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Host:	Good morning, everyone. This is Robin Masheb, Director of Education at the PRIME Center, and I will be hosting our monthly pain call entitled “Spotlight on Pain Management.” Today’s session is “Opioid Overdose Education and Naloxone Distribution: Preventing and Responding to an Opioid Overdose.” I would like to introduce our presenter for today, Dr. Elizabeth Oliva. Dr. Oliva is the VA Office of Mental Health Operations and VA National Opioid Overdose and Naloxone Distribution Coordinator, located at Palo Alto VA Medical Center. She is currently the VA National Opioid Overdose and Naloxone Distribution Coordinator leading the national effort to implement this program. She has several lines of research and QUERI grants investigating the implementation of this, access to pharmacological treatments for alcohol dependence, and ways to improve retention for substance abuse treatment. 

We will be holding questions for the end of the talk. At the end of the hour there will be a feedback form to fill out immediately following today’s session. Please stick around for a minute or two to complete this short form, as it is critical important to help us provide you with great programming. Dr. Bob Kerns, Director of the PRIME Center, will be on our call today, and he will be around to take any questions related to policy at the end of our session.

And, now, I am going to turn us over to our presenter.

Dr. Oliva:	Hi. Thanks, Robin, for that nice welcome. I also want to let people know that I have Robert Sproul and Francine Goodman on as well. They are—you will find out—some key people have been integral on this initiative. So, they will be also available to answer questions at the end. So, Heidi, I am not sure if you wanted to put the poll up now. I just wanted to get a sense of people’s backgrounds and just to help me tailor this, if at all possible. Heidi, is that…

Moderator:	The responses are coming in, but they do not show up dynamically, so we will let everybody respond a few more moments and then I will put the responses up on the screen here. Okay, that looks good. Here are the responses.

Dr. Oliva:	Okay, good. So, it looks like the majority of people have a little bit or a moderate amount of knowledge about OEND. Okay, great. That is helpful for me to know. I think we have a couple of other questions. This will also give me a sense of where people are coming from, so that I can highlight some of the material that might be relevant. Okay, so it looks like we have a lot of other. Okay, the vast majority is other, but it looks like pain management and research are not as much said. Okay, well, that is helpful. I am not sure whether other includes but hopefully this presentation will address some of your interest in this topic.

And, then we just have one last question, just to find out whether, maybe to what extent OEND has been implemented in your settings. Okay. So, it looks like—I am assuming when it says 35, maybe those are potentially researchers and it looks like there is an even distribution in terms of implementation. So, even for those who have implemented, I am hoping that some of the new materials we have developed might be of interest as well. So, that being said, I would just like to kind of dive into the presentation.

We will, just wanted to thank everyone for—I know this is right after a holiday—so, I appreciate everyone making this call, especially the people on the West Coast. It is pretty early for us after a holiday weekend.

So, just to kind of start off, I just wanted to acknowledge the many people who have contributed to this initiative. In particular, the VA OEND National Support & Development Workgroup. This workgroup is comprised of PBM, Patient Care Services, Office of Mental Health Operations, Mental Health Services, Nursing, EES, Emergency Medicine. As you will see, it really does take a village to kind of get this implemented, and this has just been a phenomenal group to work with. And, I think you will see we have actually done quite a bit in a short amount of time. We have been meeting for—at this point—seven to eight months, so you will see all the different products we have developed in that amount of time. And, so there is just a number of people. I am just going to let you kind of just take a quick look, but I did want to highlight that VISN 10, Jesse Burgard has been phenomenal leadership in VISN 10, in getting OEND implemented throughout VISN. And, they are actually set to have it in every single facility by the end of FY14, so that is a pretty huge accomplishment. And, also just thank the initial pilot program and community-based programs that have really informed our development of VA OEND programs.

So, that being said, I just wanted to give you an overview of the objectives of today’s talk. I am just going to give a brief overview of OEND. And, there are a number of addendum slides that if people want more information, they are there, and you are always welcome to email me if you have questions. But, I really want to keep it brief, because I really want to focus on describing the national tools and resources that are available to facilitate OEND implementation. Many of these are hot off the presses, actually, so that is why I want to spend a bit of time covering them. And, then I also want to give enough time for us to highlight the types of pain patients, who might be prime candidates for OEND. And, because it is “Spotlight on Pain Management,” I am going to focus more on the pain patients, although we do know that substance use disorder and opioid use disorder patients are a huge target population of this initiative.

So, just in terms of giving you a brief overview, so why are we even talking about Opioid Overdose Education and Naloxone Distribution? As many of you know, it is a growing cause of preventable death, and there is increasing data supporting the effectiveness of OEND to reverse overdose and reduce overdose deaths. I would like to kind of highlight at the very beginning that most of what we are talking about with regards to OEND has stemmed from a public health community-based approach. And, models of implementation in healthcare systems are emerging. So, there really is not a lot to go off of, and so we are really at the forefront of developing these sorts of approaches and systems. And, I also want to highlight, especially given that a lot of people on the call might be interested in its applicability to pain patients, that most of the data to date, that suggests effectiveness and cost effectiveness, actually is regards to targeting person with opioid use disorders. So, there really is not a lot of data on higher-risk patients prescribed opioid medication, but you can understand why people would be interested in extrapolating to that population. So, in general, OEND provides a promising risk mitigation strategy for reducing opioid overdose deaths and VA facilities are encouraged to initiate programs.

So, again, why OEND in the VA? So, I am sure many of you are aware, we have been under fire just in terms of the media, in terms of IG reports. There are over 55,000 patients with an opioid use disorder, and again, that is probably the target population that is most similar to the literature that exists at this point, of effectiveness and cost effectiveness. However, there are 440,000 VA patients prescribed opioids, and there has been a number of hearings. We have been on the hill a lot about this, so there has just been a real huge need to address some of the concerns about patients on pain meds and also all of them that are at risk of an overdose.

So, I have here now, I will talk a little bit more, right here we have the Under Secretary for Health Information letter that supports OEND implementation within VA, and Francine Goodman, who is on the line also, wrote the interim recommendations for issuing naloxone kits, the RFP from Pharmacy Benefit Management Services. So, that is also a really nice research for people who are looking for policy to help support OEND implementation within their facilities and programs. 

So, in terms of the rationale for OEND, overdose is usually witnessed. And, so again, I am just going to highlight that most of this research is based off of opioid use disorder and mainly heroin, using samples. So, overdose is usually witnessed. About 70 to 86% of heroin users were present at someone else’s overdose. Death takes a while, so it usually can take from one to three hours to die from an overdose. And, many time EMS is not routinely accessed. One study suggested that only 26% of cases involved paramedic intervention, so just in general, EMS tends not to be accessed. And, you can understand, given the population, why there might be fears of calling emergency services. And, there are a number of laws that people are trying to implement to reduce those concerns. However, they are not universal across the nation. And, naloxone is very safe and effective, so it has been on formulary for decades. Most medical providers are probably familiar with it. However, it is usually done in an emergency setting, or inpatient setting, so this is going on to giving it to lay persons, which is why I think there is some uneasiness, because it is not something a lot of people are familiar with. And, more rapid reversal with naloxone improves outcomes, so there is suggestion that the earlier you give it for an overdose, it could potentially prevent the need for additional medical intervention that can impact outcomes, such as intubation and that sort of. And, also, there is a recent study by Walley et al., that came out that suggested that community level mortality is reduced in communities that implement OEND. 

And, this is, I think, one of the key things I really want to highlight. Training is feasible and relatively short. So, in community-based settings, they do training in five to ten minutes, and if you want to talk about patient-centered care, I mean, they really meet the client where the client is at. I have gone to Eliza Wheeler’s dope project in San Francisco to watch her train. And, some people are clearly intoxicated and that sort of thing, and so they really just adapt their training to really fit where the patient or the client is at. And, that being said, some people question how effective this can actually be when you are talking about distributing to lay persons who are not even treatment seeking. And, in your addendum slides, one of the key kind of studies that really sparked VA interest in all of this was in 2012. CDC MMWR article came out that suggested that 50,000 kits that were distributed in community-based settings—again, not treatment-seeking individuals—resulted in 10,000 reversals. So, that was a big study that really made an impact, I think, on the field and has really spread a lot of interest in this.

So, I kind of jumped the gun. So, that first study that I just mentioned, that is the evidence-based or the first model of OEND, which is the initial public health model. And, this is again distribution to high-risk patients in the community. Again, primarily heroin users, that needle exchanges. So, Eliza Wheeler et al., study suggested that it is quite effective to do that. And, Phillip Kaufman[PH], another one of our community partners, wrote a paper that also showed that it is cost effective to distribute naloxone to these populations. So, Alexander Walley did some of the work supporting the expanded public health model, would suggest distribution to high-risk populations and other self-identified potential bystanders, such as family or friends, can actually be associated with reduced mortality. So, in communities that had higher levels of implementation, they had, or that implemented OEND, they had lower mortality rates. So, this is where we are at. So, we are in the healthcare model and this is, again, distribution to patients by healthcare systems and providers. There really is not a lot of research that supports how to do this. There is an Albert et al., pain medicine article that came out, I think it was 2011, that suggested reduced mortality. But, that was based on Project Lazarus, and Project Lazarus, for those who are familiar, it is really blasting an entire community with overdose education. So, it is not necessarily—it has helped distribution in primary care training as one component, but there is a lot of other kind of factors that play into that. So, we have been in touch with Scotland, who has a national naloxone program, and they implemented that based on evidence from urban and rural pilot programs. But, that also, they are primarily in similar to kind of these first two models, kind of more fed-focused, and they are developing a general practice model, what we would call primary care models currently. But, that is not implemented yet, at least the last time I checked it was not. So, we are all, like I said, in the same boat. We are all trying to figure out how can we adapt this to a healthcare setting and target potentially prescription opioid patients. 

So, in terms of gaps in the evidence base, because I know that there are some researchers on the line. So, this is an open field. I am happy to talk with anyone about lots of different—there is so much that can be done in this area. There is limited evidence for OEND to patients prescribed opioids. There is an intranasal device that we are all using that is not FDA-approved for naloxone delivery. However, that does not really bother most people since a lot of the VA distribution of naloxone kits is geared toward intranasal. And, there is a newly released auto-injector that has really no research really about that. So, there is a lot, a lot available if people are interested from a research perspective.

So, I really wanted to highlight some of the national tools and resources that are available that facilitate the OEND implementation. But, and I guess I can take questions at the end. However, just wanted to check in with Heidi or Robin. If there is anything like clarification-wise that has come up on the chat or questions, I am happy to answer that before we switch gears.

Moderator:	It looks like we are good right now.

Dr. Oliva:	Okay, perfect. Okay. So, we have, like I said, the national group is very busy developing tools and resources for the field to use to really help implement OEND. So, the first thing I would highlight for most places, if you have not implemented, is the Under Secretary for Health’s Information Letter. I will talk a little bit more about each of these in detail, but that is a really nice policy document to use, as is the Interim Recommendations for Use of Naloxone Kits that Francine Goodman wrote. And, she also wrote an Abbreviated Review of the Naloxone Auto-injector. So, both of those documents are available on the PBM intranet. And, I will talk a little bit about some of, I think, the highlights that people on the call may want to take from those documents.

And, what this is, the third bullet point, I think, is the thing that has really, I think, made the most difference for most people. So, what we found in a lot of the initial pilot flights was that one of the huge rate limiting steps was having naloxone kits available. Prior to VA creating this and PBM getting this on the National Drug File, every site had to create their own kits. And, so you can imagine how long that would take for us to go through each MMC or PNT committee and then procure the items and then—so, it just, it added months to most of the initial pilot programs’ timelines. And, so one of the first steps that PBM really helped with was getting these on the National Drug File. And, it seems like not a big thing, but it was a huge undertaking. And, they keep outdoing themselves. They even have now expanded this to—they now have the potential to provide up to 28,000 kits, paid for by PBM to be dispensed to VA patients without the medical center incurring the cost of the kits. So, unfortunately, standard veteran co-payment rules apply to the kits. There is no way around that. However, medical centers really, to really show their support and to really try to get this out there and implemented, PBM has really been backing. And, so, obviously, by them saying, “Hey, we’ll pay for this if you guys—all you have to do is kind of implement it and start getting it prescribed.” So, this is, I think, a huge, a huge thing for PBM to do and, hopefully, the field capitalizes on this. And, I would like to say that a number of those are going to be the auto-injectors. So, they have a contract, and so once the naloxone kits that we have that CMOP has pulled together have been used up, we will switch over to the auto-injectors. So, they will let us know when that happens, but just so people know those are out there. And, the auto-injectors, too, I will let maybe Francine at the end take some questions about that. But, I know some people at some of the pilot sites have requested trainers, and I know that they got those trainers from the auto-injector maker, Kaleo. So, just an FYI for people, because I do not know how many people are aware of this new initiative that they have.

And, then, we finally have our VA National OEND SharePoint up. I am actually going to send an announcement out to the field right after this call. But, I worked all weekend to try to really get it in decent shape so that people can navigate it. So, we will look at it a little bit later today, and I will kind of highlight some of the important components of it. And, then, I am going to talk about the National Patient Education brochures, the Quick Start Guide and posters that are all available on the SharePoint site for facilities to download and print out through their medical media or logistics. And, so forthcoming resources, provider and patient videos, we are developing some that we are hoping to put up on our SharePoint. Dr. Sproul is one of our stars and so for those of you who are in the pain community, I am sure you are familiar with him. So, we are very excited to have that forthcoming. And, then, hopefully, mid-to-late FY15 we will have an EES training for providers and other patient education tools. But, the EES training, I think, is the key one.

So, in terms of the first resource I want to talk about, for places that have not implemented and are thinking about approaching their facility leadership to try to get a program in place, this, the VA Under Secretary for Health’s Information Letter is a really nice document. And, I just wanted to highlight number four in the document that says, “VA providers should consider providing OEND to Veterans who are significant risk of opioid overdose.” Really emphasizing clinical judgment about risk and benefit and patient-centered care and involving significant others. Oh, one caveat that I forgot to mention earlier on for those of you who are not familiar with naloxone is that it is pretty near impossible to self-administer naloxone, so it is really important to train people that are close to the patient in this intervention, because patients usually cannot self-administer. So, this is really important, and I think that is why it is, I think this line about involving veterans and their significant others in shared decision-making is important. And, that being said, that is another reason why we are really trying to get videos made is because we are aware that not all veterans are able to bring in significant others due to conflicts in scheduling and that sort of thing. So, we really want to be thoughtful about that when we are implementing training and for people to think about.

In terms of the naxolone RFU, so there, this is the interim recommendations, interim RFU, and I think Francine might be working on integrating the auto-injector into the upcoming, into another RFU that will hopefully combine the two. Because, currently, there is the naloxone kit and then the auto-injector are two separate reviews.  So, just want to highlight for the RFU that it has a really nice table that talks about the advantages and disadvantages. So, these are some things to think about when talking to patients about what are some of the advantages or disadvantages of the different kits. So, for the—oh, sorry, forgot to put this is IM on this side and this is intranasal is on the right side, and the intramuscular is on the left side. And, so some of the advantages, and you will see later on is that the intramuscular involves fewer steps to assemble, whereas the intranasal actually has quite a bit of steps involved. And, so there is just some things to think about. 

And, this figure, do not worry about now. We are going to talk about it at the very end when we talk about candidates or people who might be good, or prime candidates for OEND. So, this in the RFU and this a figure that classifies OEND candidates based on the evidence to date. So, you will see on the left side, this actual column is what is in the, like I think the second page of the RFU in terms of issuing naloxone kits. So, this is the one where we know that there is some pretty direct benefit to providing OEND to them. And, so, and there is kind of a graded—and this middle one and this right one are the ones where I think people might get a little bit more kind of concerned about like who should I give it to and that sort of thing. And, so we will talk a little bit more about that, but I think if you have any concerns, I mean with especially given that there is this huge push by PBM with the naloxone initiative, if you have any concerns, do not, you should not also the need to not give it. You should give, just prescribe a kit. I mean, if there are concerns, there are kits available, and there is no reason not to prescribe it as this point or at any point. But, and that is why we really want to focus on providers using their clinical judgment, and we will talk a little bit more about that later. 

So, this is—sorry, this did not come out very well—but, you will have links to it. The PBM Abbreviated Drug Review for the auto-injector. So, there is a nice executive summary and talks about the advantages and potential disadvantages of the naloxone auto-injector. And, so just wanted to kind of highlight that. For those of you who have not seen it, it is really cool. So, you, very high, high-tech, really an awesome little gadget. So, like I said, we will be switching to those at some point in the future, and it actually was made to be used with no training. So, that is like an important component of it. However, one thing I like to say whenever we talk about this auto-injector, it is not the Holy Grail. The whole point of—and I probably should have mentioned this earlier—is that any  training in OEND should teach patients how to prevent, first of all, prevent an overdose to begin with and recognize and respond to an overdose. So, the whole point is like, even if you have an auto-injector and it does not require training, people need to know when to use the auto-injector. So, this does not make training patients as to when it is appropriate to use this auto-injector, it does not diminish that. So, I think that all of the documents and the products we develop, it is really important to remember to prevent, recognize and respond to an overdose. So, regardless if it is the responses with the auto-injector or with the naloxone kits, those are three key training aspects. 

So, I am going to talk about these five national resources that we have also developed. The OEND SharePoint, Quick Start Guide, Naloxone Kit Brochures, the Patient Education Brochures and posters. And, so I have, if this is a bit boring, I know that the title was preventing and responding to an overdose, and you will see exactly in a lot of these materials how we are conveying that to patients. And, we worked with amazing graphics designer at EES, so we are really hoping, and I think that the materials came out beautifully. And, we are always open to suggestions and improvements. So, if people have those, we are always welcome, they are always welcome to share those. 

So, kind of just wanted to go first to the OEND SharePoint. I am going to get out of the presentation and go to the SharePoint. So, this is the new SharePoint. For those of you who have not implemented OEND yet, it really breaks it down into, so we have the home page, which just gives you an idea of like what is on here. And, we have the first step in implementing OEND is to identify a clinical champion and target population. The second step is to garner support for OEND implementation. Third step is to train staff members and implement OEND. And, the fourth step is to evaluate OEND implementation. And, we have based a lot of this on some of the initial pilot programs, and we also have program models page that we think is important, because we have asked a number of the initial pilot programs to submit all the resources they used to get their programs up and running. And, the goal is to have something that if a residential program wants to start an OEND program, they can just click on this and then have a host of materials like proposal presentations, patient education and that sort of thing that they can just have in one, like a one-stop shop. So, they can just really use those to kind of get their programs up and running. 

So, we have background documents, which basically are the ones we have already reviewed, the information letter, or a few in the Abbreviated Drug Review. For the first step, we break all of these down into actions and we have tips, and then we have the tools and resources on the right side. And, the step two for, so step two is garnering support, so we have, again, the policy documents that are helpful. And, I think step three is the one that has the most amount of documents. It is training staff members and implementing OEND, so we have a lot of the program models, a link to the program models page, the resource library, a staff training manual example for SUD staff, and OEND Quick Start. I forgot to mention, I do not think I mentioned it earlier, but how we conceive of this and how we have been developing products is that we really see, even though these populations are overlapping, that we have the evidence-based, which is for opioid use disorder patients. Typically, in SUD programs, so kind of a SUD setting, and prescription opioid patients, who typically are in primary care or in pain clinics. And, so we have these two different sort of populations, so what we have noticed is that we have a lot at this point, because, again, a lot of the evidence-based was for SUD patients. We have a lot of materials from SUD staff, however, we have less for primary care and pain. So, if any of you on the call have those materials, it would be really great if you would be willing to share them, and we are going to keep trying to improve the program models page to incorporate that as we go along. But, as you can imagine, a lot of the programs at this point are in SUD, and are now expanding into other settings.

So, the staff training manual and the staff training presentation are from the Palo Alto VA. We have been training SUD staff, and I will talk a little bit more next about the Quick Start Guide and these sorts of things. But, there is—as you can see—lots of great materials on here, and hyperlinked to the actual resources. And, then we also are encouraging places to track kit distribution and really get feedback from patients, and we are the Menlo Park or Palo Alto VA domiciliary, which I have been involved in helping get that program started. We have incorporated anonymous feedback. I will actually click on this so you can get an idea. After each training, after each group training, we have patients complete feedback forms so we can figure out how to continually improve the training. And, so we have, I did not include any data on this, but we actually do talk to them. It is taking a little while, but I will let that kind of come up. But, yeah, so if you can incorporate any sort of evaluation component, it would probably be helpful when you are implementing. So, I will let that kind of—and then the fourth, the program models page, I should say. Let me see if this is up yet. Okay, perfect. 

So, overdose education in naloxone distribution patient feedback survey, so we really should have in there how to prevent an overdose. But, we have how helpful was it to identify and how to respond and do they feel confident they could administer, and things that they learned that they did not already know about, and things that they would like to learn more about, but did not fully understand. So, this has been really helpful, I think, and it is just amazing how, like what these, the qualitative responses are. So, you can get quite a bit of good feedback and ideas for quality improvement from that.

So, in terms of program models page, we have important resources for all VA OEND programs, and again, this has all of the important policy documents and then all of the national materials, which I will talk about next. And, also, some links to presentations and there will be a link to this presentation when it is available. And, then we have for target population patients of substance use disorder and residential treatment programs, we have a number of locations and then descriptions of what type of training they provide, who provides it, on like what basis. And, then kind of what are some unique features. What I love about Cincinnati is that they have really expanded across their facility and they are working with DJO, Brook County jails, with chronic opioid therapy. So, they really have a really nice, but it is all, I think—oh, the clinical champion is based in SUD, but is really kind of branched out and trains a number of other people across the facility. And, that is, I think, similar in Atlanta, in Salt Lake City, Dayton, so you will see a lot of this, there is going to be a lot more expansion into some of the settings that you might be interested in. And, really coming up soon, because now I think that there is a nice, we have some clinical champions who are now looking to expand their programs.  So, that is, hopefully, people can kind of take a look at this and we have detox as a setting and opioid x treatment as a setting as well. So, there is lots of program information and resources available.

And, then there is the resource library, which as I said, it has all of the resources, a flattened library across. And, we also have CB is community-based, so we also have community-based resources that people can adapt for VAs as well. 

So, let’s see, so I am going to next just talk about the Quick Start Guide. So, when we were doing, shooting patient training videos, I asked a number of the initial pilot sites how they actually broached conversing with patients about OEND. And, so there are a number of different techniques that people use, but we thought it would be helpful to have a Quick Start Guide that can actually help spur that discussion. And, so this is something that could be patient-facing that tells them what OEND is, what is naloxone, and this was developed by academic detailing. They are really good at kind of making things very straightforward and simple. What puts people at risk of overdose and who should be prescribed kits. So, this is, I think, just a really nice one-pager that can help spur that discussion, because if you have a patient with any of these, lots of tolerance for instance, they have been inpatient, detox, residential, any sort of reason. They are, let’s say, tapering off of their opioids. These are all kind of reasons and ways to kind of bring up, “Oh, well, you know, this is one of the things that puts people at risk, so this is why we’re talking about that.” So, we are hoping that this helps providers feel more comfortable broaching this subject. 

And, then I also wanted to talk about the naloxone kit brochures, because not everyone knows what even comes in these kits, because for a while they were actually, primarily mailed directly to patients. And, not everyone had their hands, not all providers necessarily had their hands on a kit themselves. So, every kit comes with an opioid safety brochure, and either an intramuscular or intranasal brochure. So, what this looks like, so again, every—and these are all specially, this is 15 inches actually cross and 5 inches high. So, they are really big, nice big font and that sort of thing, in everyone’s kit that talks about opioid do’s and don’ts, so kind of how to prevent an overdose to begin with. One of the big things we have really gotten great feedback from the field from was that a lot of people were saying, “My partner, or my wife wants a naloxone kit.” But, we can’t necessarily, we can’t prescribe it to them, so we have actually referred a number of people to the community-based program locator, which if people are close to one, will help identify places that distribute naloxone in community-based settings. So, this was a huge thing that a lot of the pilot sites pushed for inclusion. And, then there is also a number of important resources for a patient with taking opioids responsibly, the overdose kit, and then prescribe to prevent, which actually has a lot of nice videos demonstrating how to respond to an overdose.  When our videos come up, we are going to include our links to our videos on this as well. But, there is just a number of really important links on here. So, again, this is the opioid safety brochure in the kit. This is the backside. So, what are opioids, what is an overdose, to how to recognize an overdose. And, then, again, this is kind of the safe use, which is how to prevent it to begin with. 

And, so the whole responding part is in these brochures. So, this is the intramuscular kit brochure, and again, these are specially printed, this is 20 inches across, 5 inches high. It is really big, really nice. How to give intramuscular naloxone, it is very clear on how to do that. Some instructions on how to make sure they do not leave it in their car if it is hot and that sort of thing. And, then really step-by-step instructions on how to respond. So, again, this is 20 inches across, really big, really nice. For intranasal, it is the same thing, just that it is the intranasal right here, and naloxone. It is just for intranasal as well. So, I just want to give people an idea of what comes in the kits. And, we did make it really big and nice, because we know that, we wanted to make sure that we kind of for potential variability in training, so we made sure that these are very clear and self-explanatory as possible.

Patient education brochures, so these are, we just finalized these and one of the things, and I will highlight it in a second, that we really worked with emergency medicine. We had a person join to give us feedback on one of our responses, on how to respond to an overdose and how to frame it. And, so we got some really nice feedback. So, if you look at this part, I would say for people who actually have some familiarity with OEND, in our responding to an overdose, we have actually, I think we are pushing kind of best practices, or we are kind of incorporating kind of what is out there. So, a lot of people, if you are familiar with OEND, people tend to focus on rescue breathing. But, as some of you know, the recommendations have changed. And, so we actually incorporate both chest compressions into our recommendations as well as rescue breathing. And, so rescue breathing is if you see a person actually overdose, you see them fall into an overdose that they are having difficulty breathing, that is when you would use rescue breathing. Whereas, if you just come across a person that you know is an opioid user or at risk of overdose, and you are not sure, but you did not see them actually collapse, we are recommending chest compressions. So, I am pointing this out to people, because I think this is different than what some people in the community are using. But, again, I think we are pushing and incorporating best practices.

So, just so people are aware of what is in this, so this is the opioid safety. And, I am only focusing on opioid safety brochure right now, because this is primarily a pain audience. But, we have one for opioid overdose prevention, which targets substance use disorder patients. So, this is targeting prescription opioid patients. So, for prescription opioid patients, we kind of highlight in this brochure what are opioids, what are some of the harms, how to use if safely, so again, how to prevent an overdose to begin with. Do not mix it with alcohol, benzos, or medicines that make you sleepy. And, then, what are some signs, how to recognize the overdose. So, what are some signs and then how to respond. So, again, this is for response that we recommend. And, what is nice is we just finished these up as well. We have posters that can help increase patient awareness of OEND, and we are hoping that clinics might put these up in their waiting rooms. We really want to encourage kind of patients to ask about these and to increase awareness. So, for instance, in a pain clinic, you could put this up. You know, do you take pain medications such as any of these. The naloxone is an antidote that can be sprayed into your nose or injected into your muscle or under your skin. So, the under your skin is the auto-injector. If you have decreased breathing or cannot be woken up. So, ask a clinician if a naloxone kit is right for you. 

So, another we have developed for pain patients, so just really this opioid pain medication can slow down breathing and lead to accidental death. You know, kind of equating it to just a fire extinguisher in case of emergency. And, then got naloxone, just in case. So, and the last one is if you try to sleep it off, you may never wake up. And, so that is, I think, a big concern of a lot of people, especially in the pain community. You know, a lot of overdoses tend to happen while people are sleeping, and they just think the person is resting and so I think this is kind of just highlighting some of the education that we want to do in terms of when and how to spot an overdose and how to reverse it.

So, that being said, the last part of this talk is to highlight the type of pain patients who may be prime candidates for OEND. And, so as I mentioned earlier, high risk patients can be found anywhere across the facility. We have been talking about pain clinics, primary care, substance use disorder clinics, ERs, or EDs, acute inpatient wards. So, we are really encouraging leadership to work across services to develop a local implementation strategy that ensures that all high-risk patients receive OEND. So, currently, like I said earlier, SUD programs tend to be early adopters, but just thinking about maybe having those serve as your train the trainer or your clinical champions who train the rest of the facility, we have a number of models where that has happened. So, we are happy to connect people, but really trying to think thoughtfully about how to implement this facility-wide, I think is really important. 

And, I am going to ask that Robert and Francine maybe chime in to talk a little bit more about how they might interpret this figure from the RFU. But, before ending and before turning that over, I do want to talk about the important role of pain management staff and VA OEND implementation. You know, you have an invaluable role to play regarding advocacy for this important, life-saving intervention, as well as important roles in identifying patients as well as educating them. So, we are trying to do TMS trainings and give you all these tools and provide our educational videos, but if there is anything else we can do, please let us know how we can support you in implementing this and integrating this life-saving intervention into your practice.

So, that being said, this is the last—I did not want to let, leave people hanging in terms of highlighting the type of pain patients who may be prime candidates for OEND. I would say probably this middle section talks about that. But, I know there is probably going to be a lot of questions about that, and so I asked Francine and Robert to come on to, as they are the experts in the pain, in this. So, I would like to have them also involved in this discussion. 

Robert Sproul:		Okay, thank you, Elizabeth, appreciate that. Good morning, everybody. Strangely, when I first looked at this brochure, and I am proud to be a part of this effort, and I looked at this and I found it a bit confusing, because we were looking at the candidates here and they are listed here. And, we talk about high risk as you see the Under Secretary in his address notes that patients at significant risk and then that term “significant” and then at the address here are high-risk patients. The second you use words like significant and high-risk patients, there is a lot of variability for perspective on what that may be. And, there is not clear guide to which one that may be. And, for example, we may have a patient on 50 mg of morphine equivalent today, who has got severe comorbidities that may be at high risk. But, certainly, a patient on a 1,000 mg of morphine equivalent today and severe comorbidities, those risks are not equal for somebody who is quite stable on the low dose. So, it becomes very grayish, and I think the key for me in my conversations with PPM and our leadership was that the intent was to make sure that the clinician—and Elizabeth brought that up—that a clinician feels compelled that a patient is an appropriate candidate regardless of the stratification or prioritization or looking for the appropriate candidate, that they should be able to provide this kit to the patient. So, I think that has to be kept on the plate this whole entire time. So, we start talking about these risks, we are not losing sight, we are simply addressing higher risk patients. And, that being said, I guess why I am bringing this up is that I want to note that a provider should be able to prescribe that if he feels the patient is a candidate for this.

[bookmark: _GoBack]But, at the same time, what we do not want to happen, and I think what my role is today and perhaps Francine can chime in on this, is what I do not want to happen. And, let me stop for one second. I do serve—let me qualify this—I do serve at a national level with the pain program service, I am not speaking for them today. I am speaking as a clinician from what I do here every day at the Orlando VA. I am the Program Director for Pain Management, and I work with very high-risk patients in collaboration with primary care and administration. So, I am speaking from my personal experience today, not as a national service chief. 

Okay. So, that being said, what I hope to get across today is the reason we talk about prioritization or appropriate patients at significant risk, is so we do not miss the boat for those patients. As, again, it mentions, for example, it mentions 50 mg to 100 mg or more morphine equivalence possibly being an indication for this kit, that they may be at risk. Okay, fair enough, but we have patients on very high doses of opioids, who can be very sick, COPD severe, and in combination with that, we may look at how stable are those patients. Are they compliant with their treatment? If I have somebody, and this is exactly a scenarios that I am dealing with, we have a patient on 1,000 mg of morphine equivalent today, on Diazepam, benzodiazepine 40 mg a day, has severe COPD, non-compliant with treatment, on oxygen, and a past history of substance abuse. We certainly want to taper this patient’s opioids down very slowly, inpatient for whatever reason, we will not go into it, it is not an option. This has to be done very slowly, and the patient, we want to make sure the patient is covered, because he is certainly at risk for an overdose. And, I would certainly want this patient to have this kit. This is going to be a very slow tapering scheme. The patient will be at risk for a very long time. And, I do not want to miss the boat on this type of patient. 

And, again, another great example would be we take a patient, we start taper, a high-risk patient for any reason, when we are tapering them off, we want to make sure they are covered, especially if they are displaying behavioral risk factors. For example, inappropriate urine drug screens. It could be very serious, such as alcohol consumption and cocaine abuse, and for whatever reason, we could not them into an inpatient, medical assisted withdrawal or detox. During that tapering and this happens all the time, we have to do it in an outpatient setting, and we are all very uncomfortable. I am uncomfortable, the primary care physician is uncomfortable, mental health is uncomfortable, but that is the option we have, and we are straddled with. That being said, we want to make sure this patient is covered during that tapering scheme. The patient may not use the medication, but certainly, the bystander or the veteran supporter could use this medication in this scenario. So, in the tapering scheme, especially with our high-risk patients, I would want to make sure that we did not miss that boat.

And, it is the other one, and then I will let Francine chime in here. The other one that is always a concern for me is our veterans who are on opioids and they need to be tapered, and they have a history of SI, and/or attempt. Again, I am going to want that kit available, that type of medication available, and once more saying that it probably will be the veteran supporters who would utilize that medication. So, these are, while I recognize all of the things on here as potential risks, we are asked every single day to look at these and stratify these, and then the provider asks us, “What do you feel? Do you feel the patient is appropriate for opioids?” So, we deal with stratification every day. The VA DOD guidelines actually address the risk of opioid misuse and the preferred treatment setting as low, moderate and high risk, and actually, I would probably use that in combination with this Quick Start candidate brochure, to help assist and make sure we do not miss the appropriate candidates.

So, once again, with all of these things to size up, when I look at the COPD and things like sleep apnea, a lot has to do with how they are being treated, the severity of the condition, if they  are compliant with their treatment, and their stability. So much of this comes down to the bio-psychosocial functional stability. If they are decompensating or you feel they may decompensate, whether it is from mental health or a physical comorbidity such as COPD, and they are high-dose opioids, or even moderate dose opioids, with these comorbidities, these are excellent candidates for something like the kit. 

Francine, I do not want to eat up all the time. Let me turn this over to you.

Francine Goodman:	Thank you, Robert. Good morning, everyone. I am not sure where to begin. From the PBM standpoint, the only recommendation for use for the naloxone kits—and these are the kits that are made by Cmart, IM and intranasal kits—the only recommendation for prescribing the kits is to offer naloxone kits to veterans prescribed or using opioids, who are increased risk for opioid overdose. Or, whose provider deems, based on their clinical judgment that the veteran has an indication for a naloxone kit. And, that really is the only recommendation. Now, the rest of the recommendations for use provide examples of who you might consider prescribing naloxone kits, including that table. 

Now, I think it will help if I give you a little bit of history of how Figure 1 with the three columns was developed. Initially, when we were putting together the OEND program and the recommendations for use, there was a naloxone shortage, and also, although not the only factor to consider, but cost was also a factor. Now it is not, with the [inaud.] facilities, naloxone kit initiative. And, so when we developed the recommendations for use, those three columns were intended really to just summarize what little evidence there is to support using OEND. So, the first column is the groups of patients for whom a direct association would benefit for providing OEND were shown. The second is indirect association with potential benefit. These are factors that have been associated with an increased risk for a fatal or nonfatal opioid overdose, or any overdose that is in U.S. veterans. And, the third column is entitled Clinical Judgment of Potential Benefit, and these are risk factors from the nonveterans. And, because of the concerns with naloxone shortage and the cost consideration, especially with the auto-injector, this evidence-based classification was intended to be a guide to prioritize patients for the OEND. So, that individual facilities could devise their strategies or plan for rolling out their OEND program. And, starting with the higher priority patients, however they were described.

Now, PDM feels that there is no need for prioritization, because of the free to facilities kit initiative, and then when the kits are used up, we will start the feed to facilities auto-injector initiative. So, with cost being less of a factor and because the main intent of the OEND in VA is to ensure that veterans have access to OEND naloxone kits and the auto-injector, the recommendations for use are not criteria for use and they are pretty lenient. Again, if they are, really the bottom line is that the provider feels that the patient is at an increased risk for an opioid overdose, then prescribe the kit and then eventually the auto-injectors.

Moderator:	Francine, I am sorry to break in here, but we actually only have one minute left of the session here, and we have not had a chance to get to any questions yet.

Francine Goodman:	Okay. I think I have said enough.

Host:	Thanks so much to all of our presenters. We have—this is Robin Mastreb—I know that Dr. Oliva can stay on. If other folks can to, we have a couple of interesting questions, and if you some others, please free to write them in. The first question, are there any states working with community EMS services?

Dr. Oliva:	With community EMS services? I am not sure. I know that there are some residential facilities that are not necessarily linked with, but that are kind of more remote. So, I think, I am not sure if that is the question. I need a little bit more clarification. And, people can always email me, too, if they have questions.

Host:	Is there education available for Good Samaritan immunity laws to deal with reported barriers to calling 911?

Dr. Oliva:	Are there—sorry—can you repeat. Let me just see if I can see the questions, I do not know if I—Heidi, I do not know if you want to take this over. UIf I can see the questions, or…

Host:	I can read it to you again. Is education available for Good Samaritan immunity laws to deal with reported barriers to calling 911? I guess, in other words, when you are doing your education, is that part of it?

Dr. Oliva:	Oh, yeah. So, in California, we have one. They are not in every state, and that is why it is kind of hard to answer that question. But, there is, I think there has been a recent update and prescribe to prevent has a link to a state by state, which states have the laws. So, yes, that is definitely that we include.

Host:	Here is a question specifically about the chest compressions. I was taught not to provide chest compressions if the patient has a steady pulse. Should taking the pulse be part of the education pamphlet?

Dr. Oliva:	Great question. So, this actually came up in our discussion with our emergency department, workgroup expert. And, in general, pulse [inaud.] is kind of a hard thing to teach, and for people to just get in general. So, one of the things he said—and Francine, you can correct me—during our conversation about this was if the person has a pulse and is conscious, they are going to tell you to stop giving them chest compressions. So, I think, otherwise, I do not think that there is anything that terrible about it from his perspective. Francine, is that kind of the correct interpretation?

Francine Goodman:	Actually, there is some patients with a pulse who will not be, will not arouse with chest compressions. But, there is a relatively new standard for lay person CPR, and that is hands only CPR, where you do not give breaths and they do not teach trying to detect a pulse, because it is very hard to do, as Liz has mentioned. And, even trained medical providers have difficulty detecting a pulse. So, now, with lay person CPR, it is hands only. But, with basic life support and NCRS they are still teaching the medical providers to try to detect a pulse. When its a lay person providing chest compressions, we are following the hands only CPR.

Dr. Oliva:	And, that is even something that Robert has mentioned when we were filming the videos, is that that is something we may want to add, is maybe information on CPR training at the local facilities. So, if, yeah, that is something to think about when you are training patients, if you have it available.

Host:	I have another great, more controversial question. A large pushback we have seen from providers is how will this not increase opioid use, if a patient knows that they have a recovery method?

Dr. Oliva:	Yeah, so this is one of the questions on our FAQs, and I, there has been no evidence to support that statement. The UK actually did a review, and there is no suggestion that having it available increased use, and in fact, there might even be the contrary. If anyone has actually seen an naloxone reversal, it is not pretty, and word on the street gets around really quickly that you do not want to have to be Narcanned they will call it, or given naloxone, because essentially, withdrawal that takes hours, days, takes place in minutes. So, you can just imagine what that might look like and feel like for any patient who is on opioids. So, it is not pretty, and people do not want to push the limits to have to be brought back in that way, if that makes sense to anybody. And, there is no [inaud.]

Francine Goodman:	I am sorry, what the [inaud.] said is actually the opioid misuse decreases with OEND.

Dr. Oliva:	Yep. There is some suggestion for that.

Francine Goodman:	Yes, thank you.

Host:	So, here is another specific question about responding. Because of the risk for respiratory failure, how would an intranasal spray work if breathing is shallow, or is the nasal exposure simply enough?

Dr. Oliva:	I am going to let Francine…

Francine Goodman:	The nasal exposure is enough. It does not depend on taking a breath in, it is absorbed from the nasal mucosa, so the person does not even need to be breathing at the time.

Host:	Very helpful. Are they DVDs available for the patient education, or is everything Web-based?

Dr. Oliva:	Everything at this point is Web-based, but like I said, we are going to be developing videos, and we are hoping those can be put on anything, or put on videos as well, or on DVDs if places want to do that.

Host:	And, will links to the TMS training be posted on the SharePoint site?

Dr. Oliva:	Yeah, I mean, and I will definitely blast all the listeners with that as well when it becomes available. But, we are looking at, probably at this point, mid-to-late fiscal year ’15.

Host:	Great. Any other questions before we close? Thank you for such a great presentation, Dr. Oliva. We very much appreciate it, and our audience had some great specific questions about using  naloxone and in terms of some of the bigger picture questions. Please, just wait another minute or two for the feedback form. Our next cyber seminar will take place on Tuesday, October 7. The speaker is to be announced, and we will be sending registration information about it around the 15th of the month. I want to thank everyone for joining us at this HSR&D cyber seminar, and we hope to see you at a future session.

[End of audio]
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