
CDA011122

Moderator:	…. And turn things over to our main presenter, Dr. Gass. Julie, can I turn things over to you?

Julie Gass:	Yes absolutely. Can you hear me okay?

Moderator:	Sure can, and we can see your slides just fine. 

Julie Gass:	Great.

Moderator:	Yes, ma'am.

Julie Gass:	Well, thank you, everyone, and good afternoon or good morning depending on where you're at. And I I want to thank everybody for coming to my presentation today where I'll be presenting on my CDA research, which is called Developing a PACT-Delivered Integrated Treatment for Veterans with Cardiovascular Conditions and Smoking or Risky Drinking.

	And I'll be presenting today with the primary mentor on my CDA, Dr. Jennifer Funderburk. And we're both housed at the VA Center for Integrated Healthcare.

	So before we get started, just real quick, we don't have any relevant financial disclosures to make. And though we're both funded by VA HSR&D, and employed by the VA, the views, and opinions expressed in this presentation, are ours alone, and don't necessarily represent the views of the U.S. government or the VA.

	So I am, of course, supported by an HSR&D Career Development Award, number 18006. And we all know that research is definitely a team sport, so don't worry, I'm not going to go through every name on this list. But I have a lot of acknowledgments that I just wanted to share here in some different domains. 

	First, I do want to call out the two other mentors on my CDA, Dr. Stephen Maisto and David Edelman, who have been just instrumental at helping me get where I'm at, along with my other CIH researchers, and collaborators, my PACT team collaborators listed here, my other interventionists on this study, and the entire CIH service lab research staff. 

	Everyone has been absolutely instrumental to getting me where I'm at, and I I appreciate everyone so much for this. So what are we going to be doing today? The first two learning objectives for this presentation are as follows: So first, to understand the critical gap that I think and my research thinks that PACT and PCMHI can fill in moving Veterans toward greater readiness to change their risky drinking or smoking. 

	And along with that, I I hope to make a case for why I think team-delivered care within PACT can greatly benefit this population and and really others as well, but this population. To do that, what you're going to be hearing about is first some background, but then also my CDA project, and the methods, and results of Aims 1 and 2 of my CDA.

	You're also going to hear about some important pilot work that we did in prep for the CDA that really led us to figuring out exactly what the CDA was going to look like. And I do want to note here, so I am not done with my CDA. We have a third AIM that is going to begin in the next couple of months. 

	So this is not one of those presentations where I'm at the end of the CDA looking back only. We're right in the middle of it so I just want to give that disclaimer that you'll be hearing about a work in progress that is very much still in progress.

	Another learning objective that we thought would be an interesting thing to share is helping the audience to see what were some key points during my CDA where pivots had to be made decisions, choices? And understanding how my mentorship team and my primary mentor helped me during those critical changes. 

	So I'm going to be using this symbol, which as I was preparing for this presentation, I learned is the universal symbol for zooming out. So at a couple of different points during my presentation today where I'll be talking about the the minutiae, or the data, or the specific methods of a part of the study, and really getting into the nitty gritty of the study, every now and then I'm going to flash this symbol on the screen. 

	And we're going to zoom out and have a word from my mentor, Dr. Funderburk, about some bigger picture issues, some decision points, some pivots that she helped me make. And we hope that in doing so, we highlight a little bit about, kind of, a complicated process of being a CDA, and having, having to make choices, and changes along the way at the project. So that will happen a couple of times, just look out for this zoom symbol.

	So to achieve these AIMs, I'm first going to talk about some of my background work, and rationale for the current CDA. I'm gonna very briefly touch on AIM 1, the method and findings. Then we'll talk a little bit about AIM 2, the method, the process, also, and the findings. Some quick directions for AIM 3, and some future steps, and then I'll finish up with some lessons learned.

	So just to set up; smoking and hazardous drinking are prevalent among Veterans with CVDs. And by CVDs, what I'm talking about here are cardiovascular diseases, and also cardiovascular risk factors like, like hypertension, or hyperlipidemia. 

	So depending on the geographic region that you're in within VA, it's estimated somewhere between 40 to 60% of PACT patients have a CVD or cardiovascular risk factor. It probably won't be a surprise to many on this call, but substance use such as drinking above recommended limits or smoking tobacco can exacerbate CVDs, and can predict mortality, and morbidity as a result of the CVD. 

	So they predict cardiovascular accidents like stroke or heart attack suggesting that in individuals who are smoking, or drinking too much, those who have a CVD are really a special population in need of some attention when it comes to strategies to help them cut down or quit those behaviors. So with some of my mentors on the study long before my CDA ever came to be, we conducted a couple of pilot studies. 

	So one of those, I talk, I'm talking about here, which was a large data poll of Veterans seen in primary care in my geographic region over a three month period. And what we found in that, so we, what we wanted to do was see in Veterans who have cardiovascular diseases, how many of them are screening positive as being smokers, or hazardous drinkers? 

	And we found that about 30% of them were doing so, so a pretty substantial proportion of people with a known condition that's affected by smoking, and drinking were engaging in smoking, and drinking.

	So what I want to be clear about in this presentation is that the VA has many, many really excellent treatment options for substance use, and for tobacco cessation. However, something that we know is that not all Veterans respond to or are able to utilize current available VA interventions. 

	So I want to, kind of, walk you through this figure I'm showing here that was meant to just, kind of, highlight the disparity between available treatments, and patients readiness to change. So what we know is that there are tons, and tons of treatments available; and you see those in that bottom box of the figure. These are just some of them, by the way, there are many more at VA. 

	And those tend to correspond, or tend to be designed for our Veterans who are ready to make a change to their drinking, smoking, or substance use. So it's for people, or it tends to be for people who are motivated, or ready to change. However, that group of people who use substances, who is motivated, and ready to change is actually, relatively small compared to substance users who are less motivated, or not currently ready to make a change to their behavior. 

	For those people, which is the upper part of that figure in that larger segment of the pyramid, people who are not motivated, or who are not ready for change, there's a, a, fewer treatment options available for them. There's always referral to PCMHI, or a mental health provider. But even that requires that the patient actually follow through with that referral, which for ambivalent or unmotivated substance users might not always happen. 

	So I wanted to note that here, so while we have lots of good substance use treatment options, we might be missing, or there might be a gap for people who are falling into this category of being less motivated or less ready. Now, importantly, in VA PACT, all patients are screened annually for smoking and drinking. And if they screen positive, so if they're engaging in risky drinking, or if they are smoking, that positive screen triggers a brief intervention. 

	What we do know is that brief primary care interventions can be effective, and they're about moderately, but they're modestly effective. So people can and do make changes after receiving this intervention. But of course, not all people who receive this intervention change. 

	We also know that those interventions can sometimes be inconsistently provided. And we don't have a good sense of how well they're always being delivered. So for people who consistently screened positive over years, who were basically showing that the brief primary care based intervention hasn't been working, I'm just arguing that there is a need for another step in care here.

	So what I'm calling about is, like, a transitional step. So for patients who have received the PACT standard screening, and intervention one, two, maybe three, four, or five times, but who have still not changed, might need an additional, higher, slightly higher level of care. 

	Now, they're likely not going to accept a referral for a specialty substance use clinic, though, right, because they're not necessarily highly motivated at this point. So we need something that we can do to possibly move them along the spectrum of change, and get them to a place where they're feeling more ready to change, and go from there. 

	Now, as I was developing or thinking about next steps, and thinking about my CDA plan, myself, and my mentorship team, really, were thinking about primary care as the best landing place for this type of intervention. One of the reasons being is that a majority of Veterans who use the VA use primary care. So we'll just be able to reach the greatest amount of people by keeping such an intervention in primary care. 

And, well, again, changing smoking, and drinking, it can be important for anyone's health, and improving health. For Veterans who already have a comorbid physical condition that's affected by smoking and drinking like a cardiovascular condition, this type of intervention is particularly urgent, and particularly needed.

	So another pilot study that myself, and some of my mentors conducted before my CDA was a survey of Veteran patients in primary care who generally meet this description. So these were folks who either screened positive for smoking or risky drinking a couple years in a row; so they were people who were not improving based on the standard primary care intervention, who also had comorbid health conditions. 

	And we wanted to know some things from them, we wanted to know what do they care about with their health? What are their concerns? How do they feel about their drinking, or smoking, and what are their, what's their motivation to change? And what gets in the way of them changing?

	So I'm going to present a couple of those results here. So the big piece here that, and I put it in big letters because I think it's really important to note, is that 44% of patients in our survey said that they are very concerned about their cardiovascular disease. So that this is a big health priority for them, they are concerned about it. 

	They want to spend time in primary care addressing it. They want to make changes that will help their cardiovascular health. It is something that's on their mind, basically. That same patient population said, overall, they're not very motivated to stop their drinking, or their smoking at this point. 

	And I want to note here, I I'm using the word, just, 'drinking,' but these are people who are above recommended limits. So it's all people who drink above the standard recommended limits.

	Now, what were their reasons for not being very motivated to stop drinking or smoking? So we asked them to list out a couple of reasons for that, and the most common ones were simply if they weren't motivated right now. 

	And they weren't motivated because the behavior is not causing them any problems. Many patients also reported a lack of confidence, so even if they were motivated, they weren't sure that they would be able to do it.

	Now, this kind of, kind of, got us thinking; it's a little bit of a conundrum. So they're concerned about their health problems like their CVDs that are known to be worsened by drinking or smoking. But they're also saying at the same time that their drinking or smoking isn't causing them any problems right now. 

	So what that led us to conclude is that there might be a lack of education around, specifically, how smoking and, or drinking affect their cardiovascular condition that they have. While they might have, sort of, a vague understanding that these behaviors are, quote-unquote, unhealthy, it seemed like they might not realize how those behaviors directly impact conditions that they're already dealing with.

	So just a little bit, many, many researchers, long before me have done work looking at behavior change, and theories of behavior change. And one thing that we know is that behavior change is a process that's affected by intention to change. So people don't just wake up in the morning, typically, and suddenly change, they have, there has to be some amount of intention, or readiness before they make that change. 

	And in meta-analytic work, we see that intention to change as rated on, like, a rating scale can, and does predict actual behavior change. So the model that I used to frame my CDA research is called the Health Action Process Approach model, which is just one model of health behavior change. But they posit these three, these three specific areas that can influence intention to change. 

	The first is task self-efficacy, which is simply a process of understanding the target behavior, understanding the triggers, understanding, and having insight into when, and how a person engages in the behavior, et cetera. And having some amount of confidence that they're aware of the behavior, and have steps to intervene on it. 

	The next two, outcome expectancies, and risk perception, these are two processes that I think of as, sort of, a place to educate patients. So outcome expectancy is, refers to if a patient has a good understanding of what to expect when they make a behavior change, and how it will affect them long-term. And conversely for risk perception, what are the long-term risks of not making the behavior change? 

	Having both of those pieces of education can benefit people by increasing their intention to change. Now, what I want to note about all three of these different pieces is that it's important that it's personal to the patient. Again, that it's not some vague health risk in the future or some vague outcome 50 years from now. 
	
	It's important that it's relevant to the person, their values, what's important to them right then. And that it's for things that they're aware of, and things that they are currently dealing with; like, for example, again, a cardiovascular disease that they are concerned about.

	Now, importantly, interventions can increase intention to change or readiness to change. So for task self-efficacy, we know that interventions that increase awareness of the target behavior, or in this case, substance use through assessment strategies have been gaining a strong evidence base, and so we're calling this self-monitoring. 

	So this is merely the idea that observing a behavior can help someone gain important insights into it that might make them more ready to make a change. And there's a growing evidence base for this. So think about your Apple Watch, your calorie tracker, or whatever it is; but we know that observing behavior of monitoring your behavior can help people increase their task self-efficacy.

	For outcome expectancies and risk perception, again, this is where education comes in. So personalized education on risks, and outcomes by providers can help to increase patient clarity about what to expect, and their individual health risks associated with the behavior.

	So, kind of, thinking about it; I'm going to jump back. But thinking of all of that, together, we started to just think about, and formulate a potential interventions for this population of people who the standard primary care treatment hasn't worked, but who are in desperate need of potential behavior change because of their comorbid cardiovascular condition. 

	As I mentioned earlier, a good landing place for such an intervention would be primary care. And we started to think about, well, who can deliver the intervention? Who should deliver the intervention? 

	And we started to think about the whole primary care team as a potential interventionist here. So as I mentioned before, PACT reached the most Veterans, but as we know, PCPs in general may only be able to spend 15 to 20 minutes with patients. Primary care appointments add the multiple competing demands, a lot of things to address. 

	And importantly from previous work, or previous literature, we saw that primary care providers tend to report lower levels of comfort delivering behavioral, and motivational types of interventions. They're very comfortable talking about health, and health risks, but a little bit less so with these behavioral, and motivational interventions. 

	So we thought this is a really excellent opportunity to use or leverage PCMHI providers who are embedded behavioral health providers in PACT, and would have the opportunity to potentially bring a higher intensity intervention into a PACT setting. Because overall, PCMHI providers, part of their expertise, of course, is delivering behavioral, and motivational interventions. 

	So we thought PCMHI providers would be a really important part of any intervention that we were designing. Importantly, though, we didn't want to lose the PCP in the conversation. So we know that PCPs, and nurses are credible, and trusted sources of personalized medical intervention. Patients report benefiting from, trusting, enjoying the ongoing relationship that they have with their PCP, or their medical team, and we didn't want to lose that. 

	We wanted to, rather, benefit from that ongoing relationship, use the medical expertise of the primary care provider, and also, somehow bring PCMHI into the fold. So we were thinking about how do we do that? How do we pull all of that together? 

	And the answer, we were thinking, could be in something called a conjoint appointment. So a conjoint appointment is an appointment that includes a medical provider, and a non-medical provider like a PCMHI provider who meet with the patient together. And importantly, it's interdisciplinary. It's multifaceted and it's bringing the expertise of two different people into the room with a patient. 

	And what we know is that conjoint appointments can be great for patients with chronic medical conditions that have behavioral components, right, like a CVD, or diabetes, something where behavior plays a big role. Because you can get the behavioral techniques, the motivational techniques, and then the medical expertise all in one quick conjoint appointment.

	These have been researched in new patients, for example, with chronic pain, and mental health diagnoses, and and others. And conjoint appointments on the whole have been shown to improve behavioral health and PCMHI referral acceptance, patient satisfaction, and provider satisfaction. 

	So really importantly, conjoint appointments can essentially increase the odds the patient will actually follow-up with PCMHI, and prevent that concern we see some times where a patient might be referred to a behavioral health provider, but never show up. That the conjoint appointment cuts down on the rates of that happening.

	So useful, we see that they tend to be underutilized; so providers aren't always thinking to use a conjoint appointment. Myself and my mentor group are currently writing up the results of a study that was completed looking at the barriers and facilitators to engaging in conjoint appointments. And we found, kind of, two big primary barriers. 

	The first is that providers said, "I'd really like to use a conjoint appointment. I don't know how to." Or I don't know what I would say versus what the behavioral health provider would say, or vice versa? There is no protocol, there's no method. I don't know how to do it. 

	And they also cited time as an important barrier. So altogether, we started thinking about, "Wouldn't it be great to have a quick and easy protocol for a conjoint appointment that could help address Veterans with a behavioral health condition, or with the behavioral health concern that's affecting their medical health?" 

	In this case, you guys know already that we specifically targeted, just for the purposes of the CDA, cardiovascular disease, and smoking, and drinking. But this same idea could be used for other types of comorbid behavioral and medical conditions. 

	When designing a conjoint appointment, which I'm about to show on the next slide, we definitely wanted to keep this in mind, that time was cited as a barrier, and _____ [00:20:19], and having a protocol would be important. So I wanted to just show a, kind of, sample format and flow of conjoint appointment. As I talk more about my CDA study, keep this in mind because this is generally the format that we will end up using.

	But so essentially, the idea would be that the day of a PACT appointment, the PCP has the typical primary care appointment with their patient. In the last couple of minutes, right when there is only four or five minutes left, they would then alert PCMHI to join virtually, or to join. I put virtually as an option because I'm going to talk later about virtual conjoint appointments as well, but that, this could happen virtually or face to face.

	Then in the first minute of a conjoint appointment, the PCP can introduce PCMHI. PCMHI can use a motivationally interviewing oriented communication strategy to determine why a Veteran's heart health is important to them. Minutes two and three, the PCP could use a handout or other educational tool to discuss the risks, and benefits of smoking, and drinking, and heart health. 

	Now, here, as a communication expert, PCMHI can check for gaps in understanding; see what the patient actually heard from this information, clarify if there's any gaps, or misunderstandings, Minutes four to five, PCMHI can then find out the Veteran's overall impressions of this information. 

	And using an MI-informed approach, again, attempt to develop discrepancy between their long-term health goals that they talked about back in minute one, and this new information that they might have learned about, how smoking, and drinking plays a role in their heart health. 

	The idea being that we really start to develop a discrepancy between the behavior they're engaging in and their long-term goals. Maybe you would ask at this point about readiness or motivation to change, and then the PCMHI provider could quickly summarize the session. The PCP hands off care to PCMHI, and encourages the Veteran to engage, and with with the PCMHI provider. After that, it it transitions care to the PCMHI provider. 

	So at, depending on if availability is is right then, they can meet right then with the Veteran alone to continue motivational interviewing, or to discuss at-home options, or activities, and depending on what makes sense for the patient, scheduling follow-up appointments to check in, et cetera. 

	But this would all be considered follow-up. As you can see, the conjoint appointment component is really just a couple of minutes, and that was important as we designed this.

	So that brings us all to – that was a lot there – but my Career Development Award: So the research aimed to refine, and evaluate an educational, and self-monitoring intervention utilizing a conjoint appointment format, and protocol for Veterans with cardiovascular disease or cardiovascular risk factors who smoke, or drink hazardously, and have not responded to the standard primary care based screening, and brief intervention. 

	The first AIM were qualitative interviews designed to refine the intervention materials, and examine preferences, barriers, and facilitators of different types of stakeholders listed there. 

	AIM 2 was an open trial of the intervention, and this was designed to just evaluate the feasibility, and acceptability of CARE-PACT, get patient experiences, and see where if any, there were problems with the intervention delivery or with our research procedures. We originally had planned to use six Veterans in this phase. 

	And then AIM 3, which I had mentioned, it hasn't started yet as a pilot RCT of 40 Veterans in total.

	So the intervention that we developed in our testing, it is called CARE-PACT, which stands for Cardiovascular disease and substAnce Risk Education delivered by PACT, so CARE-PACT, and has three primary components. 

	So the first should be no surprise, is a brief conjoint appointment in PACT between PCMHI, a PCP, and the patient where handouts are used to facilitate personalized education about either drinking or smoking, depending on what what the patient came in with, and the patient's diagnosis CVD. And this was all designed to used MI-based communication. And then eventually, the patient was handed off to PCMHI. 

	The other, so I focused the most, I just want to say in this presentation, on the conjoint appointment. But the other parts of the intervention included optional use of self-monitoring, a self-monitoring app that Veterans could use for four weeks in their natural setting. 

	And the app asks questions throughout the day about quantity, and frequency of use, cravings, mood, a context of use, and other things; and then two booster calls, follow-up sessions with PCMHI during that time. And this intervention, CARE-PACT is designed to increase readiness to change

	So we're not necessarily thinking that at the end of CARE-PACT, patients will quit smoking or quit drinking. Rather, this is just designed to move them a little closer to wanting to do that, possibly accepting a referral for more intensive treatment, or to start thinking about steps that they can take. 

	Showing on the right side of your screen, that's just one of the handouts that we use. This is the handout that corresponds to outcome expectancies for smokers. And this is some of the information that's shared with participants during CARE-PACT.

	Okay so I'm going to real briefly talk about Study 1a. So Study 1a, were just formative qualitative interviews with stakeholders; so local PACT providers PCMHI providers, and national PCMHI leadership. You see there, the people we spoke to. 

	And these were just brief 30-minute interviews, the interviews were written based on _____ [00:25:48] – on the iPARiHS framework that I think many of us have used with particular attention to _____ [00:25:53] implementation domains of evidence, context, and facilitation function. 

	And the results of A1a were used to improve the CARE-PACT protocol in the following ways. So one is, we made a lot of changes to the handouts more than I can talk about here; but a lot of changes as suggested by our PCPs. 

	And they also asked us to get, to key into specific key points to cue them, which things to share. So the feedback was, "There's a lot of information on these handouts, what are the most important pieces that if we don't have time to hit everything, we want to make sure we hit?"

	We also had, we we increased the PCMHI encounter after the handoff to PCMHI to look more like a typical PCMHI appointment; so including things like a brief functional assessment and a brief screening. We made the conjoint appointment protocol briefer, I think in our first iteration, it was, like, five to seven minutes.

	And we got it down to, as you saw, four to five minutes. And then developing a protocol to easily identify patients, or we thought, easily identify patients.

	So we plan to start AIM 2 in the summer of 2020, but we all know what happened in March of 2020 when the pandemic started. And my intervention, which involved bringing three people into a small medical exam room all together was suddenly not looking so great. 

	Along with that, there were some logistical barriers. So there was a local halt on human subjects research at my site. Our IRB slowed down. And I think right around, or a couple of weeks before the pandemic started, I had submitted my IRB for AIM 2 at my site. 

	All PCMHI and behavioral health appointments had moved to a virtual format, and most PACT appointments had also moved to a virtual format. So CARE-PACT in the way it was initially designed didn't look like it was able to, kind of, start when the pandemic started.

	So we were at a pivot point. Do we wait it out or do we change CARE-PACT, right? Early in the pandemic as I think many of us did, we thought, "Okay things will get normal in a couple of weeks." It will return to normalcy, and we'll just pick up where we left off. Right? 

	How naive we were in thinking that, of course, but in that time, we, kind of, discussed as a team, as a, and my mentor has discussed, "Let's focus on some other stuff." Let's take a pause on the CDA, do some other stuff. So I submitted a small pilot grant looking at a virtual intervention, focused on other things like other papers.

	However, pretty early on, even though we hadn't made the decision to firmly add a virtual appointment, my mentors really suggested I start thinking about what would need to happen if that's the direction we go? So I spent some time researching virtual care, virtual team-based care, and then looking within VA at logistical, or technological barriers to doing the, doing a conjoint appointment in a virtual setting. 

	So I spent the summer of 2020, developing solutions to some of these barriers, and submitting an IRB amendment to add that virtual arm. We also, because we were adding an entire virtual arm to CARE-PACT, potentially, added or rather multiplied the sample size by two, and decided to recruit 12 Veterans for the open trial instead of six. 

	And there were some IRB delays around this, and some other delays, and that pushed off recruitment of AIM 2 into fall of 2020. So as I promised, I did want to zoom out, and let my mentor talk a little bit about some of these pivot points, and how she helped me make them. So Jen, if you wanted to go ahead and start talking about some of that?

Jennifer Funderburk:	Sure, nice to have those of you who are able to join us today, and those who will listen to the recording later. So Julie had a a phenomenal idea of, kind of, taking a moment and, kind of, having me share a little bit some of the perspectives from the mentorship team as how we were to approach, kind of, these different pivot points, and some of the thoughts that went through our team as we helped her process this, this through. 

	Now, I will say I don't think that I ever expected a pandemic to be the reason why we experienced – and we had more discussions during this time. But I think one of the things I've learned in my career so far is that you always have to be nimble, and flexible. 

	And so as a mentor, one of our objectives are really, is really to support the Career Development Awardee in trying to continue to stay aligned with the goals of the Career Development Award while also dealing with the potential obstacles that get thrown in your way such as a pandemic. Now, the pandemic led to some specific challenges that the mentorship team themselves hadn't necessarily been, encountered before. 

	It really made us think a little bit more, and I was glad that we took the time with Julie to take a pause so that we could think a little bit more about how to accomplish virtual consent. How we thought it was ethically appropriate for us to waive documentation. 

	These were all things that we had never done before in any of our work because we were so used to bringing Veterans in for inpatient, in in-person appointments. That it really, we were all, kind of, trying to cope with the, with the pandemic, and adjust our own research so that the benefit of this, of Julie's work was that she was able to take a few weeks to allow us to take the time ourselves to figure out some answers, and then apply some of those answers to her project.

	I think the most challenging part of this time wasn't necessarily the logistics, I felt like we were able to quickly identify ways to consent, ways, ways to waive documentation. And I'm I'm sure we'll be happy to answer questions if people have them at the end.

	But I think the more challenging part was really talking through the scientific implications. If we shifted the CARE-PACT appointment to being virtual, would that significantly alter the objectives of that particular intervention? As Julie was talking about, this was really designed to increase the potency for this particular group of Veterans. 

	These are Veterans who don't respond initially to brief advice from their primary care provider. And so really talking through the science, and leaning heavily on the theory of behavior change as to whether or not, whether we could still achieve the same potency intensity using a virtual appointment? So I think those were some of the thoughts that the mentorship team had to process and and, I think, the overall, kind of, objective as a mentor is to really be prepared. 

	I don't think pandemics are going to happen every, every time someone has a CDA, and you're mentoring them. But I do think obstacles happen, and so for, for all of us to think about, what are the intentions behind the CDA? And of course, talk to HSR&D, who is the funder; but to help work through some of those processes is really important. 

	And to have confidence that you can get to the other side, I think, is also important because research always involves obstacles. There is never an obstacle, there is never a study that I've ever been able to conduct without an obstacle being presented. And so teaching your mentee, and helping support them through building themselves, strategies to be nimble, is important.

	So I'll leave it back to, you, Julie, so she can continue to share some more important results. 

Julie Gass:	Thank you, Jen. So zooming back in, we did wind up starting participant recruitment for AIM 2 in November of 2020. And we quickly learned, and I'll talk more about this, but our recruitment strategy was a little bit cumbersome, and time consuming. 

	So I I mentioned earlier, it was on an earlier slide, we were using real-life PACT patients with real-life PACT appointments. So they didn't have, like, a specific quote-unquote study appointment. No, we wanted to catch them at their upcoming PACT appointment; so our recruitment strategy, which involved giving, charts, grabbing to find them, and sending them a letter, calling them up to three times to screen them, having them come into a baseline appointment. 

	What we were finding is once we got through all those steps, well, their PACT appointment had passed, and the time to do CARE-PACT was over. So we learned quickly that that strategy was a little slow. There was also another wrench in the plan that we were starting to think more about around this same time that AIM 2 was starting, which is that I was pregnant. 

	And I was due in April of 2021, so we had to start thinking about, not only my leave, but also changes that we needed to make to the recruitment strategy. So as I mentioned, we started recruitment in November. But we actually didn't have a participant until January, which is slower than we had, than I had projected ahead. 

	So we implemented some changes to the recruitment strategy. We used a data poll to identify potential participants to cut down on the manual chart scrubbing. We changed the wording of the recruitment letters and screening materials to be a little bit more acceptable to patients, and to be presented in a way that led them to be more likely to participate. 

	We also recruited to work with more primary care providers. So initially, I only had two providers at one site who had agreed to do this with me. But we increased that, I got several more at my site. And then we also, thinking ahead to my maternity leave impending, because I did plan to take the full 12 weeks starting around April of 2021, we decided to add a site to CARE-PACT, and to my CDA to be able to continue while I was gone. 

	So with that, I'll zoom out, back again to have Jen talk a little bit about mentoring me through planning for all of this, and my maternity leave.

Jennifer Funderburk:	Yeah so I feel like one of the important things to comment on this process is that, I think, planning for parental leaves or thinking that this might be something that happens during a CDA is going to be more common now than it even was before now that parental leave can be taken by both men, and females. 

	And one of the important things that I think the mentorship team had to consider when being presented with this particular component was the training plan itself could be put on hold, hold for 12 weeks, that wasn't hard. It was happening during a time when there was no classwork being scheduled, and even, even if there was, it, there was an option to do that the next year. 

	But how it would impact the research plan and whether the research was fundamental, like, actually implementing that research was fundamental to to the training goals, was something we spent a lot of time talking about. Because if it was, that might be evidence to support a pause in the research versus someone else filling in, and overseeing the research while Julie was on parental leave. 

	And so some of the factors that came into play in the mentorship team as we discuss these issues was really how much, if we were to allow the research to continue, and not take a pause? How much learning would not be achieved by Julie being on leave? Would she miss anything important that's vital to her training plan? Which we deemed, that wasn't the case, she had implemented plenty of studies before. 

	All of the procedures and processes were in place for this particular pilot, or AIM. And we really didn't feel like the fundamentals of the research would be missed with her being out if someone was able to fill in for her during the parental leave. Because we felt like so much of it had been put in place by her with standard operating procedures, and manuals, and the such. So in the end, we decided to allow for someone to fill in during the 12 weeks, and allow the research to continue. 

	Another factor that played a role in that decision was the delay from COVID, and the fact that already we had struggled with recruitment. We had just gotten the new recruitment strategies to begin working in January, and so we wanted some additional time to be able to recuperate from the fact that we had taken a pause in 2020, from COVID. 

	So those were some of the thoughts that went through the the mentorship team when being presented with this other obstacle that, I think, those of us who serve as mentors need to be prepared for more often than not in this case. Because it's the time of life, early career professionals, that's the time of life when you tend to have children. So back to you, Julie.

Julie Gass:	Alright, thank you, Jen. So to zoom back in, just a little bit about AIM 2. At the time of this presentation, we had just recently finished AIM 2 and finished all data collection for it, and got our data in. It's currently being analyzed; I'll talk about some of it. 

	But for AIM 2, we did have 12 Veterans who went through CARE-PACT; all were male, 92% white, and averaged 63.9 years of age. At baseline, their readiness to change drinking or smoking ranged, pretty widely, from one out of ten; meaning not at all, "I don't even want to talk about drinking or smoking," all the way up to eight out of ten, which is fairly motivated. 

	Only one person was that high, though, I will mention. On average, our drinkers drank between ten and 30 of the past 30 days, ranging from three to ten drinks per occasion. And our smokers smoked most days of the last 30, and smoked between five and 40 cigarettes per day.

	The participants and patients were recruited from two VAs working with five different PACT providers. We had more PACT providers willing to work with us, but just, I think, for whatever reason, only wound up with patients from those particular five. Seven appointments were virtual, seven of the conjoint appointments were virtual, five were in-person. 

	And 11 of 12 Veterans provided final feedback data; one patient did withdraw before the final interview. For AIM 2, this was of course, this was an open trial. This was not an efficacy trial. This was really just to, sort of, get their thoughts and opinions about CARE-PACT, note any problems with the flow of CARE-PACT, and to make changes for eventual A3. 

	So the assessments completed by our Veterans were two qualitative interviews with some quantitative questions as well to provide feedback on CARE _____ [00:41:24], CARE-PACT. And these interviews were based on the PEACE framework. We were primarily looking at issues around feasibility, acceptability, helpfulness, and overall impressions. 

	And they also rated several items on a one to five scale, including how helpful different parts of the intervention were, satisfaction with different parts of the intervention, and feasibility questions, and things like that. All of the Veterans' qualitative data were analyzed or, are in the process, some of it being analyzed now using Rapid Qualitative Analyses.

	So what were the results? Overall, what we found was that CARE-PACT was generally feasible. CARE-PACT as an intervention was generally feasible; 11 out of 12 patients were able to engage in the conjoint appointment. Despite some technological barriers, 11 out of 12 people were able to have a conjoint appointment that fit what we were hoping to do, and fit the protocol for CARE-PACT. 

	Eleven of 12 patients engaged with self-monitoring app to some extent, and used it to some extent; only one person was unable to do that. 

	And I know this isn't an efficacy study but I did just want to mention, when asked to self-report, 72% of our patients reported that they were more interested in changing smoking and drinking after going through CARE-PACT. 

	Which, I mean for people who are lower on the spectrum of readiness to change, any intervention that can move that, or change that, or make them more interested, I tend to think of as as somewhat successful. So this was a really promising number for me; although again, this is just their self-report, and just on a small number of folks.

	Some other quick results, yeah, I'm mostly focusing here on the conjoint appointment part of CARE-PACT. So CARE-PACT, they found to be moderately helpful and highly satisfactory. So on a scale of one to five, with five being the highest, they rated their satisfaction with the conjoint appointment as a 4.7 on average out of five which was really high. So we were really happy to see that. 

	And we also, as I mentioned, did some qualitative interviews with patients about the conjoint appointment. And you see that four, kind of, primary themes emerged from that analysis. The first was that they found participating in CARE-PACT to be informative and insightful. And I'm using insightful there to to say something around, they gained insight about smoking, and drinking or their own smoking, and drinking by being in CARE-PACT. 

	They also found the conjoint appointment to be person-centered, and to show, and that it showed care for them. So a lot of participants talked about the idea of having the conjoint appointment, having multiple professionals involved in their care felt good for them. It felt like people were were really caring and wanting to help them as much as possible. 

	And they found it to be person-centered as well so they thought that the, what was discussed in the appointment generally didn't feel pushy; it felt like things that were important to them as the patient. So that was some, that was good for us to hear because we had tried to design it that way. 

	They also talked about that it was a good way to introduce PCMHI. A couple of participants specifically talked about, "I would never go to the psychologist," or, "I would never go and see behavioral health." But since they were here anyway, and they were just in the appointment, that was fine. So we thought that that was really promising. 

	And then the fourth theme was that it was easy. There were little barriers to engaging, or a few barriers to engaging in the conjoint appointment. They were – it was easy to do, and so the patients were willing to do it. So this was all really promising in terms of our initial results. 

	I also just wanted to present some of the other results around a couple of other pieces, so around the helpfulness of CARE-PACT for different things; so specifically, how their health would improve, if their understanding of how their health could improve? Their understanding of learning about their own drinking, and smoking patterns, and their understanding of the risks associated with smoking, and drinking. 

	You see there, a range out of five, 3.5 to four, depending on the item was how this was rated. And I pulled these three for this presentation because these match up with those three domains that I talked about earlier that are shown to lead to increases in readiness to change. And so I thought it would be helpful to point this out.

	The median for all of those was four, so there was, kind of, a range there but, overall, kind of, moderately helpful was was where participants were falling on these items. 

	Alright, so I know I'm getting close to wrapping up here so just a couple of general AIM 2 conclusions. So the big conclusion, CARE-PACT is generally feasible, we, with some modifications, but we can move onto AIM 3, and start collecting data on that. The conjoint appointment and self-monitoring are feasible, and generally acceptable. Patients are willing to do it. And so that gave us some confidence moving into the next phase.

	Another important conclusion here is that in this sample of smokers, or drinkers with variable levels of starting readiness to change, nearly three quarters of them found that CARE-PACT made them consider changing, or increased their consideration of changing, which is great to hear. We also found and we're very excited to find that the conjoint appointment format was highly satisfactory, and a good way to bring PCMHI into the conversation.

	Those were, I think, some of the main findings of AIM 2 so far. I also just wanted to note, I I learned a little bit about – I've done research before, but never within a active, functioning PACT team – so I learned a couple things about working with PACT. And that it can be challenging, and not because my providers were wonderful, because they absolutely were; they were really motivated, and great to work with, interested. 

	I I couldn't ask for better providers, but they're also very, very busy PACT providers, of course. So what that meant was we learned some strategies to help make those appointments move as slow, as as, and as swiftly as possible. Things like frequent reminders, and reminders on the day of, like, I'd message a provider, and say, "Hey, your 12 o'clock, Mr. So-and-so is in our study, how would you like me to join the appointment?" or whatever, some kind of reminder. 

	Also, meeting early on to show your PACT the value of working with you and doing the research. In this case, it was, sort of, a leap of faith, right, because we're testing the CARE-PACT, we don't know for sure that it's going to lead to the changes that we hope. 

	But being able to tell them, like, "Hey, this is why we think this might work. We want to work with your patients who you might have worked with a couple of times already, and tried to talk to them about smoking. And they haven't been able to change; we're hoping to add to that conversation. 

	So showing the value or the potential value of what you can do, and what the research can do for them. And as a final lesson, I learned that it's important to, and this is something that probably PACT researchers could have told me before because it probably seems obvious. But I learned that I need to work with the whole PACT, not just the primary care provider.

	I need to know the PACT. I need to know the LPNs. I need to know the MSA, I need to know the the, the front, the front desk staff. Because there were certain instances, particularly when I had virtual CARE-PACT appointments where maybe I couldn't find the provider; or I was looking for them on teams, I tried to call them, track them down on the day of an appointment. 

	So I needed to enlist the help of an LPN. And so it was really beneficial to know the LPN before doing that. So just as a final piece, if anyone is working with PACT teams, get to know the whole of that, not just the specific person who you might want to work with.

	So just as, sort of, some final thoughts, on my career development consideration, and the word on flexibility, I think that's the big thing that I learned is that flexibility is key. In prep for this presentation, I was looking back on my original CDA application, and seeing how black, and white I I presented a lot of things. 

	And and I remember thinking as I wrote my grant, "This will totally work. This is the way we're gonna do this. This is how patients are going to react to this." And what I learned is a lot of that stuff that felt so black, and white, and felt so sure, it was not black, and white, and that I needed to find ways to be flexible. 

	And this was a message that my mentors really helped me to figure out, is that adaptation, and flexibility are so key to the success of research, and clinical research. I think, potentially, in particular that we need to adapt because we can create the best, shiniest, greatest intervention ever, but if we can't make it work because we're so rigidly adhering to the original idea, and there's no room for adaptation, then that's not going to help anybody anyway. 

	So adaptation and flexibility are really key. At this point, in terms of a future step for me and and my career development is my mentorship team has really been encouraging me to think about my next steps, and think about my merit, and my merit application. 

	As I've been working through AIMs 1 and 2, I've been mentored to consider how my CDA will set up my merit application in different ways? I I could go in different directions; so I could go in a direction where I'm really looking specifically at CARE-PACT's efficacy, or I could go into more implementation route, or some hybrid of those. 

	But I've been really thinking lately about how steps I'm taking today, questions I'm using in my research, assessments I'm using, how that will set me up for different options for the merit. And that is something that my mentorship team has really been great about is helping me to try and look ahead.

	So with that, I want to thank everyone for bearing with us here. And leave it to any questions that people had for myself or for for Dr. Funderburk.

Moderator:	Thank you, Dr. Gass. We have one question queued up in the Q&A. And if anybody has questions you'd like to submit, please do submit them to the Q&A panel. If you don't see Q&A, click in the ellipsis button in the lower right-hand corner, and you can turn the Q&A panel on. 

	No further ado, did you create your own feasibility, acceptability items, or use previously published, published measures? I have found it hard to find measures I like. 

Julie Gass:	Yeah so I adapted a lot of mine. So I I guess the short answer is we mostly created them ourselves, but there are ones that we have used in other or they're similar to ones used in other studies within our Center. I'd be happy to share, if you want to send me an e-mail after this, I'd be happy to share our interview guides. 

	And and there is also in the interview guides, a little link to all of the places that we sourced that from. So some of the questions were, like I said, adopted from previous research but they were all based on theoretical models of feasibility, acceptability. So just go ahead and shoot me an e-mail, and I would be happy to share that guide with you.

Moderator:	Thank you. I see this one just came in through the chat. This person asks, "I may have missed this. but curious if there was some training provided to PCTs slash PACTs for the conjoint appointment for the initial study about the process, what information to cover, et cetera?" 

	Any interesting observations about how it was to work with the PACTs on this? Did it seem like it was pretty minimal training needed or more substantial? 

Julie Gass:	That is a great question because that actually was something we discussed a fair bit before starting CARE-PACT, is, first of all, do we train these folks? And second of all, how do we pin them down to train them? Or how do we get them to agree to spend a bunch of time training? So what we ultimately decided to do, was to just have a – so so first, we created very, very brief training manuals for that. 

	And by brief, I mean, it was one page, really, it was about half a page. And then the rest was just, kind of, some pictures of saying, "Here's what we hope to have you cover in the session." So we met with them very, very briefly before the first session. And I mean, about five minutes, shared that training manual with the full expectation that they would forget it by the time that they did the appointment. Again, not because they're forgetful people, but because it's a lot of stuff to keep in mind. 

	And we essentially, how we dealt with that was that we treated sessions, or initial sessions with our providers as, sort of, training sessions, in a way. And we had our PCMHI providers who were trained, and a little bit more intensively, guide the sessions. And the CARE-PACT manual was written to do that. So the PCMHI provider does a lot of the guiding, saying things, like, "Okay, Dr. So-and-so, now, can you go over this information with the patient?" And there's a lot of cues like that written into the PCMHI provider's prompt. 

	So the short answer is, "No, we didn't really have an intensive training with the PCPs." We really used, kind of, live in vivo training, almost, with them in those first appointments. In terms of how that worked, I would actually say that worked fairly well. They picked it up really quickly with the guiding from the PCMHI providers.

	The, almost all of our PACT providers engaged in CARE-PACT with pretty good fidelity. They did, they hit all of the main points they were supposed to. I would say the one area that we found we needed to do a little bit of debriefing about after the sessions was some primary care providers – and and rightfully so because they're medical providers, and they want patients to make good, healthy choices – sometimes jumped ahead a little bit in the intervention route. 

	So for example, one patient who was pretty ambivalent about quitting smoking; I think their readiness was only, like, a three out of ten, or so. The PACT provider jumped into talking about nicotine replacement therapy options. 

	So knowing this person's readiness was so low, we had to try, and pump the brakes a little bit, which I did so in the session. Pull it back a little bit and, sort of, reframe to everyone; they're, like, "These are great options for down the road, but today, we're just, kind of, trying to get a sense of some of this information." 

	"Down the road, maybe, we can talk more about this, is that okay, Dr. So-and-so?" so that was one observation, is that the PACT providers tend to, sometimes – I I won't even say tend to; but it's it's oft, it might be the case that they want to jump right to the treatment part, and we have to pump the brakes on that a little bit. 

	So that was one observation that that I noted. But basically, we found that the training on the fly with a very, very brief, one-page training manual was pretty sufficient to get our providers up to date on on the CARE-PACT procedure.

Moderator:	Thank you. We have somebody asking, "If you could share your CDA journey?" This question is coming from someone who is preparing with their first CDA submission. Thank you.

Julie Gass:	Wow, yeah, so my journey was, I I think a really excellent one. It and I attribute that in a very huge part to my mentors, particularly Dr. Funderburk, but my other mentors as well. And coming from such a wonderful, supportive Center as CIH, I had just tremendous support from all, really everyone around me. 

	And when I say everyone at CIH read some part of my grant application, if not the whole thing, that's the truth. Our entire Center played a role in helping me make my grant better, which I could never – I I am so happy with that, and could not be happier with my Center. 

	But what I will say is my CDA journey started long before my CDA, and that was with mentorship, that. So all of those pilot studies I talked about that lead into the decisions around conjoint appointment, and the CDA, and how things shook out, all of that started way before we even had a glimmer of what the CDA was going to be. 

	So what I would say is that the CDA journey starts a couple of years before the CDA. You want to try and find two things, and my mentor really encouraged me to think about what am I passionate about? What do I, what do I really care about? Where do I want to make an impact? 

	And for me, that came down to a couple of things but one of those things was working with Veterans with comorbidities. And that wasn't something I had a lot of experience with prior to the CDA and prior to some of my pilot work. So she helped me to, based on that area, kind of, refine it, hone it a little bit more, and develop good pilot work. 

	Which is the second thing I wanted to mention; but develop good pilot work to lead me to be able to even write a CDA. Because not only was I less than experienced in comorbidities, there were some questions around, like, well, how do we even start to engage patients with this kind of thing? 
	
	Because I also knew I wanted to, hopefully, work with less motivated types of folks. So how do we start those conversations? So my journey started with my pilot studies, with my mentorship team. And that led directly into the writing of the CDA, which the whole time I was writing it, I remember thinking, like, "Wow, thank God, I did this in my pilot study," or, "Thank God, I have this data." 

	So it almost seems like my mentorship team, sort of, had an omniscience about what kinds of questions I would need to know for my writing the CDA. Now, I don't really think it's omniscience, I just think it's good experience. And that they have done things like this before, and they they were able to really help me write really good pilot studies that could lead directly to this work. 

	In terms of the rest of my CDA journey so far, so I would say since getting my CDA, and starting my CDA work, I I have really enjoyed it. It's been a wonderful experience. It has also been as you saw in this presentation, a really fractured experience in some ways just given everything that's been going on with the pandemic, with my personal life. 

	But I have really enjoyed working on it throughout, and I have, I've learned to, not only like in a work sense be flexible, but in a anxiety, and stress sense to be more flexible. And my mentors have been great at helping me to realize we're a little bit behind because of the pandemic. Because of your maternity leave, but here's the new plan. 

	And so I've been encouraged through all of these ups and downs to find a new plan, and not get stuck on things that have already happened, or already been derailed but to find a new way forward. So I could go on and on about my CDA journey. 

	And if you are interested in more, go ahead and e-mail me but that has been my journey, is that it has been a really, really positive one overall.

Moderator:	We are just about out of time, but perhaps you'd like to let Dr. Funderburk make comments about that, or or anything else, closing remarks? 

Julie Gass:	Certainly yes. 

Jennifer Funderburk:	Yeah, I think the joy of being a mentor for CDA mentees is just to be able to help them go through the process. And I think, for me, it brings a lot of joy to my experience as a researcher. And so I encourage anyone who is building a CDA to think about surrounding themselves by people who enjoy that element of the work along with the content area. 

	Really look for people who are willing to be there with you, and they may not only have the expert, they they may not be only the content expert, but they also may be able to bring some of their experience to the process. And I think that that's a vital – it's oftentimes a, something you might neglect. 

	You might think just about content. And I think it is also very important to recognize that content is only one piece of the, larger piece of the process that you're about to go through. So thank you very much. 

Moderator:	Well, that's about all of the time that we have. Dr. Gass, do you want to make closing comments.

Julie Gass:	No, just thank you all. Please don't hesitate to reach out if you have any questions, suggestions, comments. I'd also love to hear from anyone else doing research within their PACTs. But thanks to all, and Happy New Year. 

Moderator:	Thank you for your presentation today, attendees, when I close the webinar momentarily, please do provide answers to the phone number for questions that will come up when you close, or when I close. 

	Once again, thank you, Drs. Gass and Funderburk. With that, I'll just wish everyone a good day. 

[END OF TAPE] 
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