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Naomi Tomoyasu:  Good Afternoon.  My name is Naomi Tomoyasu, and I’m calling from VACO HSR&D. And it is my pleasure and honor to introduce Dr. Steven Zeliadt, who is currently a core investigator within the HSR&D Center of Innovation for Veteran Centered and Value Driven Care in Seattle, Washington.  He has an extensive and very impressive experience in various research areas including decision making and quality of life and prostate cancer treatment, cancer screening, cost of healthcare innovations, comparative effectiveness using large databases, quality of life assessment among cancer survivors, and assessment of healthcare costs, and many, many more areas.  So he has wide and very diverse areas of expertise.  I also like to say and congratulate Dr. Steven Zeliadt as he received recently an HSR&D award for best paper for Attitudes and Perceptions Amongst Smoking Cessation in the Context of Lung Cancer Screening.  So HSR&D would like to congratulate you again for this wonderful paper.  And now without further ado, I’d like to hand this over to Dr. Zeliadt who will be presenting his work on Implementing Smoking Cessation into the Delivery of Lung Cancer Screening.   Thank you so much.

Dr. Steven Zeliadt:  Great!  Great, thank you very much.  It’s definitely exciting to have this opportunity to sort of share this work with everyone and kind of highlight, hopefully, along the way a lot of my colleagues who have been incredibly helpful and instrumental in making this happen. And I think it’s a pretty interesting story.  I think lung cancer screening is an interesting story and hopefully somewhat entertaining for you guys. 

The qualitative paper is definitely a different type of paper for me.  I mostly deal with very large datasets and this paper had 37 Veterans in it, so it’s very interesting that this was the paper of the year.  But I think that the story behind it is really interesting, and the qualitative work that we did, which I hope to kind of go into details, a little bit of detail about, is I think, was really strong in this setting and made the paper very persuasive. So it didn’t need to have lots of data, it just needed to have lots of great information and feedback from Veterans.  

I thought today I would kind of give you a little bit of a talk about that paper, but I wanted to just give you a little bit of motivation about where I came from, how I kind of, why I was interested in doing this paper to begin with, kind of how, the origin story for how that, the paper came about, the study came about.  And then this is taking on a little bit of a life of its own.  So from this paper we have developed an intervention, and now with some funding from HSR&D, we’ve piloted the intervention, and I have those results of that pilot test.  And we’ve kind of, we recently got, or in the process of, we got our award notice, but we’re in the just-in-time process for a large IIR looking at bringing the intervention to two VA settings.  And so I’m going to talk a little bit about that towards the end, so very exciting.  This paper has this intervention, this whole line of work is sort of going in a very interesting direction, and I think, hopefully, very valuable for Veterans and for understanding how to deliver smoking cessation in the lung cancer screening context. 

So I wanted to thank every mentor that I’ve ever had.  And I’ve had many, many wonderful people.  But I wanted to highlight one in particular, which was Nicole Urban.  And so I was Latin major at a liberal arts college, Cornell College in Iowa, and I was on my way to law school like every Latin major.  But I decided to take a year off and come to Seattle and get a job at a law firm, and I hated it.  So I decided I didn’t really want to go to law school.  I’d just start looking around for other jobs, and I found a job at the Fred Hutchinson Cancer Research Center, and Nicole Urban hired me and she’s a health economist.  She’s trained at Harvard.  And she was doing some studies looking at population outcomes of cancer screening.  And one of the studies that she was doing was taking the mammography data that women would fill out, it used to be paper forms and they would somehow get automated, and linking that data to the SEER cancer registry just to find out what was really happening with mammography.  How many false negatives there were, what was the real performance of the test, where could we do better, how could we make breast cancer screening more effective?  

And she really grounded me and kind of inspired me.  I mean she inspired me to go on and get my PhD. But so she really sort of inspired me to kind of ask these really large questions about how do we make sure that cancer screening is contributing to population health.  And she was, she came from this mathematical modeling school of thought that David Eddy in the ‘80s sort of pioneered.  And so for anyone who has ever done any kind of decision analysis model, David Eddy, if you don’t know his name, is the, he’s the grandfather of all these, and he did this in lots of different areas including cancer screening.  And he kind of came up with this idea of trying to measure all the different things we can measure including the benefits, the short-term benefits, the long-term benefits, the potential harms, and the costs of all these things along the way.  

And it was interesting because one of the areas that he applied this to was cancer screening, especially lung cancer screening, which was a big topic of discussion, kind of beginning back in the ‘60s using chest x-ray.  And it’s a pretty interesting story.  So lung cancer screening with chest x-ray had been thought to be this great and wonderful thing.  And there were many, there were seven sort of smaller studies.  This one here on the slide is the Mayo Lung Project, and this sort of tells this kind of general story.  So the imaging with chest x-rays were finding lots of cancers.  So finding lots of cancers, some of them were early cancers, looks like it’s very beneficial.  We can find those early cancers; we can treat them. And so there was a lot of enthusiasm for doing this. And they would, with these studies they’d sort of look and see what would happen over time.  And almost every single study had this sort of pattern, so although they were finding lots of additional cancers, lots of early stage cancers, there were actually no changes in the mortality rate.  So the number of cancer deaths among both arms were right on top of each other.  

So it was a huge conundrum.  There was a lot of talk about how can this be, we’re finding all these cancers early.  We are treating them.  Why are we not seeing a difference in deaths?  And so this played out a little bit, too, and this is one of David Eddy’s sort of seminal papers on doing this decision modeling work where he kind of looked at all the benefits and the harms.  And you see in the bottom the very last sentence, this is a kind of a commentary for providers.  It talks about how you might want to order this test for your patients, but make sure that you tell them that right now we have no evidence that this going to change their risk of dying. 

But one of the things that he did highlight along the way is this potential for a decreased motivation to stop smoking. And so this concept of looking at population outcomes in cancer screening kind of originated a little bit with him. And in this lung cancer setting thinking about what are some of the potential issues with, if we do roll out these large cancer screening interventions.  And this has continued on in colon cancer.  There is some thought about how colon cancer screening might lead to people having poor diet or not needing to exercise or feeling like that’s a potential down side of cancer screening.  But I do want to sort of attribute this to David Eddy and this whole idea that we really need to understand, especially when we’re talking about lung cancer screening, how it is in changing or influencing motivation about cessation.  

So meanwhile, many years went by and we moved on from chest x-rays to chest CTs.  And so here is a picture of the much more detailed and kind of improved diagnostic capability of CT.  And so, again, so we started to repeat all the work that was going on and screening with chest x-rays, but in starting and ordering lots of chest CTs, a lot of one-armed studies finding lots of early stage cancers.  It looked like it was very, very successful in finding those cancers and hopefully leading to a mortality difference.  And it was a little bit controversial and there is a lot of controversy behind these earlier studies.  And so the national lung screening trial was, decided to roll this out.  And this an enormous study, amazingly well done.  It’s one of the paradigms for how you would do a large population study.  

So, one of the things that was very interesting about this study is that it involved over 53,000 individuals.  They were all at high risk for smoking or because of their smoking history they were all at high risk for lung cancer.  They could have been former smokers or current smokers, and they were between the age of 55 and 74.  All those criteria were based on trying to power this study so that they could get the study done with a large number of lung cancers and lung cancer deaths in this short amount of time. Of course those inclusion criteria have now become the basis for our screening recommendations.  But they were kind of decided to use, they were developed mostly just to figure out how to get this trial done as quickly as possible.  

And one of the things that should be noted about this trial is that this was the first cancer screening trial that was stopped early.  So in 2011 the Data Safety Monitoring Committee concluded that the difference, the relative difference between the two arms, it was here chest CT, and the control group was chest x-ray, was highly statistically significant.  And so I think there were a lot of people who were anticipating that these trial findings were going to be just like all the previous trial findings of chest x-ray and that we would have seen all the early diagnoses, but we wouldn’t see any mortality difference. But there was a very, very clear mortality difference.  The trial was stopped early, and all the patients who were on the control arm were now offered chest CT.  

So thinking about this a little bit is trying to understand sort of the motivation here for integrating smoking cessation. So now the NLST trial results come out, and it was a very, very significant, statistically finding.  But thinking about what does this mean in terms of population outcomes and how we are, what are we going to do with this screening trial result.  So it’s going back to David Eddy’s issue here, we know that smoking cessation is a huge component of lung cancer screening, or a huge component of lung cancer mortality and trying to figure out what we need to do about this. 

And so here on this slide I’ve sort of laid out some of the motivation for why figuring out and thinking about smoking cessation is important.  So in the NLST trial if, despite the 20% relative mortality reduction between screening, the absolute mortality reduction is not all that big.  So out of a 1,000 people that are screened, three lung cancer deaths were avoided in NLST.  And they were avoided, you know, early, about six and half years.  It doesn’t mean they’re never going to die of lung cancer.  It’s just that the relative difference was about three out of a thousand people. 

When you extrapolate that over the, a patient’s entire life, the average gain of someone who would participate in lung cancer screening based on the NLST data is about a few weeks.  So about .3 years of life are gained. This is among anyone who would decide to get a screening test.  And the cost effectiveness of this is quite uncertain.  There is a nice review of 13 cost studies that was done by Raymakers, and it basically concluded that right now we do not have the information we need to understand what the cost implication of this is.  And this is based on the rolling out and identifying the different cancer, different populations who are at risk for screening, and all of the issues related to following up findings that are being identified by screening.  And I think we’ll talk about this a little bit.  The VA demonstration project really kind of highlights this, that there’s a lot of uncertainty about what the positivity rate is and how the findings are going to be managed. 

In the NLST, the cost effectiveness was about $80,000 per quality-adjusted life years saved.  But the uncertainty about how much this is going to cost in the real world is quite large right now.  And in contrast, we know smoking cessation is really cost effective.  Mostly its cost saving. And then kind of put this into perspective so if we could take a thousand of those people who are participating in lung cancer screening who are current smokers and get them all to quit, which is a high bar, but if we could get them all to quit even though that they’re kind of an older population, we would anticipate that over that same time period about 56 deaths would be avoided. And if you look at the lifetime gains for everyone who quits, so an individual who quits smoking, they’re going to gain, even if they are over age 55, they’re going to gain on average four years of additional life, so the life expectance.  

So it’s a no-brainer in some ways that the benefits of smoking cessation are so large that we need to incorporate this into lung cancer screening and figure out how to make sure that when we are targeting all these smokers that smoking cessation is being addressed. 

Okay, so I have an audience participation question for you guys.  Hopefully you’re not asleep yet.  And this is a little bit related to some of the data that we’re collecting in our pilot intervention.  So Molly, do you take over now and…

Molly:  Yep, there is the slide for our attendees, so we’d like to get an idea for people over age 55 who are current smokers, which is more likely to prevent the most deaths?  Lung cancer screen will prevent more deaths, quitting smoking will prevent more deaths, they’re equally effective, or not sure.  And it looks like we’ve had about half of our audience vote, but responses are still coming in, so we’ll give people a few more seconds.

Dr. Steven Zeliadt:  Now you guys are going to be compared towards the end to some Veterans who answered those same questions.  So let’s see how well you guys do. 

Molly:  Excellent.  Well, it looks like we can go ahead and close it out.  There is a very clear trend.  We are looking at 3% say lung cancer screening will prevent more deaths, 91% quitting smoking will prevent more deaths, 5% say they’re equally effective, and 2% say not sure.  So thank you to those respondents, and we will switch it back to your slides. 

Dr. Steven Zeliadt:  Okay, and then there is going to be another one right away.  But the answer is that, by far, quitting smoking will prevent more deaths, even among these older age groups.  So it’s about 20 times more deaths will be prevented by quitting smoking.  And that’s because it’s not just lung cancer deaths, it’s also death due to stroke, heart disease, and all the other diseases that are associated with tobacco smoking.  This is one of these things that is sort of important for us to really clarify with patients participating in lung cancer screening and really understanding the issues related to the effectiveness of screening relative to the effectiveness of smoking or quitting smoking.  And making sure that, and as we’ll see that, that quitting smoking is not really, that screening is not a substitute for quitting smoking or doesn’t, it’s not even close in terms of its effectiveness.  

Okay, and so the second flag here is that, since you guys are now all awake and ready to click, I just wanted to kind of find out who is attending and kind of talking a little bit about how we’re going to kind of go forward with focusing the results of the data that we have.  So Molly, do you want to take over again?

Molly:  Yes.  So who is listening to the presentation today?  Please check all that apply.  Are you a provider for lung cancer screening and cessation focus?  A provider for no specialized focus on LCS or smoking cessation, a researcher for lung cancer screening and cessation focus, researcher with no focus on LCS or smoking cessation, or other.  You’re just here because you’re curious about the topic.  And again, you can select all that apply.  And we’ve had about 70% of our audience vote, so we’ll give people just a few more seconds. 

Dr. Zeliadt:  Hopefully there’s quite a few of check all that apply, so providers and researchers. 

Molly:  Alright.  We can go ahead and close that out now and share those results.  So it looks like 20% are providers for lung cancer screening and cessation focus, 14% provider with no specialized focus on those areas, 35% are researchers for lung cancer screening cessation focus, 28% researcher but with no focus on those topics, and 18% are here for other reason or just curious about the topic.  So thank you.  And go ahead and close that out.

Dr. Zeliadt:  How interesting.  Very, very diverse audience, so okay.  Well, hopefully, everyone who is attending will kind of get something out of this and kind of learn a little bit more than they knew at the beginning of the hour.  So, okay, so we learned that lung cancer screening is effective at preventing deaths in August of 2011, and now we are here in 2017 and it’s been an interesting road in terms of the implementation and launching of lung cancer screening in the clinic.  So there’s a couple milestones here I just want to point out, and this paper was done in the context of the VA demonstration project.  For you those of you guys who aren’t very aware of that, please go check out one of Kinsinger’s papers on this. There is one that just came out that really summarizes the experience of that project very nicely.  But in short, this was a project that was sort of launched right after, soon after the trial before any of professional society recommendations really came out to recommend that lung cancer screening was going to be a strong recommendation, but understanding that the writing is on the wall and the VA is going to need to understand a little bit of the issues with implementing lung cancer screening.  

And so eight project sites were selected to try and roll out the provider reminders, design the provider reminders and the systems that were going to need to be in place to figure out how to offer lung cancer screening.  Along the way, there was a somewhat contentious B recommendation from the US Preventive Services Task Force recommending lung cancer screening.  Of course that recommendation did come with a strong recommendation to encourage smoking cessation.  There was an initial recommendation by CMS to not cover lung cancer screening, and there was a panel convened to talk about the challenges of that.  The panel sort of voted that there’s a lot of uncertainty, especially for the older age population, about the benefits relative to the harms. 

But that panel’s decision was not binding, and the CMS decided to cover lung cancer screening, although it was a pretty interesting recommendation because it’s coverage with evidence development and so for providers to get reimbursed for lung cancer screening they have to do more than just submit a claim for the procedure.  They have to submit it to a registry; they have to make sure they’re doing a lot of conditions along with it, one of which is to offer smoking cessation to patients who are current smokers. And so it’s going on, the billing code for that was launched in early 2016.  And we are watching a relatively slow rollout.  There’s a few papers about that that are coming out, slow rollout of lung cancer screening in the community.  

[bookmark: _GoBack]In the VA, the demonstration project ended.  The paper, again, down there, the JAMA Internal Medicine 2017 paper kind of really talks about that.  And right now VA policy around screening is basically at the discretion of local medical directors, and there are some VA centers who are doing a lot screening and there are some who are making it available but it’s not a big push and there’s not that many screening tests being ordered. 

And so here’s a slide just kind of highlighting that the guidelines came out and they all uniformly said we should do smoking cessation. Of course, like most of these guidelines, they say we don’t, talk to your doctor about it.  So it wasn’t a strong, there wasn’t strong information about how to go about doing it or how it should be incorporated into deliveries of screening.  

And there’s been some work in this area and there’s a couple of review papers.  [Inaudible 22:57] has a nice review paper that sort of talks about what we don’t know about the integration of smoking cessation in lung cancer screening.  What we do know is that there are enormous logistical challenges, one of which is time.  So there is no time to counsel patients about lung cancer screening to begin with, but very little time to then talk about smoking cessation and how smoking cessation fits into that as well.  And we don’t really have very great care models. We don’t know from existing treatment plans or existing approaches to talking to patients about smoking cessation. Which ones should we kind of adapt to the lung cancer screening situation?  

It’s notable that even in the NLST trial, that was a $250 million trial that was all done at academic medical centers where there was a lot of support for the providers who were talking to patients about lung cancer screening, but only about 10% actually offered the full five A's of smoking cessation, including treatment support and medication support.  So that is a big red flag that even in a very well resourced environment and in a screening or in a research environment that we’re still not able to really do a lot of support for smoking cessation.  

There’s a recent survey that came out by Jamie Ostroff, and this is 97 clinics that are actively, these are lung cancer screening clinics and the community clinics that are focused specifically on lung cancer screening, and they are, and she asked them about what they're doing about smoking cessation.  And only about 57% indicated they actually do routinely counsel, even though this is required for a Medicare reimbursement.  And only about 37% indicated they actually routinely recommend medications and help patients with treatment planning. 

Of note, the National Cancer Institute recently has funded six trials to try and understand how to integrate smoking cessation, and our trial, even though we’re not funded by NCI, we’re funded by the VA, is one of two externally funded trials that are collaborating in this work.  So it’s called the scale collaboration, and we are pooling measures and understanding how to integrate this.  Now, most of these trials are being done in, again, pretty high resourced academic settings where patients are being recruited for very specific lung cancer screening interventions.  A couple trials are very pragmatic, you know, working with this, community providers and primary care providers to figure out how to do it, and ours is one of those very pragmatic trials which we are going to talk about a little toward the end. 

Okay, so I thought I’d just put this slide in here to kind of talk a little bit about in the demonstration project and in the context of the current paper what was done about smoking cessation in the demonstration project.  And so there was a lot of talk about what should be done, and it was really hard to try and figure out, you know, what would be the top down approach to sort of recommending, you know, every, all  of the eight screening sites, how they would deliver smoking cessation.  And so no uniform approach was determined, but there was a lot of enthusiasm and a lot of consistency in trying to make sure all the materials that our patients were getting were highlighted with the VA Quit Line and to try and connect patients in the screening project or in the demonstration project with the VA Quit Line as much as possible.  And this is an example of one of the education materials that patients were getting at the beginning.  There were materials that patients would be getting when they reviewed their screen results that had similar messaging about the VA Quit Line, and providers were encouraged to include in the results letters and the telephone calls to patients about, the information about the VA Quit Line. 

Now, many of the different sites had other alternative, you know, activities for smoking cessation, including, you know, group counseling sessions and trying to connect patients with those and so that was all encouraged, but none of it was very standardized in the demonstration project.  

So I wanted, for those of you who don’t know about the demonstration project I just wanted to kind of highlight this one thing.  There is, this is an example of one of the provider reminders that were developed to try and find patients who are current smokers who might be eligible, and then this sort of pop-up would appear for primary care providers, and they could confirm that the patient is a candidate for lung cancer screening, providing those materials, make sure they had links to those to get those materials to the patient, and then they could make the referral to lung cancer screening or they could close out this reminder by indicating that the patient is not interested after counseling with them and the reminder would go away for I think for a year.  

And the, each of the eight sites received funding to get a coordinator to help roll out lung cancer screening, and the coordinators played very different roles across the different sites.  And I think this is a little bit of the paradigm for how lung cancer screening is being rolled out in the VA.  So in the top box we have the provider kind of doing all of the work here where they're talking to the patient about the pros and cons of lung cancer screening, hopefully talking about smoking cessation, and then making the direct referral to radiology.  And then the patient gets their screening results; usually that same provider would be responsible for mailing them out.  In the bottom box we have the provider seeing that reminder, talking to the patient about lung cancer screening a little bit but then making a referral to a coordinator.  The coordinator would potentially call the patient or schedule a clinic visit with the patient, talk to the patient more about lung cancer screening, potentially talk to them about smoking cessation, coordinate the referral, and then they might be involved in reporting the results back to the patient. 

So there are various roles of the coordinators and this is, this has some implications for the study findings for the qualitative study that we are going to be talking about, but there is no, necessarily absolute way that this should be happening.  And the roles of the coordinators, kind of in the demonstration project and after the demonstration project are very various, and figuring out how the coordinators should be delivering lung cancer or smoking cessation messages while they're talking about lung cancer is definitely one of the things that we are trying to understand.  

So as the demonstration project was being launched, there are lots of different questions related to smoking cessation.  So one of which is now that we are outside of the trial setting, can we use this as a teachable moment?  Is this an opportunity to aggressively intervene with patients about smoking cessation?  And if so, what are the words, what are the messages, what is the information that we should be conveying to patients?  And as we were, as the demonstration project was being launched, there was a funding opportunity from the CDC.  There was a special interest project that was focused on understanding smoking cessation in the context of lung cancer screening.  Our University of Washington site is a prevention resource, research center, so we were eligible to apply for that funding and we received it to study specifically Veterans, so it’s a very interesting opportunity to use CDC funding to study Veterans.  But it was a very valuable piece of work for both the CDC, and I think generally outside of the VA as well as understanding in the VA.  And it was sort of, the timing was very unique because the VA was one of the very first sites across the country to be sort of launching a primary care-based lung cancer screening program.  

So before we talk about the qualitative paper I just wanted to kind of talk to you guys a little bit about what do we know about the effect of lung cancer screening on smoking cessation, and the answer is actually very little. There have been a few small trials in Europe, and they looked at smoking cessation rates, and this was, at the time, the only two trials that were available were the NELSON trial and the Danish trial.  The NLST was completed in 2011, didn’t look at their smoking cessation data until 2014.  But what we see is that in the NELSON trial there was a potential red flag suggesting that patients who were in the control group were more likely to quit than patients in the screening group.  Now, this result is a little bit challenging to interpret because the response rate in the control group was much lower than in the screening group, and so all the non-responders were treated as continued smokers, and so that might be why the smoking rate was higher in the control group.  And so if you look at the intent to treat analysis, the P value is no longer significant.  

In the Danish trial, there was absolutely no difference between people in the control group and the screening group as well as in the NLST trial.  So interestingly in the NLST trial, the smoking cessation rates were quite high, kind of higher than would be anticipated in general population of patients over age 55.  And it sort of highlights the participation factor in the screening trial where the patients or the participants were recruited to be involved in the trial. They’re more highly educated and kind of more interested in general in research and in these kinds of activities.  

And I also wanted to highlight some data that’s from that very early male lung project in smoking cessation, or chest x-ray screening.  And so they looked at their smoking cessation data and they found that a lot of patients quit over time.  But what they did notice is that patients in this screening arm smoked on average fairly, two cigarettes a day more than patients in the control group even though the quit rates were basically the same.  And there is some indication from that trial that screening might be seen as a license to smoke.  So that is a little bit of the data that we have that’s available.  More data is starting to come out a little bit.  But keep in mind that these are all trial settings and patients or participants in the trial, they’re not being told that lung cancer screening is life saving and that we know that it is, has the ability to reduce mortality.   So I think it's a very different paradigm when you start to tell patients that we're offering you a screen test that can save lives than when you’re participating in a trial and you’re  telling the patients through informed consent that we don’t know if this is life saving or not.  So there is a little bit of a difference there, and our qualitative study was really designed to try and understand this issue of now that this is being offered in the real world, how are patients perceiving that offer, and what does it mean to them about their, about smoking. 

And so this is a paper that we're, the reason that we’re here today.  And if you guys haven’t read it, I think it’s great.  It was really fun to write, also very hard to write.  Qualitative studies are interesting challenges when it comes to writing them because, you know, quantitative studies are great, you have your tables, you have your P values, you have your variables, you summarize what was significant, what wasn’t significant.  But here you get to mull over the data over and over and over again and talk about it with all your colleagues and try and understand what’s going on and then tell the story that is emerging from the data.  So it’s a very interesting process and anyone who has written a qualitative paper can tell you that it is really hard to get the paper out the door.  But we did get the paper out the door, and it was, there was a lot of thought going into really trying to take advantage of the rich data collection that happened.  

One of the highlights of my career so far is that I got attached to Jane Brody who is one of my heroes.  She is a reporter for the New York Times, and this was highlighted in the New York Times.  She was incredibly interested in this story in part because her husband, as many of you might know, actually died of lung cancer, and so smoking cessation is a big passion of hers.  And so it was wonderful to have the opportunity to talk her about it.  And that graphic is from the New York Times story.  

So, I’ll briefly talk to you guys about the study and I want kind of hurry up here so we can have a little bit of time for questions.  So we tried to approach patients before they got their, you know, right after they were identified for screening but before they got their screening results, and then talk to them again after they reviewed their screening results just to understand, you know, how did things change over time in terms of their understanding and interpretation of what screening means for them in terms of smoking cessation.  And we tried as hard as we could to over-sample women and non-white patients.  And I think here we’ll show you the participation, the recruitment rate.  So we had about a 20% participating rate.  So we sent out a lot of invitation letters and we did a lot of follow-up phone calls, but we didn’t get all that many to participate.  It was a pretty arduous process at this point because we had to have them sign three forms including the HIPAA waiver and the ability to record audio conversation before we could do the interviews.  That’s changed in the VA, but this impeded a little bit of our opportunity to get to the patients before they received their screening results.  So we actually ended up with eight that we interviewed before and got after interviews as well.  Twenty-three, we interviewed 23 only after they got their screening results, and we had six that we interviewed before, but it looks like four of those patients sort of declined screening and two of them actually didn’t actively decline screening but the study ended before they got their screening results.  So we never got to talk to them again.   

So we, one of the great things about this study was that the patients were incredibly willing to talk to us.  So there were a couple of ice breakers in our interview guide about, tell us about lung cancer screening, and every single Veteran in this study sort of started talking about smoking, and they knew they were being screened and offered screening because of their smoking history.  And before we even prompted them about smoking, they had lots of stories to tell us, and it allowed our interviewer to use lots of probes to kind of dive into their stories about smoking cessation, and how it's, how they had tried to quit in the past and what they were thinking about doing now and how screening kind of was influencing their world view and their viewpoints about smoking.  

So here were the participant characteristics.  So even despite our attempts to over-sample women, we only ended up with 4 women which was 11%.  And I do what to point out that in contrast to the NLST population, as expected the VA population is a lot less educated and has a lot more, had a lot more long-term smoking history.  So the average pack-year history among the participants was 49 years.  Some of them had many, many, many years.  And we also point out here that quite a few of the patients, about 30% of the patients, were told that they had something that was found in their CT that was related to lung cancer screening and it’s come back early for follow-up visit, and about 40% were told that there was something that was a non-pulmonary finding, maybe it was a chronic ossification or some sort of finding that was noted and reported back to them so that they heard that something was found on their CT even though it wasn’t related to lung cancer. 

So I would really encourage you guys to sort of read the paper.  We spent a lot of time trying to pick some of the great quotes and sort of interpret what’s going on.  One of the questions and one of the ideas behind lung cancer screening is using it as a teachable moment to encourage smoking cessation.  And I think this is definitely possible as lung cancer screening is very emotionally stimulating for a lot of the patients.  So there is a lot of reflection about what does it mean to have smoked for this, my entire life, and so this opportunity from when patients are starting to think about their upcoming test, there is a lot opportunities to talk to patients and engage with them about lung cancer and smoking and their smoking history. 

So this is, these are a couple of the quotes that just sort of, like highlights this.  There’s a lot of, and this is not unique to lung cancer screening, it’s kind of unique to screening in general that there’s a lot enthusiasm about the value and the benefits of early detection.  And so almost every single Veteran we talked to said that it was great, that there was something wonderful that would happen because of their participation in lung cancer screening, that they could figure out what was done, what kind of damage they had done to their lungs or that they, somehow they were definitely going to benefit from participating in lung cancer screening. 

And as expected, we did see this issue that patients who received a negative result definitely felt, some of them definitely felt like it meant that they were one of the lucky ones, that their smoking history meant that it hadn’t caused them harm, and that it definitely seemed to play a big role and sort of motivation to quit smoking.  They didn’t come out and say now I’m never going to quit smoking, they almost did.  Almost like, there were a couple of quotes in the paper that talk about like, well, I guess I don’t have to quit smoking now, which is a little bit troublesome.  So not all the patients that had negative results said this, but this is a really strong finding.  And so trying to figure out how to focus things away from lung cancer and talk about stroke and other risks associated with smoking is definitely an important part of moving forward.  And this was definitely important to highlight that patients who had previous heart attacks, who had previous COPD, or who had an MI, who were being worked up for findings related to non-lung cancer activities because of their CT were reporting things about how happy it was that their test was negative in terms of lung cancer and that it was evidence that their smoking has not caused them damage.  

One of the findings that has, I've talked to many people in the field about this and that that is a little bit surprising and it might be unique to the study was that patients were really positive about the protection the screening could offer, and they were very positive about how finding nodules meant that screening had worked for them, that it meant that screening was now, had found their cancer early and found their cancer so early that they, you know, didn’t need to treat it yet but that meant that their life had been saved and that when it comes time to treat that cancer they’re going, their providers are going to tell them that’s what they're supposed to do.  And so this was not anticipated, and it was a very interesting finding that quite a few of the patients that had a nodule sort of repeated to us.  And so I think that this is really important in moving forward in counseling patients. 

And one of the big focuses of our intervention kind of moving forward is that lung cancer screening really seems to tell patients and convince them that they don’t have to take control any more.  That there is this external screening test, there’s something else that can happen, that their, the issues with their harm related to smoking is now something that can be taken care of by the healthcare system.  And quite of few of these patients sort of focused on how participating in repeat screening is what their plan is for the future and that that’s what they're focusing on.  

So this one of the kind of interesting quotes here about this guy who had a nodule, he’s coming back in three months, he’s thinking a lot about quitting, and then the interviewer keeps probing, and he kind of convinces her that well, you know, I don’t really have to do anything about it.  The nodules are small, I’m going to just let the tests, I’m going to let my providers tell me what to do, it’s all about following up these tests, following up these nodules.  My life has been saved now.  

So okay, so these are some of the key thoughts here about what’s going on, and I really want to get to the screening trial results, or the pilot trial results.  So there’s a lot of challenges to figuring out how we’re going to go forward and talk to patients about smoking cessation in this context, so very, very nuanced issues about understanding risks, clarifying risks, taking advantage of this sort of emotional opportunity.  

One of the big conclusions that we put in the paper was that there was a lot focus especially during the demonstration project on technical aspects of screening, so we wanted to report to them their nodule size, explain to them the difference between a 4-mm nodule and a 6-mm nodule, and I think that our recommendation is to move away from sort of technical language and really focus on the emotional issues related to smoking.  And also this issue that a lot of these patients in this population are very, very long-term smokers, heavily addicted to nicotine.  And so taking this desire to have the system, or the healthcare help them and move that into connecting them with and are key and other pharmacotherapy to really, really kind of help, kind of continue this idea that they can move outside of the study or outside of themselves and they can get help from the system.  

So taking, kind of building on this and the intervention that we developed, and I really want to do a call-out to two clinical psychologists that I work with.  One is Jaimee Hefner who is based at Fred Hutchinson, which is where the VA Quit Line is contracted, so it's the national VA Quit Line is all, all the counselors are based here in Seattle, and they are operated down at the Fred Hutchinson Cancer Research Institute.  And Jaimee Hefner is able to help standardize and talk to these counselors about what they should be saying to patients.  And so this is one great opportunity that we have.  And then in the VA, because of the limited clinical time, trying to figure out how to ensure that we find opportunities outside of the clinic I think is incredibly important. 

And I also want to do a shout out to Paul Krebs who is New York Harbor VA, which is one of the demonstration project sites.  He’s a smoking cessation researcher.  And just making sure that all of this work is incredibly pragmatic so that it actually responds to the needs of Veterans and makes the intervention session, you know, address what they really need is really important.  

So we took a lot of the findings from this qualitative interview and put them into a motivational interviewing or risk counseling and education.  There's definitely a lot of education component so that telephone counselors can deliver this.  And in the pilot study, this is the conceptual model, skip over that.  So in the pilot study we tried to figure how to do this using an external approach.  So there were four sites, and we found patients who are current smokers who are participating in lung cancer screening, and we tried call them again before and after they were notified of their screening results and simulate what would happen if a VA Quit Line counselor was contacting them.  So this is somebody who’s proactively calling them, who is not part of their care team, to see if they would respond and to see if patients were interested in participating in this and to see if we could connect them with additional cessation intervention activities including the VA Quit Line directly or if we could get them to participate in smoking cessation groups or some other resources that the VA offered. 

So this was a very small study, so we did include a control group, although we didn’t randomize the control group, so it was a convenient sample of control patients who weren’t, who were just participating in lung cancer screening regularly.  And we did a telephone survey about four weeks after the intervention or four weeks after screening for the control patients to talk to them about what their smoking cessation activities had been. 

So here is the study population.  So we had 27 patients who we were able to deliver the intervention to, and we had 56 patients in the control group.  About 7% were female.  Kind of, it's just like you would expect, the average health was a little bit lower than the general population, and literacy was also, there were some challenges with medical literacy.  So the study was quite positive.  Our goal was really to get patients connected with cessation activities, and so we had a four-fold effect.  So we were able to connect 44% of the intervention subjects with some kind of cessation activity, and then the usual care group about 11% indicated that they were using or had been connected with some type of behavioral support program.   

The cessation rates, so we asked them about seven-day abstinence.  It was not biochemically confirmed, so it’s just self reported.  But we had a 19% proportional for reporting that they were, they had been smoke free for seven days.  So in the control group there were also some patients who also reported that they had quit smoking.  So it was 19% versus about 7%.  And we looked at some other motivational factors, and they were all quite promising.  

We also looked at patient acceptability and their enthusiasm for the intervention and being called by somebody who was not their care provider, and they were quite happy with it.  It seems like patients who are getting their screening results sort of want to talk to them, talk to somebody about them, whether it is their own provider or somebody who’s kind of willing to listen to them.  And it’s a great opportunity to sort of embed some education and some information about smoking cessation along the way.  

And then I'm going to kind of wrap up here pretty quickly.  So we asked them some knowledge questions along the way.  We were sort of hoping that the educational intervention that the counselors were able to provide would kind of avoid some of the misperceptions that many of these patients have, and you see at the bottom here was the question about the knowledge about smoking versus lung cancer screening.  And in the intervention group, 63% sort of indicated that quitting smoking was going to save the most deaths, so not quite as well as you guys did.  And then in the control group, it was less than half sort of indicated that smoking was the best way of avoiding deaths.  So I think there's a lot work to do in terms of dissolving or addressing some misperceptions about how, about smoking cessation and lung cancer screening and to make sure that patients get their results and don’t kind of read a lot into them about what it means about their health.  

So it's called, this is sort of reflections instead of conclusions because it’s, again, just a pilot study.  So here, this is sort of very related to another high-intensity intervention that has just been published by Kate Taylor in Georgetown where they did a telephone outreach program and they saw similar quit rates that we saw in this.  And I think it’s very promising that the patients are very receptive to receiving these telephone calls.  

And so this is the next steps.  We have been funded and are in the IRB process to start this proactive, pragmatic trial.  So we are working with the New York Harbor VA and the Providence VA to try and randomize patients between structured and unstructured care.  And so in structured care, patients will get our tailored results letter that kind of highlights that they really need to quit smoking, what their continued risk is, and this results letter is going to say that somebody from the VA Quit Line is calling them.  And then the VA Quit Line will be trained to give, to reach out to all these patients and give them two proactive calls, and then hopefully, which are addressing their lung cancer screening results and their risks, and then sort of connect them with their standard five call quit protocol.  And in addition, all the patients in the structured care are going to be mailed a starter pack of NRT and that tailored results letter is going to say it’s really time to quit smoking.  We’re so serious that it’s time to quit smoking, we’re extending you some medications.  

So this trial is going to focus on both patient outcomes and resource utilization.  After all, I am a health economist, and so trying to figure out if this makes sense for the VA to do, to invest these resources into smoking cessation.  

Okay, so not a lot of time, but hopefully you guys have some questions and we can kind of maybe address some things that came up if you guys have any questions.  And I want to thank everyone who helped along the way, including a great team of investigators and staff here, especially like George Thayer who helped develop the interview guide and train the interviewers, and Carol Simons who did the interviews for this study and really got the Veterans to talk a lot about what was going on with them about smoking cessation.  

Okay, and this is my contact information, and I’d be happy to talk to you guys.  Email me with any further thoughts about how to integrate smoking cessation into lung cancer screening.  I would love to talk to you about them.

Moderator:  Doctor Zeliadt, my name is [inaudible 55:57].  I’m taking over for Molly.  We do have one question and one comment.  Its 2:59.  Are you okay with staying a few extra minutes?

Dr. Steven Zeliadt:  Sure.

Moderator:  Okay, so the first question is would there be a benefit to screen Veterans past 15 years after smoking cessation, especially in Veterans with Agent Orange, depleted uranium, or burn pit exposure?

Dr. Zeliadt:  Well, we do have some data from the NLST trial about what is the benefit of screening patients who've quit, you know, former smokers who quit in, you know, up to 15 years.  They weren’t eligible if they had quit more than 15 years prior to that.  And in that group of former smokers in the NSLT, there very few relative differences in lung cancer deaths.  And in part that’s just because the lung cancer risk among former smokers is much, much lower than it is among current and heavier smokers.  And so the value of lung cancer screening really depends on the chances that you will develop lung cancer, especially a bad cancer over your lifetime.  And because those rates are pretty low in the former smokers, there was not a lot of value, a lot of benefit to that.  And so the subgroup analyses that focused on the former smokers really highlight that there is not going to be a lot of opportunity to save lives just because there are not as many lung cancer deaths that are going to be occurring in that population.  While those patients are still going to be subjected to some of the harms, so there might be, there are still the rates of false positives were kind of equally high in the former smoker  group, and so the chances that they would be subjected to some of the harms are not that much lower than the former, or the current smoking  population.  So the, and this is a little bit, while some of the cost studies are having a hard time figuring out what the cost of screening is, is that programs in different places are screening a whole range of patients, and the ones that are screening patients that have really high risks, they are at the higher end, sort of like our study with 50 pack years of smoking history or 60 pack years of smoking history, the opportunity of intervention seems to be, there are just more lives that are being saved.  So I hope that answers your question a little bit. 

Moderator:  Thank you, sir.  This one is a comment.  I’m so glad someone forwarded this webinar to me.  I’m an NP and coordinator of LCS from one of the eight original VA pilot sites.  We have screened almost 1300 Vets and have diagnosed 38 lung cancers.  Thanks for the info. 

Dr. Zeliadt:  Great, great.  So I think saving lives through lung cancer screening and helping those patients quit smoking is wonderful opportunity.  So it’s definitely interesting that this, that we have this opportunity to do this, and, you know, figuring out how to integrate smoking cessation along the way is really important. 

Moderator:  Thank you, Dr. Zeliadt.  That’s all we have for questions and comments.  I think you made your closing statement already, but I want to give you a chance to wrap up, and you, too, Dr. Tomoyasu if you have anything left to say.

Dr. Naomi Tomoyasu:  I don’t think so.  I have thoroughly enjoyed this presentation.  And I also want to thank Dr. Steven Zeliadt again for this great presentation.  I’m certain that you will get lots of questions.

Dr. Steven Zeliadt:  Yeah, I look forward to all the emails that you guys want to send to me.  And if you haven’t read the paper, there is a lot of really interesting quotes from Veterans in there about this, and hopefully it inspires everyone who is talking to them about smoking cessation how to do it better.  And if anyone wants our treatment manual that we have developed for the pilot intervention and we are using to train the VA Quit Line counselors, I’d be happy to send that as well.  It’s a little bit of a work in progress at the moment, but we can send you some information. 

[END OF AUDIO]

