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Dr. Stephanie Guerra: Welcome everyone, we're thrilled to welcome you today to this Cyberseminar about HSR&D's new service directed research solicitation on opioid safety and opioid use disorder. My name is Stephanie Guerra, I am a AAAS Science and Technology Policy Fellow, working with Dr. Atkins on our research portfolios related to pain management and opioid use disorder. I'd just love to give Dr. Atkins a chance to say a few quick words before we dive into this presentation. 
[bookmark: _GoBack]Dr. David Atkins: Thanks. Well it's, I'm delighted to be here. This work is really the culmination of close to two years of effort, which began when we organized the State of the Art Conference on the problems of opioid use and misuse. We were helped by that, by great partners from the Office of Mental Health and Suicide Prevention and their substance use division, and also provide a specialty pain care group led by Friedhelm Sandbrink, and we delighted to have those partners joining us. I think we have the new head of substance use joining us as well, and I'll let Steph introduce him when we get to comments. So, this is really an effort to try to do a better job with our State of the Art Conferences of closing the loop in getting high priority research funded. We have an annual State of the Art Conference in HSR&D, Which are, these conferences are meant to review the evidence on a high priority issue with clinical partners to come up with clinical consensus recommendations where the evidence supports it, and where we think there's a room to improve practice. But especially important to identify a research agenda where we think there are important knowledge gaps that need to be closed. So, the State of the Art Conference which was held last fall did that, and this solicitation is really meant to highlight those research gaps that we are most interested in closing. There are a number of high priority topics that are laid out in the RFA. The, Steph will be walking through those issues in more detail and the process as well. But just to reiterate, proposals under this RFA will be reviewed for scientific merit, but in a second stage funding determination discussion we will be flagging those projects that are scientifically sound that address the things that we've outlined as the highest priority. But this is really meant to put a little more weight behind our efforts to, once we've identified research gaps to ensure that we get research started to close those. So with that, I'll turn it back to Steph. 
Dr. Stephanie Guerra: Great thank you so much Dr. Atkins. And like Dr. Atkins said, this RFA will support focused research to inform, improve, and/or implement evidence-based practices to improve opioid safety and the management of OUD. This solicitation was developed in close collaboration with our partners, in particular the national team [unintelligible 03:39] office and the Office of Mental Health and Suicide Prevention. We'll have two of our partners on the call today to answer any questions that may come up. It looks like right now we have Dr. Jo Liberto has joined the call; he recently took on the role of the national director for substance use disorders. This might be one of your first public events, Dr. Liberto, so I'll give you the floor if you'd like to say a quick word to the audience. 
[Silence 04:12-04:19] 
Whitney: I'm not sure if Jo is an audio yet, I'm not seeing an audio connection for him yet. 
Dr. Stephanie Guerra: Okay, well maybe we'll circle back to him at the end of the call. At that point we might have a few other partners that have joined us. So let's just dive right in then. Today the focus is going to be specifically on the priority areas behind this new solicitation with a brief overview of review criteria and process. However, if you'd like more detailed information on the winter 2021 SMR process, please join us on October 5th at 11:00 AM where there will be a Cyberseminar that'll go over those details. So, let's get started. 
Before we get into the presentation, we just have a few poll questions to learn more about who is on this call. So first poll question is on your right side of your screen. So please take a moment to answer the question of what is your primary role in the VA. And we'll just give you a quick few seconds to do that. 
Whitney: All right, so the poll is open. And the question is, what is your primary role in VA? Investigator, coordinator, project manager, analyst, or ACOS, AO, or other relationship, research leadership, Operations leadership or staff, other. And now we're going to close the poll off now. All right, so the results are 21% said investigator, 17% said coordinator, project manager, analyst, 1% said ACOS, AO, or other research leadership, 8% said operations leadership or staff, and 49% said other. 
Dr. Stephanie Guerra: Okay, great, thank you Whitney. The next question we have is, have you previously applied for HSR&D funding? And I'll let Whitney go through those options. 
Whitney: All right, and that second poll is open. The question is, have you previously applied for HSR&D funding? A, yes, and I currently, I am currently funded by HSR&D, B, yes, and I'm not currently funded by HSR&D, C, yes, but I have not received HSR&D funding, D, no, but I have received funding from other ORD services, E, no. I'm just going to let that pole run for a few more seconds before I close it out. Okay, so I'm going to go ahead and close the poll. And we have 14% said yes, and I am currently funded by HSR&D, 7% said yes, and I'm not currently funded by HSR&D, 3% said yes, but I have not yet received HSR&D funding, 5% said no, but I have received funding from other ORD services, 65% said no. And back to you. 
Dr. Stephanie Guerra: Okay, thank you. And then the last question we have is, which best describes your area of research interest? 
Whitney: All right, that pole is now open. Again, the question is, which best describes your area of research interest? A, opioids safety and/or prescribing practices, B, treatment and management of opioid use disorder, C, treatment and management of chronic pain, D, treatment and management of co-occurring OUD and chronic pain, and E, other. The answers are streaming in quite fast. I'm just going to let that run for a few more seconds before I close it out. All right, seems like everything has slowed down, I’m going to go ahead close that poll. And the results are 20% said, A, opioid safety and/or prescribing practices, 25% said, B, treatment or management opioid use disorder, 21% said treatment and management of chronic pain, 21% said, D, treatment and management of co-occurring OUD and chronic pain, and then 8% said other. Thank you, back to you. 
Dr. Stephanie Guerra: Great, thank you, Whitney. And that's good to hear. So it seems like there's a pretty even overview of your research interests, and Luckily this RFA addresses all four of these research interests. Now that we have that housekeeping underway let's dive a bit more into the why of this RFA. And I know I might be preaching to the choir here, since many of the folks on this call are so intimately involved in this research topic area already, but let's just go through this problem briefly from a VA lens. 
So, pain management and opioid safety are not only priority research topic areas for the VA but also very clear priorities for our clinical and operational partners. In fact, pain management and opioid safety have been designated as foundational services. Now treating both pain and opioid use disorder Within the VA population is extremely challenging due to a number of factors, including the occurrence of many mental health comorbidities, the heavy predisposition to pain for Veterans related to their military service, and pains association of the risk factor for suicide. VA works hard to address these issues via integrated care, which is the systemic, systematic coordination of medical, psychological, and social aspects of healthcare. 
And here we Just have some recent data that shows the magnitude of the opioid overdose problem within this population. Overall in the United States over seven Veterans per day died from opioid overdose in 2016. When we look specifically at Veterans within our VHA population this number drops down to about three point five Veterans per day. And while promising, I think we can all agree that there's still way too many opioid related deaths within this population, and there's much more work for us to do. 
To address these problems at a systemic level, VA has taken a number of enterprise wide actions via both policy and programming within the Opioid Safety Initiative. These efforts would not be possible without the hard work and dedication of our program and operational partners, as well as a number of researchers and clinicians, many of whom are likely on this call. The target of many of these efforts have been to decrease the reliance on opioid medication for pain management through reduced prescribing and other interventions. Much of the decline in VA opioid prescriptions is related to the stepped care model for pain management, and the fact that we provide multi modal pain care with fewer Veterans requiring opioid therapy for pain management. As you can see from this chart, our efforts began in earnest in 2007 with the Buprenorphine in VA Initiative followed by a number of policy directives and research collaborations. Battling the opioid epidemic is a clear example of our learning healthcare system at work, with hand in hand collaboration between investigators and operations. VA has really continually built upon this works so that today VA is widely recognized as a leader in the United States in addressing the opioids crisis. And much of this has to do with the research integration with the policy and practices implemented throughout the system. Here we have data that shows the success of the Opioid Safety Initiative in reducing opioids prescription since 2012. The Opioid Safety Initiative was implemented nationwide in August 2013, we've had stark decreases in overall opioid prescription since then, as well as decreases in high risk opioid prescribing, in particular co-prescription of opioids and benzodiazepines, long term opioid therapy, and opioid high dose therapy. 
Now these heroic efforts have been great in reducing prescription, but the work definitely still continues. We know that decreased prescribing doesn't lead to concomitant in decrease in overdose deaths, and more work is needed in order to address these issues. Additional difficulties are to blame, some of these include the challenges in implementing evidence-based medications for opioid use disorder, implementing proper and safe opioid tapering, we also know that treating patients with co-occurring pain and OUD is a challenge. So these and other challenges really motivated HSR&D to work with our partners and the research community to develop an enhanced research agenda. 
And as Dr. Atkins said at the beginning of this talk, these priorities were outlined based upon the research agenda developed by the 2019 SOTA on Effective Management of Pain and Addiction: Strategies to Improve Opioid Safety. And so these SOTA conferences really bring together partners, researchers, and clinicians from within the VA and outside the VA to determine where the research gaps exist. This research prioritization was used to develop the solicitation. Obviously, the State of the Art Conference also happened back in 2019 before the current health emergency due to the COVID-19 pandemic. So we've also worked with partners in order to develop additional priorities to examine the effect of COVID-19 on caring for these patients. The overarching goal of this solicitation is produce evidence that will prove useful to the development and evaluation of new and existing evidence-based practices for various Veteran populations. And the reason why I say various Veteran populations is because this SOTA in particular looked at three different populations and how their care needs to be targeted. So first are Veterans with chronic pain, next is Veterans with opioid use disorder, and Lastly, Veterans with co-occurring chronic pain and opioid use disorder. 
Listed here are the overarching themes for this solicitation. First is expanding our understanding of care for older Veterans over 65. This is a particular value add that the VA has in the opioid research community. The majority of Veterans under VHA care fall into the over 65 categories, and at the same time they are often underrepresented in research on opioid use and opioid use disorder. In keeping with VA's commitment to health equity we also need more effective strategies for reducing racial and ethnic disparities in the treatment and management of pain and OUD. So we’d really like not just an examination of these disparities, but also the development and deployment of strategies to reduce them. We also seek to develop interventions that can be scaled within the VA by improving and understanding the factors that affects successful implementation, and then Lastly, examination of the effects of this COVID-19 pandemic that is already been having and will continue to have on care of Veterans with pain and OUD. 
Now, there will be more details in the solicitation, but I'll briefly run through some of our high priority areas. You’ll see in the solicitation there are two groups of priorities, one designated high priority and one designated additional priority area. First I'll go through the high priority areas. This includes improving the implementation of medication for opioid use disorder by examining barriers and facilitators specifically within the VA setting. One major barrier and facilitator that was discussed during the SOTA conference was understanding how to address stigma. In addition, we're interested in studies that will identify and development, and develop appropriate and successful strategies for opioid tapering. We'd also like to see studies that examine the potential role of buprenorphine and naloxone in managing pain in patients with a history of OUD. And that kind of gets at that third population that I mentioned a few slides ago. 
Additional high priority areas include examining the safety and effectiveness of the more liberal MOUD prescribing policies that have resulted in response to the COVID-19 pandemic, examining the impact of COVID-19 on the effective treatment of chronic pain, and of course examining the racial and ethnic health disparities in both treatment of pain and management of OUD. 
During the funding decisions, this is something that Dr. Atkins mentioned at the start of this talk, during funding decisions we will give preference to those projects that align most closely with the high priority areas. So there are additional priority areas that we will accept proposals underneath this particular RFA announcement. These are listed here. First, we include studies of behavioral health and exercise movement for interventions for chronic pain, as well as patients with OUD or substance use disorder. And the development of more effective approaches to monitor patient outcomes for guiding treatment. 
Additional priorities include sustaining patient engagement in treatment through the implementation of chronic disease management, and the study of the management of acute pain among patients on medications for opioid use disorder. 
So those, that's sort of the outline of the priority areas. And again, you can find more information, a little bit more detail within the RFA itself. And feel free to ask questions in the chat if you have them regarding the priority areas. Now I'm going to go briefly through some criteria. Again, if you haven't applied for HSR&D funding yet and all this is new to you, it would probably be behoove you to join us for our Cyberseminar on October 5th to learn more specific details about this process. But briefly you'll see here some criteria include significance, which is the potential to mitigate the unmet needs of Veterans, research methods, with some preference to hybrid effectiveness implementation design if applicable. When we're considering proposals that look at the implementation of certain practices it's important to consider how these partnerships and practices will be sustained beyond the funding period. And Lastly, innovation is always important, essentially the potential to identify new data sources and testing new approaches within the VA. Sorry, give me one second. There it go. 
And additional criteria include feasibility, investigator qualifications, multiple PD/PI leadership plan, if applicable, and other things such as facilities and resources, protection of human subjects. They also include the inclusion of women and minorities. Something to be aware of is the unintended consequences of including women and minorities, especially because we're looking to examine racial and ethnic disparities and implement mechanisms to reduce them. It's important to think about how you can ensure that your interventions don't leave behind those who most need them, or even worse, make sure you can evaluate whether these novel interventions actually exacerbate health disparities. So that's something very important to consider if you're diving into this work or if it's a new area of focus for you. 
In terms of levels of funding we will be accepting a few different types of applications. First would be opioids merit applications, which are projects up to four years with a budget that may not exceed $1.2 million total. Second, are opioids pilot applications, which are shorter, up to 18 months, with a budget that may not exceed $200,000. The goal of the pilot applications can fit one or more of these criteria generating data to establish the feasibility of an IIR, establishing a new partnership with an outside organization, or answering a question of high value to a clinical or operations partner. 
Here we have the timeline, which is outlined within the RFA itself. The intent to submit window will open on October 21st, while the grants.gov will open on November 15th, the down to the wire deadline is December 8th, with other last submission deadlines listed below. The scientific merit review panel will occur in March 2021 under our normal cycle, with the earliest project start date of July 1st, 2021. 
And here are listed some brief eligibility criteria that should not be a surprise to many of you, but if you have any specific questions related to your criteria and eligibility please reach out to us separately. 
Something important, and I imagine this might be a question that will come up, and so hopefully this will help answer it, is that applications previously submitted through the parent IIR or Pilot mechanisms may be submitted in response to this new RFA if it addresses the priorities. However, if you decide to submit your previously submitted application to this new RFA it will be considered a new submission. So no response to review are allowed. So it’s up to you to decide if it makes the most sense for you to continue under your same panel that you initially submitted your application to, or to switch your panel and have a brand new submission underneath this RFA. And this is a decision that your SPM can help you make, so feel free to reach out to them with questions. I also want to note that Dr. Cathie Plouzek will be the SPM on record for this opioids RFA, and so she also could help answer those questions related to resubmissions. We anticipate that this mechanism will exist for at least two cycles, so applications that don't receive fundable scores will be eligible for resubmission. 
And Lastly, here are a bit more details about the review process. Applications will be reviewed during the normal March 2021 Scientific Merit Review Board meeting. The applications will be reviewed in a special emphasis panel and these funding decisions will be made independent of other SMRB funding decisions. And we do not have a set budget allocated for this particular mechanism. 
And so before we take questions, I just wanted to give a special thanks to our partners in the national pain office and the Office of Mental Health and Suicide Prevention for working with us on this particular mechanism, or an RFA, especially Friedhelm Sandbrink and Jo Liberto. So, I think they’re on now. Friedhelm, are you on? Do you want to give a few words? 
Whitney: Friedhelm is on, but we don't have his audio connected yet. 
Dr. Stephanie Guerra: All right, I struck out again. 
Dr. Joseph Liberto: This is, this is, this is Jo, and I am here, can you hear me? 
Dr. Stephanie Guerra: Yes, hi Jo, thank you for joining us. 
Dr. Joseph Liberto: I've gotten through my first technological challenge for today. I appreciate the introduction, Steph, before, and coming toward the end of my second week in the position, so I have a steep learning curve and catching up with a lot of things, but I appreciate you framing the priority areas and showing the great advances we've made in the last few years. But still a lot of work to go as you also mentioned. I think that there is a lot of important issues from an SUD perspective, and finding innovative strategies to improve opioid safety and management with evidence-based practices is really critical. So, really appreciate the opportunity from HSR&D for this funding of research. 
Just a couple things in my mind as I kind of think about the importance of this RFA, I mean we're only still treating only a little over 40% of patients who have diagnoses of OUD within VA, and that number should be much higher with evidence-based medications like methadone, buprenorphine, or injectable naltrexone. So, you know, one of the areas of focus that are really getting the appropriate medications when [unintelligible 27:06] you mentioned the issues with racial and ethnic disparities that we're seeing both with accents as well as poor retention in treatment with patients who are on appropriate medications. And, you know, we know obviously the interface of pain addiction is so critical with about a quarter of long-term opioid pain medication patients meeting criteria for opioid use disorder and about 2/3 that seek treatment for opioid use disorder say that they've begun opioids with prescription opioids. So highly important. You also kind of noted the changes in COVID, and we certainly had to move, obviously are focused very quickly to telehealth, and with that, that has emphasized a number of things, one is that we are having less encounters with patients who had SUD, and we're seeing less patients being treated for SUD, so some of our uniques have gone down during the pandemic, which is worrisome. So retention kind of using telehealth as a model I think is an important issue. And certainly nationally we're seeing outside VA, and I think VA is probably true as well as though I don't know the data is really there completely, we're seeing significant increases in opioid related overdoses and fatalities during the pandemic. 
So I think the COVID issue has brought up a number of challenges in terms of how care is delivered. Certainly even things like toxicology testing and providing treatment intervention, such as contingency management, I think have been real challenges for us. And I think we're needing to evaluate the feasibility of mobile applications to augment treatment services much more. And while, I mean hopefully COVID is somewhat time limited, I think the things that we're going to learn through this experience with COVID and through the shift to telehealth are really going to be things that we're going to need to use moving forward, particularly as we continue to try to expand access to more rural communities where telehealth is going to be so important. So, for all the reasons mentioned before, and now, you know, national mental health suicide use disorder office is certainly very supportive of this initiative and strongly encouraging investigators to apply. So, thank you. 
Dr. Stephanie Guerra: Great, thank you for joining us. 
Dr. Joseph Liberto: Thank you too. 
Dr. Stephanie Guerra: And I think Friedhelm is on now too, correct? 
Dr. Friedhelm Sandbrink: Yes, I hope you can hear me now. So, thank_ 
Dr. Stephanie Guerra: Yes. 
Dr. Friedhelm Sandbrink: _ you Steph and David, you know, for presenting today and including us and including the national pain program. You know, I'm going to keep this relatively brief, but I think we all understand that pain care in the VA as we envision that, and that certainly includes opioid prescribing, opioid prescribing management in regarding tapering, and the support of those patients it has to be integrated, and it has to be interdisciplinary, and it has to be coordinated, right? And that means coordinating across the different specialties involved, of course the different disciplines between primary care, our home health whole person approach is supported by integrative health and wellness approaches with whole health. You know, and then of course the specialists as well that I included. And, you know, in many ways taking the example of as we have moved forward now to delivering the majority of our outreach and our connections with Veterans that is over virtual care, we have to also decide when it, what's the limitations of virtual care. We optimize it, we were trying to see what can we deliver over it, but we should also be willing to say hey, that doesn't work quite well and this is where we do need face to face visits, whether that’s individual or in group. So I'm excited to have this RFA going out, I really want to encourage [inaudible 31:38] who's involved in pain care and, you know, within this larger fear that we have of people out there trying to move the needle forward, right? Trying to push us to better care to consider what are the ideas and how can we implement them, how can we test, and then apply for that, right? I hope that there are clinicians in the field who may not have being that connected with research yet to consider and maybe find a partner to do this together. Because you have the ideas, you have the best practices, and we want to learn from it, we want to test them, we want to learn from them, and we want to move them forward as an agency. So with that, I want to express my thanks again, and I'm handing it back to you, Steph. 
Dr. Stephanie Guerra: Great. Thank you so much for both of your comments. And it was a pleasure to work on this with you and your team. I also just want to make a note that we created a special mailbox for questions related to this RFA, and it's listed here on this slide. So, please reach out with specific questions and we’ll get back to you. And Lastly, I wanted to thank Dr. Atkins and other members of our staff that helped make this RFA possible, including Dr. Cathie Plouzek, who is the SPM on record, and also helped to move this over the finish line, as well as Tiffin Ross-Shepard who also helped to put this RFA together. And so with that, Heidi, we'd love to maybe start with some Q&A. 
Heidi: Sounds great. For the audience, if you have questions please use that Q&A screen in WebEx to send them in. We do have several pending questions here, but I'm sure there are more out there, so please, we've got plenty of time for questions, so please take this opportunity. We're just going to start at the top and work our way down. Is risk associated with co-medication of opioids and benzodiazepine still a priority for VA? 
Dr. Joseph Liberto: You know speaking, this is Jo, kind of speaking from my perspective, certainly yes. You know, risk goes up significantly with co-prescribing of benzodiazepines and, you know, those sorts of combinations need to be used very judiciously. 
Dr. David Atkins: This is David, I'll just weigh in. I think we don't need more work to establish the risk, but I do think we need more nuanced work to think about how do we address the reasons why patients may be on both medications, and how do we successfully change practice. So, but I think that's where I would encourage work to, I think some VA research for the central part of establishing risky opioid use practices, including the co-prescribing, and I think what we really need to do is, and we've made, certainly we've made progress, as Steph’s slides indicated, but we need to figure out where, who is still on those multiple medications? And are they undergoing other efforts to mitigate their risk? And are there other measures we need to do to continue to reduce risky prescribing? 
Heidi: Great, thank you. The next question here. A study on addressing chronic low back pain using non-drug treatment, does this kind of study fall under rehab or HSR&D funding?
Dr. David Atkins: I think this is an interesting area of overlap. This is David again. As I would describe the differences we have as, and I should preface this by saying when we get proposals into either service that we think may belong to another service we have discussions amongst these services and the project officer. So, but there's, it's you're not closing a door, if you happen to go in through the wrong door we’ll get it to the right place. Rehab research has focused more on function and thinking more in more detail about physical function as part of the recovery process. They also have had more of a focus on specific populations who end up under care in various rehab programs. I would say HSR&D’s research has been more at the primary care interface, and so a proposal that really is looking at patients with common sort of chronic back pain that come in through primary care would probably end up, belong more in HSR&D. But if you were going into more detail about functional measurements, if you were including physiologic outcomes as well as just pain and general function, then I think it would belong in HSR&D. 
Heidi: Okay, great, thank you. 
Dr. Stephanie Guerra: Right, I also want, sorry_
Heidi: Yep.
Dr. Stephanie Guerra:_ I just also want to emphasize too, you know, if you have a research proposal that doesn't fit under these areas, priority areas in chronic pain or opioids, that we still are indeed accepting proposals under these priority areas in our parent RFA, so don't feel discouraged or that there's no place for your work. We still will be funding and plan to fund similar proposals underneath the parent RFA. 
Heidi: Great, thank you. The next question here, just to clarify merit award total funding, the funding limit of 1.2 million is the total allowed over the 4 years, so 300,000 per year? 
Dr. David Atkins: Correct.
Dr. Stephanie Guerra: That is correct, yes. 
Heidi: great, thank you. Okay, the next question. Is secondary data, claims data, analysis study acceptable?
Dr. David Atkins: I'm sorry, could you repeat that? 
Heidi: Yes. Is secondary data, claims data, analysis study acceptable? 
Dr. David Atkins: Sure. A lot of our research, and as this may be someone outside of VA asking this question, in the VA we have 20 years of electronic health record data, so we wouldn't be looking at a study that only was looking at say diagnostic codes, we'd be expecting studies to look in depth at all the data available to us in the EHR. And this is a warning for anybody who may be listening in from outside the VA, and some of the polling questions made me wonder, you are only eligible to apply for this funding if you have a VA appointment. If you are connected to a VA center you can apply before you have that appointment on the condition that you will get a sufficient appointment, which is 5/8 time on the condition of the award. But you are not eligible to apply for this RFA if you are, have a University appointment and have no intention of accepting a 5/8 appointment in the VA. 
Heidi: Great, thank you. The next question. Can you elaborate about the interest in development treatment models?
Dr. Stephanie Guerra: I'm not quite sure what the question is referring to. 
Heidi: Okay, if the questioner could send in a bit more information we can re-ask that. Next question. Is there interest in models for co-occurring chronic pain and prescribed opioid dependence? 
Dr. David Atkins: Yes. 
Dr. Joseph Liberto: I believe, you know, that’s one of the priority areas I believe. 
Dr. David Atkins: Correct. And I think this is a specific point of discussion at this State of the Art Conference, that many patients who have chronic pain and are on chronic opioid use may have developed dependence. And may, and it's a controversy over whether, if the person's only indication of dependence on opioids is an exacerbation of pain as with withdrawal, you know, that doesn't meet criteria for opioid use disorder, but I think there's a growing recognition that many patients chronically on opioids have a level of dependency that they've developed that makes it hard to reduce opioids while managing their pain. So that's certainly an area of important interest. And Friedhelm looks like he's established his audio connection, maybe Friedhelm, this is a chance you want to weigh in? 
Dr. Friedhelm Sandbrink: Yeah, you know, I think what is obviously also important for us, and how does it translate into practice, right? I mean now what is the clinical approach that changes, right? I mean these models are important, right? We need to be able to approach the patients obviously with an understanding what's truly going on with them, and I think we need to understand much more, and I think AJ was asking that, is what is going on in this overlap with patients who may not fulfill criteria for opioid use disorder who have opioid dependence, whether that's in the ICD code, you know ICD-10 in understanding, or whether it's more a physical or physiological dependence, why then how do we approach those patients? That's really the majority of patients that are not easily classified as opioid use disorder, but also has some challenges in regard to opioid prescribing and tapering. And so I think understanding this, the patients that are in this gray zone is really one I think of the great challenges that we have at this time. 
Heidi: Great, thank you. Okay, the next question here. Is this RFA primarily focused on chronic pain management as opposed to acute pain management? 
Dr. Stephanie Guerra: So, I would say, so there is one priority area that specifically is related to managing acute pain with, for patients who have, who are on MOUD, or on medications for opioid use disorder. But I think depending on, I think it's mostly for chronic pain but there are some priority areas listed that specifically say acute pain. I don't know whether it's Dr. Atkins has more to say? 
Dr. David Atkins: Yeah, I mean I think we would be interested if it's relating to potential problem areas in our management of acute pain that may contribute to longer standing opioid use problems. But certainly we have funded projects that have looked at how pain is managed in post-surgical outcomes and whether that’s the overprescribing of opioids may contribute to downstream problems. So, if there are studies to look at better managing the judicious use of opioids, appropriate use of opioids for acute pain so as to prevent problem areas down the road, that would be, that would fall within this, our area of interest. 
Heidi: Great, thank you. Okay, next question here. Is there interest in projects that utilized community based participatory research, CBPR, and other ways of engaging individuals with chronic pain or OUD as co-investigators? 
Dr. David Atkins: Yes, I would, you know, that isn't specifically called out in the RFA but I think there is mention actually, I'm going to let Steph respond to that, because I do think there is mention of what the cross cutting interest in Veteran engagement to show that, how you will engage Veterans in your research. And that’s sort of a fundamental principle of community based participatory research. I think certainly some of the questions that we've highlighted as priorities couldn't be done without that kind of involvement. You know, so one of the priorities is looking at the stigma associated with using medication therapy, like buprenorphine or methadone, for opioid use disorder. And obviously if you're going to make any progress in understanding that you have to have a strong involvement of the Veterans themselves. So, Steph, can you just verify that we have that, the language around Veteran engagement in the RFA? 
Dr. Stephanie Guerra: Yeah, Veteran engagement is something that's important for all of our RFAs, not just this one. I'd also say it might be particularly important for projects that are looking to address and reduce racial and ethnic disparities in the care of those populations that sort of participatory research may be particularly important. 
Heidi: Great, thank you. Okay, the next question here. For development of more effective approaches to monitor patient outcomes for guiding treatment can you give some examples?
Dr. Stephanie Guerra: I might leave that up to our partners. Does Friedhelm or Jo, do you have anything to add on that? 
Dr. Joseph Liberto: I mean I think, you know, obviously certainly the things that we're monitoring carefully now are issues related to dropout and access related monitors. But as we look particularly in COVID to try to develop perhaps noble applications to assess outcome, you know, in terms of improvement of quality of life as well as other parameters that exist for both medical and psychiatric stability, I mean those would be areas I think are certainly worth exploring. 
Dr. Friedhelm Sandbrink: Yes, so for my side also. I mean I, you know, we we've heard certainly feedback from many folks that it is so challenging especially during COVID time to do outcome measurements. You know, you don't have people necessarily sitting in front of you and you can just give them a sheet of paper to fill it out and to scan it later. So I mean and at the same time I think we all have to realize the limitations that we have in regard to patient burden and provider burden of these outcome measures, right? And, you know, of the multitude of outcome measures that we have which ones are the ones that truly gets us to where we want to, what we want to know in the most efficient way, I think is something that we would like to solve, I think both from a research side, but I think just as important from the clinical side, right? As we develop and expand on our treatment options. I think for me at least as a clinical lead it also becomes more and more important to have outcome measures that lets me compare between different approaches, right? If everybody has their own outcome measures and, and but I can't necessarily compare whether this intervention is more effective than the other because they all have different approaches of how they measured, I think that that has been a challenge to set priorities, right? I mean there are multitude of treatment options for pain, and I think the current approach too often is that we throw everything at everybody and we see what sticks, right? And then we don't necessarily know which one is the best one for a particular patient, and in order to guess that we need to have, we need to also improve our ability to measure what is our success individually. 
Heidi: Great, thank you. Okay, the next question here. Can you provide an estimate on the number of proposals that you expect to be funded via this RFA?
Dr. David Atkins: I'm sorry, can you repeat that? I missed the last part.
Heidi: Sure. Can you provide, sorry, need to find it here again. Can you provide an estimate on the number of proposals that you expect to be funded via this RFA? 
Dr. David Atkins: No. So, we well fund proposal, it will depend on the number of proposals we receive and the quality of the proposals. I mean I think we are, we have the luxury that we've been able to fund a reasonably good percentage of proposals historically in the VA, about 20%, so I do not think funding will be the constraint. The constraint will be on do we get proposals that are strong and that address these priorities? I do think we will work hard to get proposals that address our highest priorities across the finish line. And because this is a service directed research proposal we may have some ability to work with investigators to get proposals that have minor deficiencies funded more quickly. So, but we do not, unlike NIH, sometimes we do not set aside a particular dollar amount for this because it's much harder for us to predict in a intermural program whether we’ll get 10 proposals or 30 proposals. 
Heidi: Great, thank you. Okay, the next question here. Is there a particular interest in patients on only high dose opioids or is there interest in all patients taking prescribed opioids even at low doses?
Dr. Stephanie Guerra: I definitely say it would be all patient. As you solve there's a much smaller population of patients that are on high dose opioids, so we're definitely not restricting it to only high dose opioids. 
Dr. David Atkins: And I'll let Jo weigh in as well. I mean I do think this is obviously an issue of balancing harm versus benefits, and as you get into patients with lower dose of opioids the question is do we know that we’re, you know, how do we assess the harms versus benefits of continuing opioids versus trying to get them off opioids? I think the biggest success the Opioid Safety Initiative has made, and Jo can correct me, is that we’ve really cut down on starting patients on opioids. We've gotten patients out of high dose opioids, and I do think it's a real scientific question of folks who are on doses of opioids where the risk is lower, it's not zero, but it's lower, but how do you balance that off versus the challenges of managing their pain? Especially in patients who seem to be stable and having their pain managed well. So, so we have_ 
Dr. Joseph Liberto: You know I, I certainly think that's right on target. I mean I think that the, you know, we have had a lot of success I think in the starting patients in terms of pain management in recent times, probably not quite as much in terms of good strategies for patients who have been on high dose opioids for long periods. But I, you know, I think the to me kind of the biggest issue is doing that in a very careful way, monitoring for symptoms of opioid use disorder, or other substance use disorder, as low dose therapies is initiated I think is important. 
Heidi: Great, thank you. Okay, the next question here. Can you please provide comments on potential proposals with state licensed medical marijuana dispensaries for engaging at risk Veterans?
Dr. David Atkins: So, that would be, we would certainly be able, interested and available, and able to fund research looking at state level variations that track what state level law. As you know, the prescribing of marijuana among Veterans has been a very contentious issue in terms of what providers are allowed or not allowed to do. Because we're governed by federal law, which still considers marijuana a illegal substance. But, you know, that's an interesting approach to trying to look at taking advantage of basically a natural experiment where some states have liberalized marijuana availability of marijuana and others haven’t, to see whether there are signals there of that making, you know, having positive or negative effects on that. So, I don't, you know, that's not something that came up specifically in this, but I think it sounds like an interesting area to study. 
Dr. Joseph Liberto: You know, and this is Joey, I agree as well, I think it would be very interesting thing to look at. 
Heidi: Great, thank you. Okay, the next question that I have here. Do you have any research about opioids use in VA nursing home? Is OUD a severe problem among older adults in VA nursing homes?
Dr. David Atkins: Jo, do you have data on that? 
Dr. Joseph Liberto: I do not have data. I will say that when you look at substance use disorders in older patients, you know, the older you get the less that we tend to see with non-alcohol related use disorders. So I would, but you know, in terms of data, in terms of patients who have been started on pain medications late in life in nursing home settings, I do not have data on that. 
Heidi: Okay, great, thank you. 
Dr. David Atkins: And as mentioned, the older population is an area of interest, so they would obviously fall into that because for reasons that the asker obviously knows, you know, they balance the benefits and risks changes with age and frailty. 
Heidi: Great, thank you. Okay, the next question here. We've got about two minutes, so I'm going to try to see what I can get through here. Can a VA researcher submit an application in collaboration with outside researcher or agencies? 
Dr. David Atkins: Yes. So, outside researchers can be part of a proposal as an IPA. With the, between the VA and the academic affiliate. So, there are, if you have questions about that you can send those to us and we can, but the primary principle investigator has to be a VA employee with a 5/8 appointment. But collaborators can be included through, either as consultants or if their involvement is greater as an IPA. 
Heidi: Great, thank you. Okay, and I think this is going to be the last question we're going to get to. Is the VA looking at further observational research, such as Elizabeth Oliva, looking at the associations between stopping prescriptions, length of opioid treatment, and overdose suicide?
Dr. David Atkins: Very much so. I mean I think one of the big concerns we have is that our progress in reducing opioid prescribing has not been accompanied by similar improvement in overdose deaths. And we don't know whether that's association as any sort of causal component to it. Whether it reflects fentanyl, other things. 
Heidi: Okay, fantastic. And with that, we're at the top of the hour, so we're going to wrap things up. I just want to check to see if anyone has any final remarks you'd like to make before we close things out today? 
Dr. David Atkins: And Heidi, can you just mention were there questions we didn't get to? And I think if so, we can respond to those people if there's a way you can capture them and with the asker.
Heidi: Yes, I will capture, I will do my best to capture any unanswered questions. I think I got to all of them, it's a little scattered here with the new WebEx, and I'll admit we're still getting used to the new system here. I think we got to everything, but if we didn't, I will get anything forwarded over to Steph that we missed. 
Dr. Stephanie Guerra: Yes, thank you. And like we mentioned earlier, we have a specific mailbox for this RFA, so if more questions come up please feel free to reach out to us. 
Heidi: Fantastic. And with that, we will close out today's session, thank you everyone for joining us today. We appreciate you taking your time here, for the presenters and panelists, thank you for taking the time for preparing and being available for questions today, we really do appreciate your time. Thank you everyone for joining us for today's HSR&D Cyberseminar and we look forward to seeing you at a future session. Thank you. 
[ END OF AUDIO ]
