[bookmark: _GoBack]Cyberseminar Transcript
Date:  April 19, 2017
Series:  HERC Health Economics Cyber Seminar Series
Session:  Recommendations of the Second Panel on Cost-Effectiveness in Health and Medicine
Presenter: Gillian Sanders Schmidler, Ph.D. 

This is an unedited transcript of this session.  As such, it may contain omissions or errors due to sound quality or misinterpretation.  For clarification or verification of any points in the transcript, please refer to the audio version posted at http://www.hsrd.research.va.gov/cyberseminars/catalog-archive.cfm


Dr. Risha Gidwani: Alright, well good afternoon, everybody, or good morning, depending on where you are. Thank you for joining us today for the HERC Cyberseminar. We’re incredibly pleased to have Dr. Gillian Sanders Schmidler presenting today on Recommendations of the Second Panel on Cost-Effectiveness in Health and Medicine. Dr. Sanders Schmidler is a member of the Outcomes Research and Assessment group and a professor in the Division of Clinical Pharmacology, in the Department of Medicine at Duke University. She received her undergraduate degree in Mathematics from Princeton University and her doctorate in Medical Informatics from Stanford University. Her research focuses on the development of evidence- based decision models in order to evaluate the comparative effectiveness of alternative prevention, treatment, and management strategies for chronic diseases. She is the past president of the Society for Medical Decision Making and has served as the director of Evidence- based Practice Center. She is currently co-chairing the 2nd panel for Cost Effectiveness in Health and Medicine, which was convened to update the recommendations of the original panel, and we are incredibly pleased to have her here to present on her recommendations. Thank you so much for joining us today. 

Dr. Gillian Sanders Schmidler: Okay, thank you so much. So yeah, so today I’m going to be talking you through the recommendations of the 2nd panel on Cost Effectiveness in Health and Medicine. And before we get started, we have a couple of poll questions and just so I can get a better sense of the audience. And so the first question is asking what is your primary role in the VA? We’re going to wait there for the response.

Rob: The responses are coming in now. 

Dr. Gillian Sanders Schmidler: Okay.

Rob: We’ll give it a few more moments, things are coming in pretty quickly. 

Dr. Gillian Sanders Schmidler: Okay.

Rob: So the question, what is your primary role in VA? Possible answers are student, trainee, or fellow; clinician; researcher; administrator, manager or policy-maker; or other. And things are starting to slow down, so I’m going to go ahead and close the poll and share that out and I’ll read to you the results. For student, trainee, or fellow, 23% chose that answer; 3% chose clinician; 45% chose researcher; 3% administrator, or manager, or policy-maker; and 26% chose other. Back to you. 

Dr. Gillian Sanders Schmidler: Okay, okay. And then, let’s see, I’m trolling here. And then a second poll question before we get started is really just what best describes your familiarity with cost effectiveness analyses. And the possible answers here is that you have performed your own cost effectiveness analyses and you consider yourself a cost effectiveness analyses expert; second, that you performed your own cost effectiveness analyses but don’t feel that you’re an expert in the field; third, that you’re a consumer of cost effectiveness analyses but have not performed them; and that fourth, you are unfamiliar with cost effectiveness analyses.

Rob: And the poll is open. Polling is starting to slow down, so I’ll go ahead and close it out. 

Dr. Gillian Sanders Schmidler: Great. Thank you.

Rob: And share it. 

Dr. Gillian Sanders Schmidler: Okay.

Rob: Eleven percent chose I have performed my own CEA and am a CEA expert; 38% say they have performed their own CEA but not an expert; 20% say they are a consumer of CEA but have not performed CEA; and 31% say they are unfamiliar.  

Dr. Gillian Sanders Schmidler: Okay, thank you. That’s just helpful for me in terms of knowing the audience. What, so I’m going to start with, kind of, where we are coming from. So originally The Gold Book as it was called hence the initial HERC Center with Marthe Gold, and it was gold in color, was published in 1996. And this was really the starting work, which was looking at how to do cost effectiveness analyses in health and medicine, what are the underlying methodologies that should be using, and what are the recommendations. And one of the, kind of, main recommendations that came from that was the development of what’s called the reference case. And this was a, basically a base case analysis that should be done as a reference for all cost effectiveness analyses to allow comparability among different cost effectiveness analyses and to allow users of these to be able to look at the underlying, the underlying analysis across a large, different types of intervention. So the emphasis in this cost effectiveness recommendations was on looking at cost per [xxxx 4:45] and this really became a standard reference for cost effectiveness analysis and, you know, has been cited many thousand times. Amazingly, in 1996 was already, was now 20-plus years ago and so back in 2012, we started to talk about needing an update to the original panel book. And many things have actually happened since the original book was published in 1996. So after that publication, the WHO CHOICE project started in the late 1990’s, the NICE was established in the UK, so many of you might be familiar with the work that NICE has done related to cost effectiveness analyses. A similar institute within Germany, IQWIG, was founded in the early 2000’s. In 2006, IOM report called for use of cost effectiveness analyses looking at cost per quality. The immunization practices, ACIP from the CDC, has established CEA guidelines. Then some other things happened that made these cost effectiveness more difficult. For example, in 2010 the affordable care act specifically prohibited PCORI from using cost per quality threshold. And so in 2012, when we would form the panel, we were really wanting to look at the changes that have happened over the last twenty years, how had the methodology changed, how had the use of cost effectiveness analysis and the decision making changed, and what really did we need to do to move the field forward. Another thing that was going on in parallel is the Gates Foundation was also working on their reference case for economic evaluation and so certainly throughout the development of these recommendations we were looking at those efforts and aligning them as much as possible.   

So the 2nd panel was co-chaired by myself and Peter Neumann from Tufts Medical Center. We had sixteen people on the panel, including a leadership group. And really, we were representing leaders in the field across cost effectiveness analyses, both internally within the U.S. and then also having international representation from both UK and Canada. This really was a collaboration of a lot of different institutions represented here, and really trying to bring in the multiple different perspectives both for methodological development, but also application of the methodologies in using cost effectiveness analysis. 

The original panel was actually commissioned from Health and Human Services. In the last twenty years that’s no longer possible to really have, or was not able to be commissioned by HHS and so instead the funding for the 2nd panel came from multiple sources. Most notably from Robert Wood Johnson Foundation and the Bill and Melinda Gates Foundation, but then some additional funding for some meeting support through HRQ and with the Society for Medical Decision Making.

We after, it took about four years actually, to go through the process and in the fall we published the actual book shown here on the right by Oxford Press and then also published an initial summary of the recommendations within JAMA in the fall. In terms of the topics that are covered within the book, many of them really are building on the original chapters, but there were four chapters that were new. There was one specifically going through the reference case and the changes in our 2nd recommendations. A second chapter focusing on modeling, in the original chapter this did not have its own chapter, but certainly given the advances in the field, this seemed to be worthy of its own chapter in terms of recommendations. Similarly, we had its own chapter focusing on evidence synthesis and how to be incorporating those into cost effectiveness analyses. And then finally, in the original book the discussion of the different ethical considerations was really, kind of, peppered throughout the book, but here we felt that these ethical considerations required its own chapter to really fully go into the different issues and how the issues both in the development of models and the use of them in decision making.

So I’m going to focus, kind of, the chunk of our time really talking about the main changes and these were to the reference case and the development of what we’re calling an impact inventory. And so before I dive into this, I want to do one more poll, which is asking a little bit about the perspective. And so the question is, what perspective do you feel is most important when you’re evaluating the cost effectiveness of available strategies? And so we have three perspectives here; doing things from the patient perspective, the healthcare perspective, or a broader societal perspective. And so I believe the poll is open. 

Rob: The poll is open and the answers are rolling in. 

Dr. Gillian Sanders Schmidler: Okay. Thank you.

Rob: Things have slowed down a little bit so I’m going to go ahead and close the poll.

Dr. Gillian Sanders Schmidler: Sure. Thank you.

Rob: What perspective do you feel is most important when evaluating the cost effectiveness of available strategies? Patient perspective got 9%, healthcare perspective 33%, and societal perspective 59%. 

Dr. Gillian Sanders Schmidler: Great. Thank you. And so that actually helps represent one of the issues that we found. So the original panel, I think this is on the next slide, so the original panel, their last recommendation for the reference case was to use the societal perspective. To consider all of the parties that are affected and really to address specific decision contexts, as needed, but to really focus on the societal perspective. But then what has been found since that original panel is that, you know, first of all, many cost effectiveness analyses, you know, they were not using the societal perspective. And even when actually they were stating they were using the societal perspective, important elements often were omitted. And then the other problem was that decision makers who actually use cost effectiveness analysis often wanted to have a much more focused perspective. And so, you know, we had a lot of discussions about the challenges of what perspective we should be using, what would actually be more useful to decision makers, how to actually make cost effectiveness analysis informing decisions, but also incorporating all of the different impacts that different interventions or strategies could have. And so we definitely felt the appeal of the societal perspective, but wanted to balance that with the revealed preferences of the decision maker. And another issue was that, there’s not really necessarily a great consensus on a single societal perspective. Really, everything that you need to be including in and also how to quantify a lot of the things that we might want to include in a societal perspective. And a final issue was that, we wanted to make sure, as much as we could, to promote both the quality of the analyses that we’re recommending, as well as the comparability across different analyses. 

And so we actually have the recommendations, the reference case, to actually include two perspectives. So includes not only the societal perspective, like recommended in the original book, but also include a health sector perspective. And this health sector perspective is often actually what many of the analyses in the last twenty years have focused on. It’s focusing on, kind of, what are the costs and benefits within the health sector, but then we gave a lot more thought to what it would mean to do a societal perspective. We again recommended measuring health effects in QALYs and we wanted to have these two perspectives, you know, allow us to enhance consistency and comparability, but then also be aware of what the needs of the decision makers are and the importance of still looking at the societal perspective. 

So within the health sectors perspective, there we really want people to be summarizing the findings and incremental cost effectiveness ratios. You could also look at net monetary benefit or net health benefit, but really trying to quantify those, the cost and benefits, and that not recommending a specific cost effectiveness threshold, but that a range should be considered. And certainly, we talked about some of the future research needs related to threshold.

We then recommended what’s called an impact inventory. And so, what this is, is a table that lists all the different health and non-health impact of an intervention and the purpose of it is to really ensure that all the consequences, including those that are outside of the formal healthcare sector, are considered, you know, comprehensively. And so, we used this as a framework for organizing and thinking about and then presenting the various types of consequences. And so our hope is that this impact inventory is something that an analyst would do early on in the process, and then also use it in the actual reporting. 

So I’m going to walk through the impact inventory table and kind of the different components of it to hopefully clarify what we mean. So here is an example of an impact inventory table, and there’s columns of the inventory that show what are the different sectors of the impact, what are the different types of impact, and then whether they’re included in a specific perspective. And so here we have a column for the health care sector perspective and then for societal, and having you mark off which are the outcomes that you have included in your analysis. And then an additional column for any notes or sources of the evidence. And then within those, so those are the columns, and then the different sections of the impact inventory are divided, you know, into different types of consequences. So we have those within the formal health care sector, the informal health care sector, and then the non-health care sectors, and I’ll walk through those examples. But then for each type of impact, you know, a checked box indicates whether it’s included in the reference case analysis from a specific perspective. So for example, here with the health outcome, so things like the longevity effects, the health-related quality-of-life effects, or other health effects, these are included in both perspectives, both when you’re looking at it from a health sector and when you’re looking at it from, or health care sector perspective and then when you’re are looking at it from a societal perspective.

The informal health care sector, so these things are like patient-time costs, unpaid caregiver-time costs, and transportation costs. These wouldn’t be included in a healthcare sector perspective, but they would be included if you’re looking at it from societal perspective. And so allowing the analyst to indicate, you know, these are things that we’re including in our societal perspective.

The one that, kind of, has more variability are the sectors outside of the health care sector. So these are things like the health care sectors related to productivity, or education, or the legal system. Things that, in most cases, are going to vary based on what interventions you’re looking at. So for example in the book, we actually included two work examples, one focusing on end of life care and another focusing on alcohol use, and so those had different sectors outside of healthcare that were impacted. So for example, the alcohol use has things impacting the legal or criminal justice system, affecting some of the social services, affecting some productivity, different things that, more and more, we’re thinking about our healthcare interventions, not only how they’re impacting the health sector, but how they’re impacting other sectors of the population. Now these are things that might be difficult for us to quantify or certainly there might need to be additional work needed on how to do that, and so this is where we’re looking for analysts to, you know, identify which of things that are included in the perspectives and then to provide more information on terms of whether they were able to quantify those, whether they’re going to be talking about orders of magnitude, or the direction of affect, but really how they’re incorporating that in and trying to be as transparent as possible, in terms of what different types of impact we’re exploring when we’re looking at our analyses. 

So I’m now going to, kind of, talk through some of the other components of our recommendations, but really those, the reference case of having those two different perspectives throughout and then really making a very clear framework for what are the different impacts, are kind of the overall guidance of the new recommendation. 

In terms of the designing of cost effectiveness analysis, you know, we really want that all aspects of the intervention that could affect the cost or the benefits are defined for the analysis. So you know, who is the target population; what are the specific technologies or strategies that you’re looking at; what are the type of personnel that are delivering the intervention; how, you know, or what’s the setting or site of the delivery; and then, you know, whether it’s the service, it’s bundled with other services, and things like related to the frequency of its timing. And so we really wanted for the scope of the study is defined broadly enough to encompass the full range of groups of people that are affected by the intervention and then all the important consequences.

So the reference case, as I mentioned, you know, really making sure that it’s considering the full range of the different options. And that the time horizon that you’re looking at should be long enough to capture all the differences between options, in terms of the relevant costs and effects. And so not only looking, you know, let’s say a 3-year time horizon of the clinical trial that you’re modeling, but really what is the time horizon of the intervention for impacting the patient. 

In terms of valuing costs, you know, the societal reference case, as I mentioned has a lot more costs than just the, what’s considered the formal healthcare costs. So we have the normal costs, the medical costs of current and future, related and unrelated. And then also borne both by the third-party payers and then also the out-of-pocket by patients. So really trying to see what are all those costs that go into being impacted by the intervention. We looked at time costs of patients in actually seeking and receiving care, what are the costs of informal unpaid caregivers, costs related to transportation. And then also thinking about what are the impacts of the interventions on future productivity and consumption, and then any costs outside the health care sector.  

Specifically, for time costs, you know, we really wanted to be looking at what are the real changes to the use of resources by the patients and society. And so, you know, if you’re looking, if you’re spending a bunch of time getting health care, how is that impacting other aspects of your life, either in terms of your productivity at work or your leisure time. Similarly, for caregiving, you know, if the time spent by caregivers, you know, how is it going to be impacting their productivity or other time.

And productivity, this is something that was deviating from the first panel. We are assuming that productivity costs should be included within the cost component. There is, there is questions about whether the quality adjusted life year or utilities are actually including impacts of interventions of productivity. We are assuming that, in general, they are not assumed in the quality of measurements and so that we wouldn’t be double counting, but this is an area where we need more research. But our recommendation is that these costs would be included in the cost component. And so we have, you know, time spent in the formal labor market, in the informal labor market, and also in household production. 

So here is just a summary table trying to summarize the different components of costs and whether, which perspective it is. And so from the health care sector costs, this is really just, you know, the cost paid by third-party payers and out-of-pocket by patients. But in the societal perspective, that’s where we include in things like patient time costs, the unpaid caregiver costs, transportation, and all those non-health care sector costs.

In terms of valuing different outcomes, we continue with the original panel’s recommendations of using health-related quality of life, and then aggregated them into a single measure using the QALYs. Again, recommending to use community preferences for those QALYs and recommending using generic preference-based measures, but we do not recommend, you know, the use of a specific measure but rather just using a preference-based measure for calculating community QUALYs.

There was a fair amount of methodological challenges that still exist.  And where both, you know, the recommendations talk about some of the ongoing work on it, but the need for additional research. So areas, such as what to do with health states that are considered worse than death. In special populations, such as children, or sometimes mental health problems, or cognitive impairment where quality of life stuff is harder to discern. And then also, how to accurately capture spillover effects on families and caregivers.

Some of the areas of ongoing controversy are, you know, how to value non-health effects of policies. So, you know, value things like educational attainment or reductions in crime. And also, you know, valuing effects of budget on non-health parts of government. And then also, you know, how to actually deal with effects on others, so within the family or distributional effects. And so again there’s, you know, one of things that our work really did is not only identifying the things that have advanced within the last 20 years, but also areas where there’s a lot of additional primary research needed. And so some of the work we’re working on right now is really trying to provide some prioritization for that needed future research.   

In terms of the modeling and evidence synthesis, you know, the original panel devoted very little attention to modeling but really the, you know, modeling is often the most informative way that we can explore some of these, these questions. And so, you know, in the last couple decades there have been a lot of different country-specific guidelines for conducting cost effectiveness analyses and including recommendations for developing decision models.  And so a lot of our work is really building on those, that guidance, and trying to look at consensus across those different recommendations.

So some of the key recommendations there is that the initial conceptualization of the model should be independent of data identification so that you’re, you know, you’re really looking and saying, what is the underlying disease process, what are the interventions, you know, and conceptualizing that outside of the data. You know, full documentation and justification for all the different structural assumptions and data assumptions need to be provided. You should, you know, specify a starting population and whether you’re analyzing a cohort or your population and that the validation and the calibration should really occur throughout the conduct of a cost effectiveness analysis. So we, in general, try to, you know, be working right from the beginning with the, you know, the users of the analyses and different experts and making sure, looking at, that we’re validating the model both in terms of the data and but also in terms of the structure and doing it as an iterative process. And a lot of emphasis on the different uncertainty analysis and whether it should include in, you know, probabilistic and deterministic both types of effectiveness analyses to really explore what is the uncertainty of the model, both in terms of the data and the structure. 

In terms of synthesizing evidence, we really wanted here to strike a balance between, you know, having the highest quality evidence, but then also realizing that we didn’t want to be asking people to be doing systematic reviews for, you know, every 50 different data points that were used in the model. So really trying to identify what are the important model parameters and forming those by an evidence synthesis and including, you know, a very detailed description and critique of the evidence base. What are the potential biases, what are the potential limitations of the evidence that you’re using. And so, you know, modeling and variability of the data, when is there heterogeneity, and really be explicit about how your bias was handled, and how you’ve adjusted those for transferability.

In terms of reporting, we throughout really want to make the cost effectiveness analyses as transparent as possible. I think, obviously, one of the main benefits of cost effectiveness analysis is that you can be very clear to your users about what is, what is included, what are the different assumptions that you’re making, how complete it is, how comparable it is to other analysis or to populations of interest. And so, you know, again the reporting recommendations, we’re really trying to emphasize making it as transparent as possible. Obviously understanding there’s often limitations in terms of the, you know, how many words that journals are allowing, but working with both a, the reporting needs for the articles, as well as those needed for a technical appendix.

So some of the key updates for reporting, this time around, is first of all the emphasis on the structured abstract and having quite a fair amount of detail in terms of what are the different components of that abstract. Including in the impact inventory that we talked about, and so in addition to, as I mentioned in having the analyst using those at the beginning to really structure their analysis, using it as part of the actual journal article to make clear to the users, what are the different components of the different perspectives. Requiring people to not only represent the final outcomes, but also intermediate outcomes. So in addition to, let’s say, reporting things in terms of cost per quality or cost per life-year, also having, showing how, you know, numbers of MI or numbers of bleeds and how those, how those differ. And then also incorporating in disaggregated results to allow people to see, you know, what part of these different cost components are coming from the actual intervention, which are coming from adverse effects, which ones are coming from downstream things. And so hopefully giving more information to different types of users that the analysis depending on what they’re interested in. 

So in terms of the structured impact, abstract, we have different things related to the objectives; the intervention, the target population, perspectives, time horizon, discount rate, the year of cost, the study design, as based on more about the data sources, the outcome measures that were looked at. And then focusing on the results both of the base-case analysis and then any uncertainty analysis and then finally with some limitations and conclusions. So the structured abstract actually follows quite closely to, I think, what’s required right now within the Annals of Internal Medicine for cost effectiveness models, but we would be recommending it, kind of across, across all journals and trying to make it more formal. 

And we have included a reporting checklist that’s really just going through the different components of an analysis and making sure that these are all things that are included in your report. Obviously, depending on the journal you’re submitting to, some of these would be able to be included in the main article and other things would have to be included within a technical appendix. But we feel that these different types of components of a cost effectiveness analysis need to be included in order for it to be complete. 

And so here, just finishing these out, one other thing to note is that we do have a formal, more formal recommendation related to the statement of potential conflicts of interest related to the analysis and making sure that that is a very prominent component of all cost effectiveness analyses. So again, as I mentioned, there’s continued emphasis on the transparency in that really that you want to have enough detail so that someone could actually replicate the analysis if they wanted to. And so having, you know, transparency in the structured abstract by going through the checklist, including the impact inventory, having the different outcomes and disaggregated results, and then having a very complete technical appendix. Some of the things that we’re working on, and certainly was some feedback that we heard quite consistently during the review process and then while we’ve been disseminating it, is, is, you know, what would it take to have sharable cost effectiveness analyses, or you know, what new formats should we really be trying to push for presenting the results, and how can we better communicate the findings. And so some of the work that we’re working on now is trying to figure out how to push those forward, what are the different barriers for sharing decision models, and how could we actually try to address those and make it so that it is a both reasonable and feasible, in terms of moving that forward.

And then finally, just looking at some of the ethical issues related to cost effectiveness analysis. And so there is, we really kind of divide these into ethical issues related to constructing cost effectiveness analyses, and then those used in actually implementing it. So as I mentioned, that this is something that beforehand, each of the different chapters within the book, kind of talked a little bit about some of the ethical issues that can come up. But instead here we have, you know, a whole chapter devoted to it. This is, though, an area where, you know, there’s a lot of questions and not, you know, we’re not necessarily giving recommendations other than recommending that these are issues that should be thought about and discussed, depending on their relevance to the specific strategy of interest. So questions like, you know, whose preferences should be used in evaluating the health-state? Right now, we’re recommending that you’re using the community preferences but, you know, should you value more the experience of patients that have actually experienced the condition or, you know, using the societal experience of the community health utilities. And so, you know, what does that mean in terms of the differences in your findings. Another question is, you know, whether age matters, you know, should if you’re, if you’re increasing life expectancy by a year, should you care whether that’s a year of a patient, you know, living from 14 to 15 years old, or living from 85 to 86 years old, you know, is a quality a quality where it goes within life. And, you know, and what costs and benefits should we incorporate? And so, many of these questions are things that there is ethical issues related, and so we wanted to go into what those were and how people consider them. 

Some of the issues related to actually using cost effectiveness analysis, these are things like, should you be actually be giving priority to the sickest or the worst off. An example that often comes up is related to kind of transplant list and how that is done or, you know, who do you actually prioritizing. You know, another issue being when should large benefits to small number of people outweigh small benefits to a large number of people, so this is considered the aggregation problem. When should the best outcomes outweigh fair changes at some benefit? So this is something where, kind of trying to balance fair chances versus best outcomes. Trying to think about whether cost effectiveness analysis discriminates against people that have disabilities. There’s interesting work doing these use of what’s called equity weights in cost effectiveness analysis, and so these are really kind of weights that are trying to incorporate a bunch of these different ethical issues. And so this is an area that, I think, that we’d like to see a lot more methods development done in, but there is certainly a lot of open questions there. And, you know, especially within countries or decision making areas where they are able to use different thresholds for making decision making of cost per quality, you know, how can we justify that, and what sort of empiric work can we do to actually be justifying the use of different thresholds. 

So I think that’s kind of what I wanted to go over right now, and I wanted to stop and allow us to have time to, you know, go over any recommendations that are unclear, or talk about the process, or any questions that people have. So I think, Rob, I turn it back to you for helping moderate that, or how do I do that?

Dr. Risha Gidwani: Gillian, this is Risha, from HERC, I’ll actually moderate the questions for you so…  

Dr. Gillian Sanders Schmidler: Okay, great. 

Dr. Risha Gidwani: Thank you so much for that great presentation. Audience members,  please do submit your questions to our portal. Right now, we don’t have any, but this is a rare opportunity to have an expert to answer your questions, so we encourage you to submit any large or small. And since there aren’t any in the portal right now, if you don’t mind, I’ll kick off with some questions that I have. 

Dr. Gillian Sanders Schmidler: Yes. 

Dr. Risha Gidwani: So I’ll start with something that you mentioned on your last slide about sort of the cost versus QUALY and thresholds. And we know that this willingness to pay thresholds is 50,000 dollars per QUALY or 100,000 per QUALY, are really sort of conventionally derived rather than empirically based. 

Dr. Gillian Sanders Schmidler:  Right. 

Dr. Risha Gidwani: Do you know of any work that is being done in this area to actually derive empirically based cost effectiveness thresholds that would be specific to a U.S. audience? 

Dr. Gillian Sanders Schmidler: Yeah, no, I mean there’s certainly been a lot more work of it done within the UK, where they obviously with NICE they are, you know, trying to set thresholds and have some basis for that. There hasn’t really been much work done within the U.S., but I think it is a need and so that’s, you know, when we are kind listing of the areas where I think there should be research, I think that looking at thresholds from a, within a U.S. context, I think would be a great area to do some more research, and looking at it empirically. 

Risha: Okay, great. You also mentioned states worse than death briefly when you were…

Dr. Gillian Sanders Schmidler:  Right.
 
Dr. Risha Gidwani: …discussing utilities. And in terms of the panel’s recommendations, so we know that there are ways, let’s say through the time trade off, that one can create states worse than death, meaning that they have a negative value, if death has a value of zero and perfect health has a value of one. However, incorporating a negative value for these utilities violates the assumption of linearity upon which these utilities are based, and so what is the panel’s thoughts on sort of being able to accommodate states that are worse than death but then having the challenge with the fiscal assumptions that also need to be met?

Dr. Gillian Sanders Schmidler:  Right, yeah, and I think that that’s really kind of the issue is that that there is certainly acknowledgement that there are these states, but then, as you’re saying, if we’re incorporating them in, then we’re kind of violating some of the underlying mathematics within other utility models and decision models. And so I don’t, we don’t really have a good recommendation other than, other than really acknowledging that there is a challenge there, and trying to figure out better ways to incorporate it into the framework. But again, you’re hitting on the areas where I think there could, would be nice methodological work that could be done. 

Dr. Risha Gidwani: Okay, great. So it looks like we’ve had some audience members submit some questions, so I’ll move to those. First question is how should clinicians incorporate cost effectiveness analysis in their clinical decision making?

Dr. Gillian Sanders Schmidler: Right. You know, I think that the thing to remember is that cost effectiveness analysis is always, you know, it’s just going to be one component of things. And so, you know, it’s not, it’s not really something to think oh, you know, I’m going to be sitting with the patient in front of me and I should be whipping out my cost effectiveness analysis and saying we’re going to do this. But it might be something that you could incorporate into the discussion with patients in terms of helping them understand what are some of the trade-offs, and what are some of the different components of the decision. And so helping them understand, you know, having, having you know, high valued care, I think should be important to any patient. I mean obviously when you get down to the patient level they’re going to be wanting to maximize, you know, their health or quality-of-life and their length of life rather than thinking about things from the societal perspective. But even from the patient perspective, talking through with them, what are the different components. And so that’s why I was interested, it was kind of the poll at the beginning, what perspective and the patient perspective didn’t, you know, I think it was only 9%, in terms of the patient perspective. We certainly recognize there are many cases where looking at things from a patient perspective might be quite informative and so having that as a third perspective would be useful. But when you’re sitting there with the patient, I think it’s more trying to clarify, you know, not only thinking about how are these different interventions that you’re considering going to, going to impact their, you know, their length of life and quality of life, but what are the impacts of these onto, you know, the actual cost that that patient might bear. Then from the policy perspective is that, you know, the perspective that’s needing to look at things more globally, and taking into account how these individual decisions for, you know, individual patients impact overall resources. But from, you know, as a clinician sitting there with their patient is more trying to think about what are the different impacts of these interventions and how, you know, and how might they actually be valued by a patient.

Dr. Risha Gidwani: And Gillian, if I may, I might add that there’s some push towards incorporating value. So considerations of costs and health outcomes into clinical practice guidelines [xxx 41:23-27] small inroads in oncology.

Dr. Gillian Sanders Schmidler: Yeah and no, there is certainly, there’s a lot of actually, I think, effort right now trying to incorporate, you know, what value assessment framework into care. I mean, one of the things that I think is needing to be worked on is, you know, how do you actually define, how do you define value, whose, you know, whose value are you looking at. And so, the different frame works that are out there, I think differ greatly in terms of, kind of, the under lying methods that are used for defining and for assessing it. And so certainly, I think that’s something where our field could be helping to inform that is, you know, trying to make it much more transparent, what’s being incorporated in those assessment frameworks, what are the different components, how are they actually, you know, balanced and kind of traded off, and making sure that it’s not just saying, you know, do this or do this, but making it clear, what are the different assumptions and what’s the evidence underlying those assumptions. 

Dr. Risha Gidwani: Right. So we’ve actually had a number of questions that have trickled through. I’m not sure that we’ll have enough time to get to all of them, so I’ll just pose a few to you right now. 

Dr. Gillian Sanders Schmidler:  Okay.

Dr. Risha Gidwani: You mentioned that there were several areas of controversy, what were the most controversial areas of disagreement amongst the panel when you were writing the book? And I would add whether that’s also been denoted in the book, what were areas of controversy versus unanimity.

Dr. Gillian Sanders Schmidler:  It is, yeah, so we actually, you know, I think the biggest area was probably related to the perspective and for the reference case, and whether we should be having, you know, if whether we should be sticking with just the societal perspective or changing the health care sector perspective or having two perspectives. And that’s certainly an area where we had a lot of debate and it was, you know, it’s a challenge. I mean, obviously, going to requiring two perspectives is putting a fair amount of burden on analysts and also a burden both on the analyst and then also on the consumers of the analyses, in terms of interpreting. And so I think that’s the area that we had the greatest amount of discussion. We did actually have a formal process set up for, you know, what sort of consensus we needed to come to, how to write minority reports, and things like that. In the end, we never actually had to have a minority report, we were able to come to consensus with everything. You know, there’s, I think that there are certainly areas in the recommendations where people are, you know, acknowledged that they compromised to get to a consensus, but I think that would be the greatest discussions were about perspective, and also some of the components of what was included in the different perspectives, in terms of cost. For example, the, we had a lot of discussion about productivity and whether that would be included within the cost component or the quality component, and which perspective. You know, I think that there were both very, you know, there was lots of strong opinions on the panel, but also very informed and, you know, methodologically rigorous opinions within the panel. And so getting everyone to agree certainly sometimes was a challenge, but I think in the end, people felt that the recommendations really represented, kind of, the best of where we could get right now, and acknowledging the need to, you know, come to consensus.

Dr. Risha Gidwani: Great. Next question is about future consumption costs and whether you can elaborate a little bit more about how to consider and measure these.

Dr. Gillian Sanders Schmidler:  Yes. Well, so, so we looked at, and I’m trying to think, in the cost chapter, I think it actually goes through specific examples of, you know, for the different cost components, where to actually get them. So whether it’s, you know, from the Bureau of Labor Statistics or things like QUARY, how to actually estimate these and also, I think, identify some of the different cost components, where there isn’t great, especially in the non-healthcare sectors, if there is not great known methods, at least within our field, of quantifying it. The future consumption, you know, I think that there are, you know, there are examples of how to estimate it. I think that there are certainly limitations of the existing methods and so, if I remember correctly, I think Anirban Basu lead that chapter and I think it goes through those limitations, but I’d certainly refer to that chapter for additional detail on that. 


Dr. Risha Gidwani: Great. So this is a question in a similar vein, does the panel have specific recommendations for how to value leisure or household production time, or time losses for non-labor force participants?

Dr. Gillian Sanders Schmidler:  Right. And actually, that was, there was a lot of discussion about that in terms of, you know, for especially when we were focusing on productivity and for people who were not, no longer in the work source, work force, or who chose, who chose to not be in the work force, and how to value that. So this is, I know that we gave recommendations, I can’t remember exactly which specific sources, but I think that, I think in general we, if I remember correctly, we did not actually recommend doing, I think we were using some averages rather than going by, kind of, age and gender specific because we did not want to bias, basically, toward interventions that would, you know, prioritize things that were focusing on, you know, the highest earners rather than those who were choosing for whatever reason to be outside of the work force. But I can’t remember the specific sources that we were recommending there.

Dr. Risha Gidwani: Next question is regarding uncertainty. So the question is saying what is the recommendation on how to display the optimal strategy when incorporating uncertainty, cost effectiveness, acceptability curves are misleading and [xxxx 48:07] might not provide the full picture. Recently the expected net loss curves have been shown to combine both opportunity losses and optimal strategies in the same graphical recommendation, but they’re not mentioned in these recent recommendations. 

Dr. Gillian Sanders Schmidler:  Right, yeah, so no they don’t and I think, and I think I kind of touched on that really briefly within the recording thing, is that we did have, I do think, I agree, there are certainly limitations both in the existing methods that we used to present our findings, you know, within, kind of, the published realm, and then also if you were actually thinking of not only, how do you want to present them, you know, in publications, but how do you just want to present them to get them out and used by decision makers within either clinical practice or policy. I think that there is a lot of work that we can do on actual better visualization of our findings, you know, allowing it to be tailored to specific populations or decision making. And so, anything that we can be doing to further that, I think, you know, would really help our field in terms of making it, you know, it’s hard when you think about, you know, what am I going to do with, my like, three figures within a journal publication versus better if you could think about, you know, this is all the information that I have, how can I actually get this out to users to help them inform their decision making.  And I think that, you know, we are certainly right now nowhere near close to where we need to be in terms being able to actually convey our findings in a way that, you know, different decision makers can understand, can, you know, incorporate, can see how their, you know, how their uncertainty impacts the findings. And so, I think that’s an area where we need to kind of think outside of our, our existing box and try to push that.

Dr. Risha Gidwani: Great. Next question is about budget impact analysis, which is playing a larger role in decision making, does the panel have any recommendations that are specific to budget impact analysis?

Dr. Gillian Sanders Schmidler:  Well, no, so we didn’t, I don’t think we have any recommendations specific to it, we did talk about, you know, providing that when it’s important to the decision makers. And looking, you know, so when we talk about kind of providing the intermediate outcomes and the disaggregated results, I think we also talk about, you know, potentially providing the budget impact analysis as well. And again, you know, it’s hard, it’s hard to think about how to set up a reference case that is everything to everyone that could possibly use a cost effectiveness analysis, but I think it’s important for analysts to be aware of who their decision makers are and, you know, what is the information that is needed for them to actually be, you know, informing their decisions. And so, so, you know, if a cost effectiveness analysis is one component of things, incorporating that into, you know, a budget impact analysis can certainly be another helpful use to the, as a decision maker.

Dr. Risha Gidwani: And there are also ISPOR guidelines for budget impact analysis from the National Society for Pharmacoeconomics and Outcomes Research. In terms of, ISPOR guidelines toward doing economic modeling and the 2nd panels guidelines, how much overlap is there in the recommendations versus incongruent.

Dr. Gillian Sanders Schmidler: Yeah, I mean, I think there’s a huge amount of overlap. So certainly, with the, at least within the, kind of, the modeling guidelines, you know, our recommendations very much follow alongside, I think that we go into more detail about a lot of different things and, but, but certainly, you know, the starting point for a lot of the recommendations related to the modeling, we’re looking at the ISPOR-SMDM modeling guidelines, and then trying to, kind of, push them a little bit further in terms of some of the level of detail and recommendation. 

Dr. Risha Gidwani: We have one question about infectious diseases and cost effectiveness model, and I’ll just paraphrase. So I think what the person is trying to ask is how one accommodates infectious diseases in a cost effectiveness analysis.

Dr. Gillian Sanders Schmidler: Right, yeah, so there’s lots of different ways. So, you know, so with an infectious disease you can certainly do, you know, a dynamic transmission model where you are looking at not only the impact for, you know, the individual patient that say that you’re treating, but also any of the patient, or any of the other members of the population that they could be infecting. There’s, you know, there’s different methods that people use in terms of what are the timelines of those analyses that you’d be looking at, how to really define what your population of interest is. And so, you know, and those are the types of analyses where I think it’s very important to be clear, upfront, in terms of what are your assumptions. You know, it depends on what your purpose of your cost effectiveness analysis is. Often the case could be that you could take quite a conservative view of what is the impact of your intervention in terms of, kind of, the downstream transmission effects, and that even using that conservative view, you are able to show that it’s a good value to do a prevention strategy or a treatment strategy, then you could be saying well, if I looked at more globally a much larger potential impact in terms of transmission and then if, you know, it would only become more cost effective. And so that’s one strategy that  some people use, but, but I think that there are, depending on your use of the analysis and the complexity, you know, there’s people that do very simplified infectious disease modeling and then to much more complex dynamic transmission models looking at whole populations and, you know, I think there’re some very nice examples of that within infectious disease to look at, to look at, kind of, that, that continuum of complexity and trying to, you know you always want to have as simple a model as you can to, that, but actually is valid and appropriate for your, the decision that needs to be made.

Dr. Risha Gidwani: So in terms of thinking about a model for infectious disease versus a, let’s say, a chronic disease. I’m sort of seeing three categories that might be different across those two. One would be model structure, so maybe the infectious disease model would use discreet event simulation. 

Dr. Gillian Sanders Schmidler: Right. 

Dr. Risha Gidwani: The second would be a dynamic cohort. So an open cohort in the infectious disease versus a closed cohort in the chronic disease, potentially. 

Dr. Gillian Sanders Schmidler: Right. 

Dr. Risha Gidwani: And then the third could be considerations of herd immunity and how that might affect the cohort in general. Are there some other factors that one should be considering writ large when thinking about infectious versus non-infectious models? 

Dr. Gillian Sanders Schmidler: No, I mean I think that, well, I mean certainly looking at what is the time horizon that you’re going to be looking at, but I think that, you know, those are three different kind of differences between the chronic and infectious disease. And I think that that kind of, you know, kind of covers the different kind of types of complexity of the model. I mean the, the, you know, the infectious disease is an area, I mean, I think when you think about kind of areas where there is complexity within modeling, you know, a lot of times there’s infectious disease, other ones where be areas where there are more than one kind of decision maker or, you know, looking at some of the pediatric questions, where you’re impacting, let’s say, not only the child where you’re doing the intervention but their family or things in the more elderly population, where you’re not only infecting, or not only impacting the patient but the caregiver, or the extended family. And I think there’s kind of different examples where there are, kind of, more complex dynamics in terms of the modeling, but these are also area where I think that it, kind of really shows the actual benefit of doing the modeling exercises to be able to explore what those different types of complexities are and the decision making. 

Dr. Risha Gidwani: Great, thank you. I think we have time for two more questions. The first question, if you don’t mind Gillian, I can answer, and that is about resources on how to conduct cost effectiveness analyses for the people that are unfamiliar with them. I’ll give a little plug for the HERC Cost Effectiveness Cyber Course that we have. It’s something that I teach along with some of my colleagues here at HERC. We will have our next Cyber course on cost effectiveness analysis, it’s starting in January of 2018, and this will teach you how to build a cost effectiveness analysis from scratch. If you are unable to wait that long for this information, you can view our archived seminars at the VA Health Services Research and Development archives Cyberseminars. Gillian, if you have any other recommendations, please feel free to note them as well. 

Dr. Gillian Sanders Schmidler: No, that’d be great, the only other thing is that the Society for Medical Decision Making does some good short courses every year at their annual meeting, that’s a good place. And then there’s also, obviously, I think ISPOR has other short courses there, but there’s often, kind of, those types of intense tutorial days that would be helpful to people.

Dr. Risha Gidwani: So the last question that we have time for is a big 30,000 foot perspective on which we welcome your thoughts about what is the likelihood that you think policy makers and policy [xxxx 58:10] in the United States will begin using cost effectiveness in the [xxxx 58:14] of the UK and Europe. Is there any discussion amongst policy makers about using cost effectiveness analysis to determine what services should be covered, what is that in the Medicare environment, VA, or private insurance?

Dr. Gillian Sanders Schmidler: Right, yeah, I mean, I think, you know, I actually think as you mentioned the value assessment framework that is going on, I do think that is an area where there’s more and more interest, in terms of, how do we actually quantify and identify the value of different interventions. And so what hasn’t yet been, I think, developed is, is really the underlying methods and how to incorporate what we think about as normal cost effectiveness analysis into those different value based frameworks. But I feel that that is an opportunity because it seems to me that, you know, there certainly is interest in that from the policy side, from payer’s side, from, you know, different, you know, certainly the most within kind of the oncology and cardiology is kind of two of the big clinical areas. But these are an area where, you know, there’s more and more interest and everyone keeps saying value based care but they have yet to really figure out what that means and how to actually, you know, quantify and methodologically, you know, make it, make it valid. And so I think that would be an area where these types of methods could start having a more prominent impact in actual policy making and use. And so I think that will be an area where we can start making a difference within the U.S.

Dr. Risha Gidwani: Great. Well, thank you so much. It’s been an absolute pleasure to have you here. We really appreciate all the insight that you provided. So I thank you on behalf of HERC and all of our VA listeners. I think we are out of time. So Rob, I will turn it over to you in order to complete the poll. Audience members, if you’re able to stay on and complete the poll, we would appreciate the feedback. And thank you so much, Gillian, this has been fantastic.

Dr. Gillian Sanders Schmidler: Great, thanks so much. Have a good day.   

[END OF AUDIO]






