to have our own opinion on certain things.” So two very different ways of thinking about an approach to guidelines about beliefs of individual capabilities. This is the kind of data that you can use elicit when you use semi structured interviews or qualitative approach to the problem. 

So what we found here was that for physician domains that emerged from the interviews are in red. Patients ones are in blue and ones that were relevant to both are in purple. We see that physician skills, environmental context and resources, social influences, and then beliefs about consequences, which I just read are important. Beliefs about capabilities, which I just read, that’s important for both physicians and patients and knowledge is also important for both physician and patients. For patients though, emotional and goals, which didn’t register on the physician interviews at all, those were important for patients. 

What we found when we did a sort of formal analyses of these with when we looked at patients, patients really had very little concern for diagnostic imaging in the pretreatment period. They were very treatment focused and they had a lot of implicit trust in their physician. They were, when asked about how they felt about receiving imaging, they said that they were happy about it, but that is just because the physician showed concern for them. That made them happy, but none of them stated that they were interested in getting imaging when they showed up at the door. They certainly weren’t demanding it. 

Physicians said that they had faith in imaging guidelines and the process that were developed. However, many of them, almost all of them said that they were apt to follow their intuition, which makes a lot of sense. We found that there were barriers to the adoption of guidelines including things like medical-legal concerns, patients in the grey area, which our data suggested when we had increasing rates of inappropriate imaging within the low risk group, but as we increased the risk in terms of one of the components of the risk group definition. Not wanting to miss an associated diagnosis and the influence of imaging avid colleagues. There was one center where only one of the urologists did surgery. He insisted all of the patients have CT scan prior to surgery. So all of the other clinicians who were seeing patients who were ultimately headed for surgery, they all performed imaging whether it was appropriate or not on patients that would ultimately go there. Many physicians also suggested that a program to improve imaging in VHA would be something that they would be interested in working on and being a part of. 

So I was telling you about the theoretical domains framework. The way to link TDF to interventions is through the behavior change wheel. It’s the work up Susan Miche. This is published in 2011. You can get this online. You have sources of behavior in the middle. This is pulled from qualitative data. Then there are intervention functions and policy categories on the outside. Within these are the types of interventions that you might do like an EHR dimension or feedback or something like that. So based on these, we came up with three interventions that we decided to put together into a bundle of interventions. The first is a clinical order check within VACPRS. We actually went live with this in our own institution and we are analyzing right now whether it made a significant difference or not. You see here that when you try to order a bone scan or a CT scan on a patient who has low PSA, low Gleason score, and low clinical stage, an order check pops up with one of the guidelines. Audit and feedback was another intervention that we wanted to use and that we would provide a benchmark data based on urology sections of individual providers. Then academic detailing also known as physician education. So clinical order check addresses behaviors driven by believes about capabilities and consequences, knowledge, social influence, and environmental contexts and resources. It works through the intervention functions of enablement, incentivization, and education. Audit and feedback address beliefs about capabilities and consequences, knowledge, and social influence. It works through education, persuasion and incentivization. Academic detail address behaviors by beliefs about capabilities and consequences and knowledge, social influences, and environmental context and resources, and works through modeling, persuasion and coercion. 

So finally, documenting the best practices improves outcomes. To do this, we have been using the QUERI framework, but for implementation program, important to have theoretical framework on which to base some of these changes or understand how these changes might happen. But to do that, we need to consolidate a framework for implementation research, as put together by Laura Damschroeder and there are essentially five important domains, characteristics in the intervention, inner setting, outer setting, individuals involved, and implementation process. Within these, there are subdomains or themes, intervention source, evidence strength and quality, relative advantage, adaptability. You can see them across all of these. One way to sort of think about what sorts of domains you want or things you want to measure comes from a great slide form Enola Proctor, which talks about a conceptual model for implementation research or really a model for measurement. Sort of a traditional study might look at patient outcomes like health status, symptoms, function, satisfaction. Based on sort of our normal things, internvetion, drugs, some sort of exposure. That is the usual.

When we talk about implementation science, we are really interested in implementation strategy, how do we go about doing this? Implementation outcomes like feasibility, fidelity, penetration, acceptability, sustainability, uptake, and costs, and then service outcomes like efficiency, safety, effectiveness, equity, patient and timelines. These are sort of the core of implementation science. So we set about measuring these in the context of implementing that in the organization. So it’s very timely that I should give this talk now because we just found out last month after two revisions that our IIR proposal was funded. So very excited about that. Now, we have the very tall order of putting together a very large implementation study, plus a randomized trial across ten sites in the VA. They are our partner institutions. This is our org chart. We have our ten principle site investigators that are working with our research team. We have local clinical advisory committees that will include the site PI, the clinical chief of informatics, a research coordinator, and the chiefs of urology. Here are our sites and our collaborators. I am greatly thankful for their work. So we are going to do a cluster randomized trial. This is a schematic of a—apologies. This is a cluster randomized trial where we—sorry. I am having a little technical difficulty here. This is a step wedge roll out of this intervention. All of our partner sites would be receiving the intervention. They will be randomized to the time at which they would get it. So time one and every, when we analyze it, each site will serve both as its own intervention and its own control. So everybody we randomize the time at which they receive it. At time one, we are just collecting baseline data. At time two, one of the sites flips over. That site stays with the intervention for the length of the study. Each one of these flips over through the course of the study until every site has the intervention for a minimum amount of time. So we analyze this. One of the powers of this is we can understand the change after the intervention, but we can also subtract out secular rates. It’s something that is changing rates of imaging overall before the intervention and after the intervention. We can subtract that out and understand the difference between these two groups. We are powered to see changing inappropriate imaging from 40 percent to 20 percent, which seems conservative given the Swedish experience, but we will see how things go. 

So we have three aims. The first is effectiveness aim to see whether our intervention and previous facility level guidelines and core utilization of prostate cancer imaging. We want to look at whether we decrease the facility level inappropriate imaging. But we also want to look to see whether it will either maintain or improve appropriate imaging among the high risk groups. Our previous research shows that this is a potential area where things might fail. So we will focus on those and on our education materials and we will encourage that. Then we have an implementation aims, aim two. We are going to use mixed methods to explore physician influence on guideline concordant imaging. We are going to explore some quantitative work to look at physician characteristics and likelihood of change of guideline concordant imaging rates. We are also going to use semi-structured interviews to explore physicians’ experiences with and perceptions of interventions and how those perceptions relate to imaging use. The nice part about doing these interviews is if you use the consolidated framework for implementation research, there is a list of qualitative questions that you can include in your interview guide, your preliminary interview guide. Then aim three is cost, which we think is a very important thing to understand for future dissemination of this work. We want to determine whether the cost and cost impact of physician focused behavior intervention, we want to determine what it is so that individual decision maker at a center can see if it’s worth it for him or her to implement this. Our suspicion is that the cost of the intervention including physician time and guideline concordant imaging will be offset by savings made in reducing guideline discordant prostate cancer imaging.

So a lot of acknowledgments. Top shout out goes to Scott Sherman here in Population Health but also Cary Gross and Harlan Krumholz and Rani Hoff at Yale, my chair Herbert Lepor, colleague Stacy Loeb, Steve Zeliadt whom I think is still on the line, Scott Braithwaite head of goals. He is our collaborator on this new grant. Jan Blustein, Michelle Sheldin, medical anthropologist who has taught me everything I know about qualitative research, David Penson and par Stattin from Prostate Cancer Registry of Sweden. Now, I have asked to keep it to 40 minutes and here we are. I am happy to take any questions, if anybody has them. 

Moderator:	Thank you. We do have some questions that have come in from the audience. Would you like to have Scott make his comments first before we go to that?

Danil Makarov:	Oh sure, yeah, whatever, yeah, whatever you think is easiest. 

Moderator:	Yeah, we will go ahead and stick with that. That way if any questions come in about his comments as well, we can address those at the same time. So Dr. Sherman, I guess we will turn it over to you now. 

Scott Sherman:	Great, thanks very much. My comments will be very brief. It was wonderful to hear Dan’s talk and having been on this journey with him over the last many years, five or six years, or so, I had three quick things that I just wanted to run through. One was as a clinician who has been doing effectiveness science and implementation science for the last 15, 20 years, it’s always interesting and fun to work with another clinician. Dan, many clinicians, when I start to work with them, they always, the first thing they always want to do is design an intervention to make it better, whatever it is. Then happily, it didn’t start with—he came much more focused on the big picture. As he outlined in the QUERI framework at the beginning, before, this is often the conversation I often have to have with clinicians is before you rush off to fix it, figure out what is actually happening and what is broken and what is not. Dan took a really thoughtful approach to that. He already had lots of information before he and I started working together from his fellowship. It makes it a really fun, interesting discussion. 

The second thing is as a mentor, here I am as a primary care physician, a general internist, mentoring urologist, and I don’t know much about urology beyond the fact that I have a prostate. I know a little bit more about that as a primary care clinician, but certainly not at the level of the urologist. Many of us who are mentors are in that situation where we are doing stuff that is outside of our area of expertise. Early on, I was more anxious about that. At this point, I know lots about conducting research and helping somebody to build their academic career and whether or not I know the content area doesn’t really matter all that much. So think about it as mentors. You can focus on content expertise or process expertise. I was happy to help with the process of him being a mentee and a CDA. 

That was particularly an issue because here at New York Harbor, we don’t have a coin. When Dan started, we had two funded, three funded investigators and then a few CDA’s. So as a mentor, I don’t really get an opportunity to say I am only going to do people or supervise people who are doing smoking cessation research. That might work if we had 20 or 30 senior investigators, but we didn’t. So if you are in that similar situation, it makes you adopt, take a much wider range of research interest and mentees. 

Finally, the third thing that I wanted to mention with Dan is that it was clear to me early on that Dan was going to be successful. Great ideas. He works hard. Really, bright thoughts and in an area that was really important. Prostate cancer is important in the VA. Here you have this area where, as you saw, everybody pretty much agrees we ought not to be doing this imaging and yet it’s 40, 45 percent of people are getting this. So rather than we have enough leeway that with Dan, I could take two steps back or three steps back and say, “Dan, look you have got a great project going on. You have resources that NYU has provided through the Cancer Center. Let’s think about what is your business model here. What do you want your group to look like five, six, ten years down the road?” He had a department chair who was tremendously supportive and would bring in resources at times. So it was more of the discussion if you had $100,000 extra to spend, what would your business look like? If you had $250,000? It’s not something that as physicians, as researchers who are often trained in. there are lots of different ways to structure a business, which is what I am terming his research enterprise at this point. Some are very top down. Some are much more decentralized. So that was a really fun conversation with Dan over the last several years is thinking about that. I think it’s one that mentors need to have with their junior faculty. That is really the three points I wanted to make. 

Moderator:	Well, thank you very much. We appreciate that. Dan, did you have anything you wanted to reply with before we move into Q&A?

Danil Makarov:	Yeah, I have to say that it’s been a terrific working relationship with Scott. We will continue to obviously work on projects. I think that some of those conversations around program building and understanding where the research is going, but then how to carry it out and what the team is going to look like and who you need and those have been the most helpful. Yeah, the content expertise within prostate cancer, that is pretty easy to get. That’s easy to get from other mentors. Obviously, there is these days I feel like you are kind of encouraged to have a committee of mentors. Indeed, at NYU on the academic side, we have to have mentorship committee. With Scott, the most valuable conversations within about how to structure this and how to keep it going. So I thank him for that and hope we continue having these kinds of successes. 

Moderator:	Thank you. So without further ado, we will move into the audience Q&A. For those of you that joined us after the top of the hour to submit your question or comment, just use the question section of the GoToWebinar control panel. Just hit the plus sign next to the word question. That will expand the dialogue box and you can submit your question or comment there. 

The first question that came in: what imaging standard is best for patients diagnosed with IDCP, intraductal carcinoma for the prostate, who are actively being monitored versus actively being treated for prostate cancer? 

Danil Makarov:	So there, intraductal carcinoma of the prostate is not really one of the—it sounds like it’s a _____ [00:49:28] question that is being applied to prostate. So let’s forget about the pathology and the question is what sort of imaging is best for men who have low risk prostate cancer and who are being followed in a program of active surveillance. This is an important question. It’s one that is a hot topic of research. So there are no SEER guidelines about this. There is a lot of investigation. There are a lot of people who are using prostate MRI to look at this. So this is usually a special MRI sequence called multipara metric MRI with effusion waiting and a bunch of fancy stuff. You need a very powerful, at least a three tesla magnet to do this. You need a special MRI machine. So I am interested in the question, but this question doesn’t exactly apply to what I am doing here. So the way that we avoid that is we allow pelvic MRI, even though it’s very, very rare in this cohort of patients that we look. You are getting a free pass on that. If somebody is doing that as part of an investigation, there is a reason to believe that it may be helpful and some people are using it. What I am concerned about is the use of abdominal axial imaging, like abdominal MRI for prostate cancer in somebody who is low risk or abdominal CT. That is done to look for nodal disease and not to rule out a large lesion that they missed on prostate biopsy. So at our institution, pelvic MRI is actually part of the active surveillance protocol and I think it’s a really interesting thing to study, but it’s not one of the things that are part of this consensus. For the purposes of this research, I duck the question entirely. You have got to pick which things you can study with this approach and which things you can’t. Prostate MRI would be an excellent sort of round of clinical epidemiology or efficacy studies or something like that. I am sticking to the space where we have very, very clear guidelines and evidence that has been around for forever. There is no controversy because if there were controversy, than variation in practice is absolutely legitimate. So I hope that answers the question, even though I am kind of side stepping it. 

Moderator:	No problem at all. So the followup question may be the same response from you. They are wondering if any urologist within the VA system do specialize in IDCP.

Danil Makarov:	You know what, there, as far as I am know, that is not—I have never seen that diagnosis on pathology report. Perhaps it exists, but I mean I wonder if they are referring to high grade pin, but IDCP is not something that I am aware of as a clinician. In my career, I have never seen that diagnosis. So if they are talking about high grade pin, there are no studies that I am aware of or imaging in terms of following men with high grade pin. If it’s high grade pin, than they are not really active surveillance patients because you need to have a diagnosis of adenocarcinoma of the prostate, Gleason 6 or higher, or have a Gleason score of Gleason group one as they are calling it these days or higher. But IDCP is not something that I am familiar with and it certainly is not a typical diagnosis. So I apologize. Maybe this person can reach out to me offline and we can discuss more. 

Moderator:	Yeah, that sounds like a good plan or they are always welcome to write in for further clarification. The next question we have: did you use a specific process to develop the interventions or were those primarily based on the behavior change wheel? 

Danil Makarov:	When I wrote the grants, they were primarily based on the behavioral change wheel. Now, when in real life, I chose these particular ones because of the behavior change wheel, but also because of these three interventions have been very well studies. There are Cochran reviews on physician education and on audit and feedback. There is a VA evidence report, a QUERI evidence report for the EHR interventions. So I chose three interventions that are commonly used, have a lot of data behind them, and can be justified by the behavioral change wheel, and on top of that, the whipped cream and the cherry is that my mentor and his research team have a lot of experience with all three of those. So that’s how it’s for me. I imagine there are many ways to skin a cat and a lot of different ways to justify those interventions. But that is how we went about it for this particular study. 

Moderator:	Thank you. The next question: is it possible for you to go into further detail about the most recent IIR grant that you got funded? 

Danil Makarov:	Yes, we have four minutes left, so if there is a particular aspect, I would be happy to flesh that out. Otherwise, I would be happy to chat with that person offline or send them the proposal or whatever might be helpful. 

Moderator:	That sounds reasonable I think with your contact that is up there. They can contact you offline for more expensive run down of that.  

Danil Makarov:	If there is something in particular that they want me to flesh out, I would be happy to do that. I don’t want to deflect the question. 

Moderator:	No, no problem at all. They wrote in saying they were happy to contact you offline. Okay, well that is our final pending question. So I would like to give you and Dr. Sherman the opportunity to make any concluding comments you would like to. 

Danil Makarov:	Scott, should I go first or you?

Scott:	No, I will just say congratulations to Dan on getting the IIR. That is the goal of the CDA and he has succeeded. He did that really worked hard on the grant and came out looking wonderful. It’s been a pleasure for me and thanks for giving us the opportunity to present today. 

Danil Makarov:	Yeah, and I would like to say that obviously, it’s been terrific working with Scott, but what’s really been so incredibly lucky because I didn’t train at a place that had a VA, but ending up in the VA has really kind of made my career. So being in a place that cared about implementation science and quality and to be able to interact with people who understand implementation science and have my grants reviewed by people who obviously understand what I am getting at, has been an incredible blessing. There are a lot of urologists who are in health services research. When I have the opportunity to talk to young trainees who are interested in academic careers and when I have a chance to talk to the chairs who are interested in developing folks like that, I always tell them what an amazing environment VA is for all of this stuff. 

Moderator:	Excellent, well I want to thank you both very much for coming on and lending your expertise to the field. Dr. Makarov and Dr. Sherman, it was a pleasure having you and of course, thank you to all of our attendees for joining us. I am going to close out the session momentarily so please wait just a moment while the feedback survey populates on your screen. We do, it’s just a few questions, but we do look closely at your responses and it helps us to improve presentations we have already given, as well as gives us topic ideas for new sessions to facilitate. Also, thank you to our boss who organizes this monthly CDA presentation which is normally held on the second Tuesday of the month at 1:00 P.M. Eastern. We did push it back a little bit for Election Day this month, but anyway, keep an eye on your emails and you will see the future announcements coming through. So thank you once again everybody. Have a great rest of the day. Thanks, Dan. Thanks, Scott.

[End of audio]
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